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AGENCY PUBLICATION ON ASSIGNED DAYS OF THE WEEK

The following agencies have agreed to publish all documents on two assigned days of the week (Monday/ 
Thursday or Tuesday/Friday). This is a voluntary program. (See OFR notice 41 FR 32914, August 6, 1976.)

Monday Tuesday Wednesday Thursday Friday

DOT/COAST GUARD USDA/ASCS DOT/COAST GUARD USDA/ASCS

DOT/NHTSA USDA/APHIS DOT/NHTSA USDA/APHIS

DOT/FAA USDA/FNS DOT/FAA USDA/FNS

DOT/OHMO USDA/FSQS DOT/OHMO USDA/FSQS

DOT/OPSO USDA/REA DOT/OPSO USDA/REA

CSA CSC CSA CSC

LABOR LABOR

HEW/FDA HEW/FDA

Documents normally scheduled for publication on a day that will be a Federal holiday will be published the next work day 
following the holiday.

Comments on this program are still invited. Comments should be submitted to the Day-of-the-Week Program Coordinator, Office 
of the Federal Register, National Archives and Records Service, General Services Administration, Washington, D C. 20408

NOTE: As of August 14,1978, Community Services Administration (CSA) documents are being assigned to the Monday/Thursday 
schedule.
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holidays), by the Office of the Federal Register, National Archives and Records Service, General Services 
Administration, Washington, D.C. 20408, under the Federal Register Act (49 Stat 500, as amended; 44 U.S.C., 

«* ch - 15> and the regulations of the Administrative Committee of the Federal Register (1 CFR Ch. I ) . Distribution 
is made only by the Superintendent of Documents, U.S. Government Printing Office, Washington, D.C. 20402.

The Federal Register provides a uniform system for making available to the public regulations and legal notices issued 
by Federal agencies. These include Presidential proclamations and Executive orders and Federal agency documents having 
general applicability and legal effect, documents required to be published by Act of Congress and other Federal agdhcy 
documents of public interest. Documents are on file for public inspection in the Office of the Federal Register the day before 
they are published, unless earlier filing is requested by the issuing agency.

The Federal Register will be furnished by mail to subscribers, free of postage, for $5.00 per month or $50 per year, payable 
in advance. The charge for individual copies is 75 cents for each issue, or 75 cents for each group of pages as actually bound. 
Remit check or money order, made payable to the Superintendent of Documents, U.S. Government Printing Office, Washington. 
D.C. 20402.

There are no restrictions on the republication of material appearing in the Federal Register.
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INFORMATION AND ASSISTANCE
Questions and requests for specific information may be directed to the following numbers. General inquiries may be 

made by dialing 202-523-5240.

FEDERAL REGISTER, Daily Issue:
Subscription orders (G P O )..............  202-783-3238
Subscription problems (G P O )..........  202-275-3050
“ Dial -  a -  Reg” (recorded sum

mary of highlighted documents 
appearing in next day’s issue).

Washington, D .C .......................... 202-523-5022
Chicago, III.................................... 312-663-0884
Los Angeles, Calif .....................  213-688-6694

Scheduling of documents for 202-523-3187
publication.

Photo copies of documents appear- 523-5240
ing in the Federal Register.

Corrections......... :................................  523-5237
Public Inspection Desk......................  523-5215
Finding Aids...................    523-5227

Public Briefings: “How To  Use the 523-5235
Federal Register.”

Code of Federal Regulations (CFR).. 523-3419
523-3517

Finding Aids.................    523-5227

PRESIDENTIAL PAPERS:
Executive Orders and Proclama- 523-5233

tions.
Weekly Compilation of Presidential 523-5235

Documents.
Public Papers of the Presidents...... 523-5235
Index....................................   523-5235

PUBLIC LAWS:
Public Law dates and numbers....... 523-5266

523-5282
Slip L a w s ................................. .'...........  523-5266

523-5282
U.S. Statutes at Large.......................  523-5266

523-5282
Index.................................................   523-5266

523-5282

U.S. Government Manual...................  523-5230

Automation.............................................  523-3408

Special Projects........................... 523-4534

HIGHLIGHTS— Continued

EPA establishes tolerances for residues of the fungicide thia
bendazole on bananas from preharvest application; effective 
11-28-78..................................................................... . 55402

ANTIBIOTIC DRUGS
HEW/FDA provides certification for natamycin; effective 
11-28-78; comments by 1-29-79........................................  55382

ANIMAL DRUGS
HEW/FDA establishes promazine hydrochloride tablets as a 
safe and effective tranquilizer in dogs and cats; effective
11-28-78........................................................    55386
HEW/FDA approves safe and effective use of caramiphen 
ethanedisulfonate and ammonium chloride tablets; effective
11-28-78...............................        55385
HEW/FDA approves safe and effective use of primidone
tablets for treating convulsions; effective 11-28-78.,.............  55385
HEW/FDA gives notice of withdrawing and withdraws approval 
of application providing for use of Boost-O-lron (20 percent 
ferrous fumarate); effective 11-28-78 (2 documents)...........  55386

COMBINATION DRUGS
HEW/FDA announces availability of guidelines on over-the- 
counter products...................................................    55466

HUMAN DRUGS
HEW/FDA announces that tolbutamide is now eligible for 
abbreviated new drug applications; supplements to approved 
new drug applications by 1-29-79 .......................................  55465

MEDICAL DEVICES
HEW/FDA issues proposals on development of classification 
of neurological devices; comments by 1-29-79 (104 docu
ments) (Part IH of this issued..................    55640

CANCER TESTING
HEW/NIH gives notice of availability of bioassay reports on 
several chemicals for possible carcinogenicity (3 documents). 55467

LASER PRODUCTS
HEW/FDA revises certain emission and labeling requirements 
of performance standard; effective 12-8-78; comments by
1-29-79.........................................................................  55387

IMPROVING GOVERNMENT REGULATIONS
NASA describes procedures for developing new regulations; 
effective 11-28-78..............................................................  55491

INDUSTRYWIDE OCCUPATIONAL HEALTH  
RESEARCH STUDIES
HEW/PHS issues notice requesting information concerning 
certain substances and industries; information by 1-28-79 .... 55469

OLEORESINS FROM INDIA
Treasury/Customs issues notice of preliminary countervailing 
duty determination; effective 11-28-78 .....................   55512

AMPICILLIN TRIHYDRATE FROM SPAIN 
Treasury/Customs issues notice of preliminary countervailing 
duty determination; effective 11-28-78 .....................   55512

TREASURY NOTICES— SERIES V-1980
Treasury announces interest rate of 9 % percent..... ...... ...... 55513

RADIATION THERAPY
NRC adopts rule requiring licensees to confirm the removal of 
implants at the end of treatment, effective 12-28-78.......... 55346

CERTAIN CIGARETTE HOLDERS
ITC holds hearing on 2-21-79.............................................. 55472
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HIGHLIGHTS— Continued

FOREIGN RELATIONS
State establishes regulations governing the acceptance of
employment from foreign governments by members of the 
uniformed services; effective 11-28-78................................ 55393

MEETINGS—
CRC: Regional Advisory Committees, 12-15-78 ................  55435
Commerce/NOAA: Mid-Atlantic Fishery Management Coun

cil, 12-11-78........................................    55436
USTS: Travel Advisory Board, 12-5-78............. ............  55436

DOD/Army: Army Science Board, 12-18 and 12-19-78.....  55436
DOE: National Petroleum Council, Coordinating Subcom

mittee and Task Groups of the Subcommittee on Petrole
um Inventories and Storage and Transportation Capabili
ties, 11-28,11-29,12-4 and 12-12-78......................... 55436
National Petroleum Council, Subcommittee on Petroleum 
Inventories and Storage and Transportation Capacities,
12-13-78.....        55449

FCC: Radio Technical Commission for Marine Services Ex
ecutive Committee, 12-14-78 ...........................   55462

GSA: Regional Public Adivsory Panel on Architectural and
Engineering Services, 12-11 and 12-12-78 ...............  55464

HEW/ADAMHA: National Advisory Council on Drug Abuse,
1-25 and 1-26-79.................................................. 55464

OE: Advisory Committee on Accreditation and Institutional
Eligibility, 12-12,12-13,12-14 and 12-15-78 .........  55467

National Advisory Council on Bilingual Education, 12-7
and 12-8-78, hearing 12-6-78................ ..........  55469

National Advisory Council on Extension and Continuing
Education, 12-13, 12-14 and 12-15-78 .................  55468

Justice: United States Circuit Judge Nominating Commis
sion, Third Circuit....... ........................................ .......... 55473

NSF: Advisory Committee for Materials Research, National 
Magnet Laboratory Visiting Subcommittee, 12-14 and 
12-15-78 ....................................... ............. .......... ..... 55493

CHANGED MEETINGS—
HEW/ADAMHA: Biological Sciences Training Review Com

mittee, changed from 11-8-78 to 12-20 through 
12-22-78...................  .................„ ........ .............. . 55464

SEPARATE PARTS OF THIS ISSUE
Part II, HEW/HDSO............................... .............................. 55634
Part III, HEW/FDA........... ................................ .................. 55640
Part IV, DOE/ERA............................................................... 55734

reminders
(The items in this list were editorially compiled as an aid to Federal Register users. Inclusion or exclusion from this list has no legal 

significance. Since this list is intended as a reminder, it does not include effective dates that occur within 14 days of publication.)

Rules Going Into Effect Today

HEW/FDA—Repeal of identity standard for
sour half-and-half dressing.............  44833;

9-29-78

List of Public Laws

All public laws from the second session of 
the 95th Congress have been received and 
assigned law numbers by the Office of the 
Federal Register. The last listing appeared in 
the issue of November 15,1978.

A  complete listing for the full session will 
be published on or before December 1,1978.
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See Commodity Credit Corpora

tion; Farmers Home Adminis
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change.......................   55464

ARMY DEPARTMENT
Notices
Meetings:

Army Science Board............... 55436
CENTER FOR DISEASE CONTROL 
See Disease Control Center.
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CIVIL RIGHTS COMMISSION 
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al Energy Regulatory Com
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Office, Energy Department.
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&  Smith Inc. et a l........... »... 55509
SOCIAL SECURITY ADMINISTRATION 
Rules
Aged, blind, and disabled; sup

plemental security income 
for:

Eligibility; individuals in pub
licly operated community
residences.............................  55379

Old-age, survivors, and disabil
ity insurance, etc.:

Disability claims, vocational
evaluation policy.................  55349

Proposed Rules
Old-age, survivors, and disabil

ity insurance:
Earnings records; correction 

procedures ............................ 55414
STATE DEPARTMENT 
Rules
Employment, civilian; accept

ance from foreign govern
ments by members of uni
formed services; procedures
for approval...........    55393

TENNESSEE VALLEY AUTHORITY 
Notices
Meetings; Sunshine A c t ............  55563
TRAVEL SERVICE
Notices
Meetings:

Travel Advisory Board...........  55436
TREASURY DEPARTMENT 
See also Customs Service.
Notices
Notes, Treasury:

V-1980 series....................... 55513
VETERANS ADMINISTRATION 
Proposed Rules
Adjudication; pensions, compen

sation, dependency, etc.:
Rate increase..........................  55420
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list of cfr ports affected In this Issue
The following numerical guide is a list of the parts of each title of the Code of Federal Regulations affected by documents published in today’s issue. A 

cumulative list of parts affected, covering the current month to date, follows beginning with the second issue of the month.
A Cumulative List of CFR Sections Affected is published separately at the end of each month. The guide lists the parts and sections affected by documents 

published since the revision date of each title.

5 CFR

213 (3 documents)...................... 55333
890...........................      55333
1601.. .......................................  55334
1602..............................v.............  55334
7 CFR

282.. ........................................ 55334
Î980 (2 documents)....;....  55345, 55346
10 CFR

35.................    55346
P roposed R ules:

214....................    55734
12 CFR

P roposed R ules:
563........................................  55413

16 CFR

13 (2 documents).............  55347, 55348
17 CFR

11 ..............     55348
20 CFR

404.........  55349
416  ........................... . 55349, 55379

20 CFR— Continued 
P roposed R ules:

404...................... ................. 55414

21 CFR

430.................................
436.................................
449.................................
520 (3 documents)......
558.................................
1040...............................

................. 55382

................. 55382

......... .......  55384

...... 55385, 55386

...............  55386
................  55387

Proposed Rules:
337......................
882......................

..............  55417

..............  55640

22 CFR

3a.............................. ..............  55393

28 CFR

0 (2  documents)......... ....  55394, 55395

36 CFR

Proposed Rules: ,
800.................................. . 55417

37 CFR

4 ................................ ................  55395

37 CFR— Continued 
Proposed Rules:

1    55417, 55419
3   55417, 55419

38 CFR
Proposed Rules:

3 ....      55420
40 CFR
180 (2 documents)............ 55402, 55403
Proposed R ules:

65 (2 documents).................. 55427
41 CFR
14-19..........................      55404
101-36.......    55404
45 CFR
137..........   55404
1351............         55414
47 CFR
Proposed Rules:

73.....       55428
49 CFR
1033 (2 documents).................... 55409
50 CFR
651.....................       55411
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CUMULATIVE LIST OF CFR PARTS AFFECTED DURING NOVEMBER

The following numerical guide is a list of parts of each title of the Code 
of Federal Regulations affected by documents published to date during 
November.

1 CFR 7 CFR— Continued 10 CFR— Continued

Ch. 1 ...........................................  50845
462............................................... 52457
3 CFR
Executive Orders:
11157 (Amended by EO 12094).. 51379 
11562 (Amended by EO 12098).. 53411 
11846 (Amended by EO 12102).. 54197
11945 (See EO 12098).............  53411
12054 (Amended by EO 12090).. 50997 
12059 (Amended by EO 12097).. 52455 
12061 (Amended by EO 12091).. 51373 
12071 (Amended by EO 12100).. 54193 
12076 (Amended by EO 12099).. 54191 
12084 (Amended by EO 12097).. 52455
12090 ....................    50997
12091 .................  51373
12092 .............    51375
12093 ........................................ 51377
12094 ........................................ 51379
12097 .............    52455
12098 ......        53411
12099 ........................................ 54191
12100 ....    54193
12101 ............     54195
12102 ........................................ 54197
Memorandums:
October 30,1978........................  50995
November 22,1978..................... 55233
Proclamations:
4608....    53701
4 CFR'
331......................................    52693
5 CFR
213..................................  51381-

51383, 51753, 53703, 53704,55333
300............................................... 51753
713..............    52694
890.........................  52459, 52460, 55333
1601 ............................    55334
1602 ....................... i.................  55334
Proposed Rules:

334.................................    53761
6 CFR
Proposed Rules:

705........   51938
7 CFR
6........................................  50999, 54900
26................................................. 52019
271............................................... 54199
273..............................     54199
282......................     54215, 55334
331............................................... 54919
634...........................................   50845
722............................    54216
905.. ............  52197, 53027, 54217, 54617
906 .................................  50866, 51000
907 ................   54618
910.........................  52462, 53705, 54934
944............................................... 52197
946.. .............................. .'.............  52199
966...................„.......................... 52199
971.....................    53704

989.................................................. 50866
1004................................................ 53413
1030................................................ 51383
1099....................      54920
1207................................................  51000
1464................................................  54218
1822 ......................... *......  51385, 55235
1823 .................... ............  55236, 55237
1900.................    52462
1933..................................... 52462, 55237
1980........ ................  53413, 55345, 55346
2852................................................  51753
2880................................................  54921
P roposed R ules:

225...........................................  51806
273...........................................  54253
301.........    54936
401.......................................   52722
416................................ * ........  52723
651...........................................  53443
906...........................................  54254
917...........................................  52728
981...........................................  51405
1062......................................   54642
1099.........................................  51405
1135.........................................  52496
1435...........     51026
1496.........................................  51406
1804.........................................  52496
1933........... .......... :.................  54652
2900...................................   54938

8 CFR
103.. ............................................  55238
214..............................    54618
9 CFR
73.. ............................................  52466
92....................................................  53706
97.........................................  52466, 53706
307.................... :.................  51386, 51754
350.. ..................................    51386
351..................................................  51386
354...................    51386
355.. ............ ............ i.................. . 51386
362...........................    51386
381.......................................  51386, 51754
10 CFR

P roposed R ules—Continued
211 ....... 52104, 52186, 54081, 54652
212 .............................  52186, 54256
214...............................    55734
435........................................  54512
500 .............................   53974
501 ...   53974
502 ....................... -............. 53974
503 .....................................  53974
505........................................  53974
580........................................  54660
1040......................................  53658

12 CFR
201.........................  50867, 53707, 53708
204 ...........................................  52202
205 ...........................................  53708
211.............    55238
226.........................  52695, 52696, 54924
250..............................................* 53414
262...........................    52203
265............................................   52203
329............................................... 54081
526............................................... 53415
545..................................... 53415, 54622
563 ....   53415
564 ............................................ 53415
615.............    55239
701.......................    54220
P roposed R ules:

Ch. V .................................... 54942
12.. ..............      50917
208........................................  50914
302   53042, 54665
344...................................   51638
526.. ...................................  52254
545........................................  52254
552 .............................  53762, 54664
563........................................  55413
563b .....................................  54664
701 .............................  51407, 54100

13 CFR
107...........................„.................  54924
309...................          54924
P roposed R ules:

120........................................  53765
308.. ...................................  52432

Ch. I I .................
Ch. I l l ...............
20........................
21.......................
35.......................
40.......;...............
51.......................

.....................
205......................
211.....................
300............ .........
473......................
515......................
P roposed R ules:

40.................
50.................
70.................
75.................
150...............
205...............

......... 53414

......... 53414
52202, 54081
......... 52202
......... 55346
......... 52202
..... 53027
......... 52202
......... 51755
......... 55322
......... 51956
......... 55228
......... 54912

54255
54255
54255
54255
54255
53256

14 CFR
11....................................................  52203
23....................................................  52495
25.........................................  52495,54082
39....................................................  51001,

51004, 52207-52213, 53415-53417, 
54082

71.....  51005-51010, 53418, 53419, 54925
73.................  51010, 51011, 52214, 52467
75......................    51012
97................................      53419
121...................    52205
127.......      52206
133.......................................    52206
137..................................................  52206
139.....   52206
221......................................    52697
241 ............................................... 53647
242 ..............................................  53649
249 .   53649
250 ............................................  53028
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14 CFR— Continued 18 CFR— Continued 21 CFR— Continued
291............................................... 53628
302............................................... 52021
384 ........ ................ ...............  54622
385 ................................. 53649, 54623
1208.........................    52214
P roposed R ules:

39........      54100
47..................     54101
71........    51026,

51029, 52496, 53446-53449, 
54943

73..........................................  52496
75........................   51030
91.............   54101
213.. ................................... 54665 ‘
221.. ................................... 54102
298...................................  52182
302........................................  54102
380........................................  53450
399..............    54102

15 CFR
16................................................. 51615
371............................................... 52215
376..............................................  52215
399............................................... 52215
806............................................... 54623
P roposed R ules:

15........................   53765
90 ..........................................  51806

16 CFR
2 ................................   51757
3 .............    51757
13.... 51013, 52216, 52467, 55347, 55348
1202.............................................  53709
1701.............................................  53711
P roposed R ules:
Ch. II.................    54944

13 ......... 51031, 53450, 53767, 54944
433........................................  54950
440........................................  54103
447........................................  54951
455........................................  52729
460.......      51038
1205.. .................................  51038

17 CFR
11................................................. 55348
32.................      52467, 54220
201............................................... 52216
211..............  50868, 52217, 54228, 55239
230 .................................  52022, 54229
231 ...    52022, 53246
239...............................................  54229
241.....................................  52697, 53246
270. ...............................    50869
271......     52022
P roposed R ules:

1  .........................................  53450
30.......................   52729
230 .............................  53251, 55254
240 .............................  53251, 54256
250........    53251
260................    53251

18 CFR
1...................................   52219
P roposed R ules:

Ch. 1...................................... 55257
2  .........................................  53270
154...........................    53770
157..........................   53270
270.. .................................  53270

P roposed R ules—Continued P roposed R ules—Continued
271........................................  53270
273 .....................................  53270
274 .......................   53270
275 .....................................  53270
276 .....     53270
284........................................  53270
703....        54262
707........................................  54262

19 CFR
4 ..................................................  54234
153.................................;... 52022, 55240
158 ............ ....................  53713, 54925
159 ......................  52485,53421-53425
P roposed R ules:

4 ............................................. 53453
6 ..........................   53453
10 ......................   53453
11 ............................    53461
111........................................  53461
123........................................  53453
133........................................  53461
148.................    53461
162 ............................. 53453, 53461
171........................................  53453

20 CFR
404..............  53713, 54083, 54087, 55349
416.........................  54235, 55349, 55379

430 ............
431 ............
510 ............
511 ............
514...............
570 ............
571 ............
601...............
630...............
882...............
1003..............
1010.............

22 CFR
3a.......................
41 ......... ...........
42 ....................
P roposed R ules: 

51.................
23 CFR
480................... .
635............ .........
P roposed R ules:

170...............
173...............
420...............
620...............

P roposed R ules: 24 CFR

52731
52731
52731
52731
52731
52731
52731
52731
52731
55640
52731
52731

55393
54928
51013

51410

54074
53717

51040
51040
51040
51040

404 .......  51410, 52936, 54666, 55414
416................................. ........ . 51410

21 CFR

1914 .................................  50874, 51013
1915 ............................................  50879
1917 .. 50879-50903, 51386, 51617-51628

5................................................... 51758
73................    54235
81............... ...... ................  54235, 54236
105...............................................  52690
155...............................................  54925
173........................... ......... 54237, 54926
177 ............................................ 54927
178 ............................................ 54927
184...............................................  54238
430.......................................   55382
436...............................................  55382
449......................    55384
520.........................  52700, 55385, 55386
540.............    52700
558..............  52701, 53716, 54240, 55386
561............................................   54088
809.........................   52701
820........................   52701
1040.........................................  55387
P roposed R ules:

10..................
12................
13 ...............
14 ...............
15 ...............
1 6  ..............
54..................
71 ......... ........
170 .............
171 .............
180................
310 ...............
312................
314........... .
320..... .<.......
330................
337................
350................
358....... ........
361................

......... 51966

......... 51966

......... 51966

........ 51966

...... 51966
51966, 52731
......... 52731
...... 52731
......... 52731
......... 52731
......... 52731
52731, 52732
......... 52731
......... 52731
......... 52731
......... 52731
.........  55417
......... 51806
......... 51546
......... 52731

P roposed R ules:
C h .X X ...............................   54951
1917....................... ......  51411-51427

25 CFR
20....................................................  52227
36..............................................    52023
P roposed R ules:

231...........................................  51806
26 CFR
1............... ...........................  51387, 54089
6....................................a___ 52027, 54090
54....................................................  53718
141...................................................  53718
601...................................................  53029
P roposed R ules:

1 ...............................................  50920,
51428, 52734, 53045, 54103, 
54265

7 ................................................   50920
55................................    54103

27 CFR
4 .................. .'...... ...........................  54264
P roposed R ules:

4  .............................................  54266
5  .............................................  54266
7 ................................................  54266
194............................................  51808
197............................................  51808
201............................................  51808
250 .........................................  51808
251 .........................................  51808
252 .............................   51808

28 CFR
0...............................  54929, 55394, 55395
45....................................       52702
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28 CFR— Continued 
Proposed R ules:

16..................   51816
301..................... .....................  52498

29 CFR
Ch. X V I .......................    53426
1910.........................  51760, 52952, 54354
1953.......... .C......................... » .......  51761
1956................................................ 51389
2610................................................ 55240

Proposed R ules:

37 CFR
4 ....................... ............... ...............  55395
201.................................................. 54247
301.................................................   53719

P roposed R ules:
1 ...................................  55417, 55419
3 .......................    55417, 55419

38 CFR
3 ............       51015
21...............................    52486
36................      51015, 53728

41 CFR— Continued
60-60.....    51401
60-250............................................ 51402
60-741............................................ 51402
101-36........    55404

P roposed R ules:
Ch. I ...................... .'................  52032
101-17 .....................................  52502
101-26.....................................  51429
101-29.....................................  52503
101-38.....................................  51429
101-40.....................................  51817

56..........................    53771
1202.........................................  52032
1206....................    54267
1404 .............................  52500, 53466
1910....................    54955
2200.........................................  53774
2201.. .................   53774
2520.........................................  54268
2700.. ..................................  53045
2701........................................   53470

P roposed R ules:
2...............................................  54104
3 ........................................   55420
21 .................................  54104, 54066

39 CFR
111.......................................  51016, 51017
257..................................................  53428

40 CFR

30 CFR

41.......................
55 .............. .............. ..............
56 .............
57 .............. .............. ..............
75.......................
250......................
Proposed R ules:

46.................
715..............
717...............

31 CFR
129............... ......
500.....................
515.....................

51761
54065
54066
54067 
54241 
50903

.........  53774
50921, 52734 
.........  52734

51629
51763
51762

52................................................. 51393,
51767-51780,52029,52237, 52239, 
52702, 53031, 53035, 53439, 54247

55............................. ...... .*............ 54248
62......................................  51393, 52241
65................................................. 51782,

51783,52030,52031,52241,52242, 
52704-52706, 53037, 54273-54278, 
54627

86........................... u...................  52914
162........................................   52031
180.................................... - ........ 50904,

51018, 52486, 54090, 55402, 55403
600....................................     52914
750......................................    50905
762................................................  55241
P roposed R ules:

Proposed R ules:
500................
515................
520................

32 CFR
Ch. I ...................
361 .............
362 .............
832.................... .
862......................
Proposed R ules: 

Ch. I ............ .
33 CFR
1..........................
6....................... .
117.............. ........
121.......................
125.....................
165.....................
223....... ..............
Proposed R ules:

117...............
183...............
207...............
209...............

38 CFR
Proposed R ules:

219...............
800...............

53016
53021
53023

.........  51391

.........  52228

.......... 52230
51763, 51765 
.........  54625

52032

______  54186
.........  53427
52235, 54929
.........  53427
.........  53427
.........  53427
.........  52236

53472, 54957
.........  53471
.......... 53045
.........  54269

54958
55417

52...............   51817,
52033, 52747, 53472, 54269

60 ...............................  54959, 55258
65..........   50921,

51042, 52255, 52500, 52748- 
52753, 53473, 54273-54278, 
55427

81 .a...............................    54960
41 CFR
Ch. 101 ........................................ 54632
1-1..........................................   53729
1-9...............................................  53440
3-1.......................... *...................  54250
3-3 .........................   54250
5A -1 ............................................  51395
5A -2 ............................ ...............  51396
5A-3 ................ » .......................... 51397
5A -6 ............................................  51398
5A -7 ............................................  51398
5A-16................................    51398
5A-19..........................................  51398
5A-72..........................................  51399
5A-73..........................................  51399
5A-76..........................................  51399
5B -2 ............................................  53440
5B -3 ............................................  50907
14-19...........................................  55404
60-1.............................................  51400
60-2.................................    51400
60-4........   51401
60-30...................................    51401
60-40.................................- ........  51401
60-50........................................   51401

42 CFR
50.........................
51b................... ....
56a..... .................
57..........................
71.........................
441...................... .
P roposed R ules:

57 ................. .
405 ...............
419................
456................

......... ...........  52146

.....................  52707

.....................  51532
52487, 54929, 55242
.....................  53039
.....................  52071

.........  55261
51822, 52256
.........  52256
.........  50922

43 CFR
2650......................
P roposed R ules:

2540.... ..........
2740...............
9180.............. .

45 CFR

46 ...............
64.........................
95...... .................
116d....................
137.......................
205.......................
220................... .
222.......................
228.......................
282.......................
801............. .........
1067.....................
1068.....................
1350 ..............
1351 ..............
1602.....................
1609.....................
1620.....................
P roposed R ules: 

46 .............. .
114 .......
115 ..............................
139................
144................
160b......... ....
160i ..............
161j..............
169................
175 .......
176 .......
186................
187 .......
188 .......
205........ - .....
224................
1062..............
1069..............
1321..............

55326

51043
51043
51043

51559, 53652
.........  45933
.........  53039
.........  52676
......... 55404
.........  52174
.........  52174
...... . 52174
.........  52174
.......... 53730
..... . 51784
.........  55247
.........  52438
.........  51785
.........  55414
______  51785
.........  51788

..........  51789

53950
51431
51431
53781 
52128
51431
51432 
53046 
51260 
52128 
52128 
51432 
51432 
51432 
54105 
53778 
55263 
53474
53782
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46CFR

197..................................    53678
308........................................... ;... 54090
390.............. ................................ 51636
P roposed R ules:

Ch. I V ..............................   53046
25.. ..................................... 52261
32..........................................  53474
34..................      52261
76..........................................  52261
95........................  52261
108.. ...     52261
151......................................... 53474
162....       52261
181........................................  52261
193.......................... .iv........... 52261
276....................    51045
502.. ................................... 54960

47CFR
Ch. I I ..........................................  53440
0 ..............  51791, 52243, 52244, 54096
1 ..................    53733, 54096
15.........     54097
21.......   52245, 52246
23................................................. 52245
25................................................. 52245
73 ............ 51790, 53733, 53742, 54097
74 .............................................  51790
76......................................  51791, 53742
78..........................................    52245
81................................................. 52246
83......................................  51790, 52492
87................................................. 52245
89 ..................................    54788
90 ...... .............. ........................ 54788
91...........................  51018, 53040, 54788
93..........................................   54788

47 CFR— Continued
P roposed R ules:

0  .........................................    54106
1  .........................   53474
2  .............................................  51649
5 ............................     54106
15 .................................  51650, 51652
21..........................................  54106
23..............................................  54106
25..............................................  54106
42  ...........................   52263
43  ......................................    52263
68......................................    54666
73 ..........................................  51655,

53475, 54106, 54109, 54110, 
54111, 54279, 55428

74  ........................   54106
*78..............................................  54106
81 .....................  51047, 51048, 54106
87 ..............................................  54106
89............ ............... ............ ¿... 54106
91.............................................   54106
93 .........................................   54106
94  .........................      54106
95 ...............................   51048, 54106
97 .................................  51048, 54106
99..............................................  54106

48 CFR
P roposed R ules:

9 ..............................................   54962
28...................................    51432

49 CFR
99.........................................    54251
106 ..........    51020
107 .......................   51020
171 .................     51020
172 ..............    51020
173 ............   51020
174 ................................................  51020
175...............................       51020
177...................................................  51020

49 CFR— Continued
178.......... ............... .................. ;. 51020
225........................................................ a . 51020
395............................   52246
501............................................... 51022
571.. . 52246, 52493, 53440, 54933, 55248
1033 .......................................... 50907,

51023-51025, 51402, 54098, 55409
1034 ...................................     51404
1056.............................................  51805
1100.............................      50908
1331.. .............................    55252

P roposed R ules:
195.....................    52504
571 ....... 51657, 51677, 52264, 52268
572 .....................................  53478
576..................      53479
1201......................................  51052

50 CFR
32 ..........      51025
33 ............  54098, 54639, 54933, 54934
222...............................................  54639
227........... ...................................  54639
611.........................   51637, 52709, 54636
651 ....................... 52252, 53040, 55411
652 .................................  54252, 54638
672...........................     52709

P roposed R ules:
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rules onci regulations
This section of the FEDERAL REGISTER contains regulatory documents having general applicability and legal effect most of which are keyed to and 

codified in the Code of Federal Regulations, which is published under 50 titles pursuant to 44 U .S.C. 1510.
The Code of Federal Regulations is sold by the Superintendent of Documents. Prices of new books are listed in the first FEDERAL REGISTER issue of each 

month.

[6325-01-M ]
Title 5— Administrative Personnel

CHAPTER I— CIVIL SERVICE 
COMMISSION

PART 213— EXCEPTED SERVICE

Department of Justice 
AGENCY: Civil Service Commission. 
ACTION: Final rule.
SUM M ARY: Position of Information 
Officer in the Immigration and Natu
ralization Service of the Department 
of Justice is no longer excepted under 
Schedule A  because examination is 
practicable for this position.
EFFECTIVE DATE: October 28, 1978.
FOR FUR TH ER  INFO R M ATIO N  
CONTACT:

James R. Edman, 202-632-4533.
Accordingly, 5 CFR 213.3110(bXl) is 

revoked as set out below:

§ 213.3110 Department of Justice

* * * * *

(b ) Immigration and Naturalization 
Service.

(1) [Revoked].

* * * * *

(5 U.S.C. 3301, 3302; E.O. 10577, 3 CFR 
1954-1958 Comp., p. 218.)

U nited  States C iv il  Serv
ice Co m m issio n ,

James C. Sp r y ,
Executive Assistant 
to the Commissioners. 

[FR Doc. 78-33183 Filed 11-27-78; 8:45 am]

[6325-01-M ]
PART 213— EXCEPTED SERVICE

Franklin Delano Roosevelt Memorial 
Commission and James Madison 
Memorial Commission

AGENCY: Civil Service Commission. 
ACTION: Final rule.
SUM M ARY: The amendment revokes 
the Schedule A  authority for all posi
tions on the staff of the Franklin

Delano Roosevelt Memorial Commis
sion because the authority is not being 
used and is no longer needed. This 
amendment also revokes the Schedule 
A  authority for one executive secre
tary position in the James Madison 
Memorial Commission because that 
organization no longer exists.
EFFECTIVE DATE: October 24, 1978.
FOR  FUR TH ER  INFO R M ATIO N  
CONTACT:

James R. Edman, 202-632-4533.

Accordingly, 5 CFR 213.3158 and 5 
CFR 213.3161 are revoked, as follows:

§213.3158 [Revoked]

§ 213.3161 [Revoked]

(5 U.S.C. 3301, 3302; E.O. 10577, 3 CFR 
1954-1958 Comp., p. 218.)

(5 U.S.C. 3301, 3302; E.O. 10577, 3 CFR 
1954-1958 Comp., p. 218)

U nited  States C iv il  Serv
ice Co m m issio n ,

James C. Sp r y ,
Executive Assistant to 

the Commissioners. 
[FR Doc. 78-33186 Filed 11-27-78; 8:45 am]

[6325-01-M ]

PART 890— FEDERAL EMPLOYEES 
HEALTH BENEFITS PROGRAM

Elimination of the Second Review 
Cycle and Mini Open Season

Correction

AG EN C Y : Civil Service Commission.
U nited  States C iv il  Serv

ice Co m m issio n ,
James C. Sp r y ,

Executive Assistant 
to the Commissioners. 

[FR Doc. 78-33180 Filed 11-27-78; 8:45 am]

[6325-01-M ]

PART 213— EXCEPTED SERVICE

Temporary Boards and Commissions

AGENCY: Civil Service Commission. 
ACTION: Final Rule.

SUM M ARY: This amendment revokes 
the Schedule A  authority for the Mi- 
cronesian Claims Commission because 
this organization no longer exists.

EFFECTIVE DATE: November 9, 
1978.

FOR  FUR TH ER  IN FO R M ATIO N  
CONTACT:

James R. Edman,"202-632-4533.
Accordingly, 5 CFR 213.3199(p) is re

voked, as follows:
§ 213.3199 Temporary boards and commis

sions.

* * * * *

(p ) [Revoked].

ACTION: Correction to final rule.

SUM M ARY: In the F ederal R egister 
of November 13, 1978 (43 FR  52460) 
the Commission published final rule- 
making eliminating the second review 
cycle and mini open season for com
prehensive medical plans desiring 
access to the Federal Employees 
Health Benefits Program. The effec
tive date for the elimination of the 
second review cycle and mini open 
season is October 1, 1979. However, 
subparagrah 890.203(a)(2) which was 
added in this regulation pertains to a 
limited application opportunity for 
employee organization plans and is ef
fective January 1,1979.

DATES: Section 890.203(a)(2) is effec
tive January 1,1979.

FO R  FUR TH ER  IN FO R M ATIO N  
CONTACT:

Craig Pettibone—202-632-4682,
Office of Policy Development and 
Technical Services, Bureau of Re
tirement, Insurance and Occupation
al Health

U nited  States C iv il  Serv
ice Co m m issio n ,

James C. Sp r y ,
Executive Assistant 
to the Commissioners.

[FR Doc. 78-33254 Filed 11-27-78; 8:45 am]
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[3810-70-M ]

CHAPTER VI— DEPARTMENT OF 
DEFENSE

SUBCHAPTER A — OFFICE OF THE SECRETARY 
OF DEFENSE

PART 1601— SALARIES AN D PERSON
NEL PRACTICES APPLICABLE TO  
TEACHERS, CERTAIN SCHOOL OF
FICERS, AN D OTHER EMPLOYEES 
OF THE OVERSEAS DEPENDENTS' 
SCHOOLS OF THE DEPARTMENT OF 
DEFENSE

PART 1602— ABSENTEE VO TIN G  

Deletion of Parts

AGENCY: Office of the Secretary of 
Defense.

ACTION: Deletion of Parts.

SUM M ARY: The Office of the Secre
tary of Defense is reviewing its direc
tives and instructions, including those 
published in the Code of Federal Reg
ulations, as part of the effort to meet 
Presidential objectives to improve 
Government regulations. The review 
resulted in identifying in Title 5 CFR  
two parts, one of whose source docu
ment has been superseded (5 CFR  
Part 1601); and the other (5 CFR Part 
1602) whose subject matter is duplicat
ed in 32 CFR Part 46. Deleting these 
parts will eliminate obsolescence and 
duplication.
EFFECTIVE DATE: November 28, 
1978.

FOR FUR TH ER  INFO R M ATIO N  
CONTACT:

Mr. M. S. Healy, telephone 202-697- 
4111.

SU PPLEM ENTAR Y  INFORM ATION : 
Using guidelines issued by the General 
Counsel, DoD, the Office of the Secre
tary of Defense has determined that 
Part 1601 does not have sufficient 
impact on the public to warrant publi- 

- cation in the F ederal R egister and 
the CFR. Regarding Part 1602, it is 
contemplated to update it, revising 32 
CFR Part 46 appropriately.

Accordingly, 5 CFR Chapter V I is 
amended by revoking Parts 1601 and 
1602.

M aurice W . R oche, 
Director, Correspondence and 

Directives, Washington Head
quarters Services, Department 
of Defense.

N ovember 22, 1978.
[FR Doc. 78-33276 Filed 11-27-78; 8:45 am]

[3410-30-M ]

Title 7— Agriculture

CHAPTER II— FOOD AN D NUTRITION  
SERVICE, DEPARTMENT OF AGRI
CULTURE

[Amendment No. 139]

PART 282— DEMONSTRATION, 
RESEARCH, AN D EVALUATION  

PROJECTS

Food Stamp Program
AGENCY: Food and Nutrition Service, 
USDA.
ACTION: Final rules and Notice of 
Intent.
SUM M ARY: On July 12, 1978, the De
partment published in the F ederal 
R egister proposed rulemaking and a 
Notice of Intent for the Food Stamp 
Workfare Demonstration Project 
which is mandated by Subsection 
17(b)(2) of the Food Stamp Act of
1977. Under this project, food stamp 
work registrants will be required to 
perform work in a public service ca
pacity in exchange for the coupon al
lotment to which their household is 
otherwise normally entitled. The 
Notice of Intent announces the inten
tion of the Departments of agriculture 
and Labor to jointly conduct the proj
ect and further seeks proposals for 
project operation from eligible politi
cal subdivisions or groupings thereof 
wishing to take part in the project.
EFFECTIVE DATE: November 28,
1978.
FOR  FUR TH ER  IN FO R M ATIO N  
CONTACT:

Keith Spinner, Acting Division D i
rector, Program Development Divi
sion, U.S. Department of Agricul
ture, Washington, D.C. 20250.

SU PPLEM EN TAR Y  INFO RM ATIO N : 
As a result of the proposed rule 
making, close to 100 comment letters 
were received. Based on these com
ments, the Department is hereby 
making some modifications in the 
final rule and Notice of Intent. Letters 
received are available for public in
spection and copying during regular 
business hours in Room 672, 500 12th 
Street, SW., Washington, D.C.

Concept of workfare. About 50 indi
viduals addressed the statutory re
quirement for project operations, 
some in support and others in opposi
tion. Some commenters offered alter
natives to the workfare concept. Adop
tion of these alternatives is not within 
the legislative authority of the De
partment. Conduct of the workfare 
demonstration project is mandated by 
the Act.

Project purpose. Approximately 10 
individuals and groups requested clari
fication of the purpose of the project. 
The major concern expressed was the 
lack of criteria for determining "feasi
bility.” Suggestions included adding 
criteria for determining the cost-effec
tiveness of administering workfare 
(the concern of one State welfare 
agency) and the benefits accruing to 
participants. In addition, it was recom
mended that ongoing reports be devel
oped for monitoring project perform
ance, and that an evaluation be done 
to determine “feasibility” and practi
cality of the workfare "concept as ap
plied to the Food Stamp Program. To 
determine the feasibility of this con- 

" cept in Food Stamp ¿Program adminis
tration, the Departments of Agricul
ture and Labor have established evalu
ative criteria by which such feasibility 
will be measured. The evaluation of 
the project will be performed by an in
dependent contractor, and will run 
concurrently with the project. There 
will be a process evaluation, related to 
the operational features of the proj
ect, and an impact evaluation, to ana
lyze the project’s effect on partici
pants and local labor markets. The 
impact evaluation will also include an 
analysis of the costs and benefits of 
the project to participants, site com
munities, and sponsors. A  Request for 
Proposal (R F P ) for the evaluation 
contract will be announced in Com
merce Business Daily shortly after 
this rulemaking, and copies of the 
R FP will be available to the public on 
request as in all competitive contract 
proceedings.

Other recommendations included: 
not limiting workfare to public service; 
permitting volunteer service in a 
public or private agency; and revising 
the regulations to reflect how long the 
workfare project will last. The Act 
states that this project is to involve 
the performance of work in a public 
service capacity in return for food 
stamp benefits. Regulations clarify 
that such public service employment 
may be for either State and local 
public service agencies or, under spe
cific conditions, for private nonprofit 
agencies. Actual project operations 
will commence in conjunction with the 
implementation of the benefit compu
tation provisions of Pub. L. 95-113 
and, with the extension provided by 
Pub. L. 95-400, will last approximately 
one year. The evaluation process will 
take place concurrently with project 
operations and then extend for six 
months beyond to allow for a complete 
impact analysis.

Limits on use of Federal funds. Ap
proximately 30 persons commented on 
the lack of Federal funding. O f those 
commenting, over half were State and 
local agencies who believed that the 
Federal government should absorb

FEDERAL REGISTER, V O L  43, NO. 229— TUESDAY, NOVEMBER 28, 1978



some or all of the cost of administer
ing the project.

The legislative history clearly states 
(House Report No. 95-464, 95th Con
gress, 1st session, p. 370) that there 
will be no Food Stamp Program funds 
used in the administration of the proj
ect and that Food Stamp Program  
funding for project operations would 
be limited to the payment of the 
coupon allotment to which the house
hold is normally entitled. The Solici
tor of the Department of Labor has 
issued an opinion that funds available 
for the administration of public serv
ice employment through the Compre
hensive Employment and Training Act 
of 1973, as amended, generally cannot 
legally be used for this project.

The final Notice of Intent clarifies 
that * no Department of Agriculture 
funds may be used by the workfare 
sponsor for project operation. Howev
er, other funds which may have origi
nated with the Federal Government 
(such as revenue sharing funds) may 
be used to defray the costs of adminis
tering workfare. In addition, the final 
Notice of Intent includes one signifi
cant provision omitted from the 
Notice published with the proposed 
regulations: Full Federal funding for 
sponsor costs incurred in connection 
with project evaluation. Since this 
issue was omitted from the proposed 
regulations, some commenters believed 
that the workfare sponsors would be 
required to fund evaluation costs in 
addition to costs of project operation. 
The final Notice distinguishes between 
sponsor costs in operating workfare 
and sponsor costs incurred in tasks 
necessary for the evaluation that are 
undertaken at the direction of the 
evaluation contractor. The contractor 
will request data compilations from  
the workfare sponsor’s records on 
workfare participants and assign
ments, and may request some addi
tional evaluation related activities 
from sponsors. Such compilations (and 
any other evaluation activities that 
the Workfare sponsor agrees to under
take at the request of the contractor) 
are considered to be part of the evalu
ation and shall be performed entirely 
at the expense of the contractor, not 
at the expense of the sponsor. These 
compilations are not to be confused 
with the recordkeeping and adminis
trative reporting requirements (such 
as reporting to the food stamp office 
that a participant has refused to 
comply with workfare) of normal day- 
to-day operations of workfare, which 
are to be conducted at the expense of 
the sponsor.

In addition to concern over Federal 
support for administrative costs, ap
proximately 10 advocate groups and 3 
State and local agencies expressed 
concern about participant’s work-relat
ed expenses. They believed that either

RULES AN D REGULATIONS

the sponsor or FNS should reimburse 
participants for project-related ex
penses, such as transportation costs, 
or that FNS should allow a deduction 
for work-related expenses. The De
partment is constrained by the Act 
from reimbursement of participants’ 
expenses. Moreover, there is no provi
sion which requires sponsors to pay 
any work-related costs incurred by 
project participants, and sponsors do 
not receive Federal administrative 
funding for this purpose. One organi
zation suggested dealing with this 
issue by providing a 20 percent earned 
income deduction for work performed 
by a workfare participant. However, 
under Section 8 of the Act, food 
stamps are not considered earned 
income and do not qualify for such a 
deduction. Further, the application of 
such a deduction would result in an in
crease in the household’s coupon allot
ment; thus increasing the workfare 
hour requirements and subsequently 
increasing the household’s earned 
income deduction. The continuing ap
plication of such deductions with the 
consequent fluctuation in benefit 
levels would be impractical if not im
possible.

A  flat grant to participants to cover 
work-related expenses was also sug
gested. The Department of Agricul
ture has no fiscal authority to make 
such expenditures either from pro
gram or administrative funds. The De
partments recognize that the lack of 
reimbursement for work-related ex
penses could cause hardships on proj
ect participants. Thus, in selecting 
among competing applications for 
project sponsorship, the Departments 
will consider the provision o f transpor
tation to work sites, and/or reimburse
ment for work-related expenses (al
though there is no requirement that a 
workfare sponsor provide such trans
portation or expenses). In addition, 
the Notice of Intent has been revised 
to instruct workfare sponsors to sched
ule, where possible, the work hours in 
blocks of time equivalent to an eight 
horn: work day, so long as such sched
uling does not conflict with other em
ployment scheduled by the partici
pant. Such action will provide controls 
over excessive participant transporta
tion costs, and will also be less disrup
tive of normal job search activities.

Several commenters requested clari
fication concerning the employee 
benefits that are to be provided to 
workfare participants. The workfare 
sponsor will be required to make avail
able to participants the same benefits 
made available to others similarly em
ployed. Since workfare participants 
will generally be employed on a part- 
time basis, benefits accruing to similar 
part-time employees must be made 
available to workfare participants. For 
example, if it is customary for the
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sponsor to pay half of any medical in
surance costs, the workfare partici
pant must be given the option of such 
coverage. The participant would be 
free to refuse such coverage but would 
be equally free to pay his share from 
other available household funds at his 
or her option.

Criteria for participation. Approxi
mately 10 individuals had questions 
concerning the identification of house
holds and household members subject 
to participation in workfare. A ll such 
commenters recommended that the 
regulations clearly indicate who must 
participate in the project. It was sug
gested that the work registration ex
emptions be incorporated into the reg
ulations so it will be evident who will 
be subject to the workfare provisions. 
The Act makes clear that only those 
households members subject to the 
full-time work requirements of Pub. L. 
95-113 would be potentially subject to 
workfare if such household’s non-ex- 
cluded earned income does not exceed 
the value of the household’s coupon 
allotment. The workfare requirements 
do not apply to households whose 
earned income exceeds the value of 
the coupon allotment or to household 
members who are exempted by law 
from work registration. Clarification 
of these issues has been added to the 
regulations.

Suggestions offered tp improve the 
clarity of the language were: (1) to 
clearly indicate that only one house
hold member who qualifies for work 
registration must participate in work- 
fare; (2) to allow two household mem
bers to split the workfare hours; and
(3) to add mechanics for designation 
of a second household member when 
the first household member fails to 
comply with the workfare provisions.

The final regulations clarify that if 
more than one member of a household 
is subject to the work registration re
quirement, the household shall desig
nate which member will complete the 
workfare requirement and “work off” 
the household’s food stamp allotment. 
The member designated by the house
hold (referred to as the prime desig
nee) may divide his or her work hours 
with another household member if 
this arrangement is acceptable to the 
workfare sponsor. However, in the 
event of split work, the prime designee 
remains principally responsible for 
completion of the workfare obligation. 
In the event that the household’s full 
workfare obligation is not met, it shall 
always be the prime designee who is 
disqualified. Thus, if the second 
member does not fulfill his or her 
share of the work hours (and those 
hours are not completed by the prime 
designee either), the prime designee 
will be disqualified because the work- 
fare requirement was not completed 
by the household.
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The prime designee shall not be dis
qualified if the full workfare require
ment is completed. Thus, if the prime 
designee and a second household 
member work out an arrangement 
with a sponsor whereby each will work 
10 hours a week, the household will 
not be disqualified if one member 
works fewer than 10 hours but the 
other member arranges with the spon
sor to make up the difference so that 
the full 20 hours of work are still per
formed.

The final regulations also clarify 
procedures to be followed when a 
household member is disqualified. If 
no other household member is regis
tered for work (or if the household’s 
reduced allotment during the month 
of disqualification does not exceed the 
household’s earned income), the 
household does not have a workfare 
obligation during the month of dis
qualification. However, if there is an
other member subject to the work reg
istration requirements, and the re
duced allotment exceeds the house
hold’s earned income, this member 
shall be subject to the workfare re
quirements during the month that the 
initial household member is disquali
fied.

Federal minimum wage. Approxi
mately 15 comment letters were re
ceived in opposition to limiting com
pensation for workfare employment to 
100 percent of the Federal minimum 
wage. The most prevalent concern was 
that the use of the Federal minimum 
wage as the level of compensation may 
result in the depression of wages for 
similar jobs in the community. Other 
individuals believed this form of com
pensation to be an exploitation of 
workfare participants who perhaps 
could receive higher pay. Suggested al
ternatives included either the use of 
the prevailing wage for similar jobs, or 
the use of the Federal minimum wage 
if there are no similar jobs in the com
munity. Use of the Federal minimum  
wage is mandated by the Act. Work- 
fare jobs will be designed as entry 
level positions and are intended to in
crease work opportunities in the com
munity by supplementing existing em
ployment. Workfare sponsors will be 
prohibited from using workfare jobs to 
replace existing jobs or to displace em
ployed workers. The evaluation of the 
project will analyze the impact of 
workfare employment on the labor 
market and the wage structure of simi
lar jobs which exist in the community.

Relationship of workfare to CETA 
public service employment. Nearly 
twenty individuals and groups com
mented on the Department’s interpre
tation of the Act which states that no 
workfare job offer is to be made until 
all public service jobs supported under 
the Comprehensive Employment and 
Training Act of 1973 (CETA), as

RULES AN D REGULATIONS

amended, are filled. The legislative 
history (see H.R. 95-464, 95th Con
gress, 1st Session, p. 371) emphasizes 
that the purpose of this provision is to 
assure that workfare jobs supplement, 
rather than supplant, other job pro
grams. In order to ensure the continu
ing operation of the workfare project, 
and to provide maximum validity to 
project results, while at the same time 
carrying out the intent of Congress 
that workfare employment supple
ment and not supplant other job pro
grams, the Department proposed that 
a workfare job could only be offered if 
the CETA sponsor is making every 
effort to fill all available public service 
job openings and the potential work- 
fare participant is found to be unquali
fied for available CETA job slots. This 
caveat on the offer of workfare em
ployment, taken in conjunction with 
the requirement contained in the 
Notice of Intent that the workfare 
sponsor be located where a CETA  
prime sponsor is basically fulfilling its 
public service employment hiring 
schedule, was intended to insure in
creased job availability. O f those who 
commented, only two program admin
istrators favored the Department’s 
proposal. Numerous recipients, advo
cates and legal services organizations 
objected to the Department’s interpre
tation of the law. They argued that 
the legislation requires that every 
CETA slot be filled before a workfare 
sponsor could make any offer of work- 
fare employment. A  few individuals re
quested clarification of the phrase 
“every effort” as used in 
§282.10(d)(l)(iv): “• * * the CETA  
sponsor is making every effort to fill 
all available openings.” The American 
Federation of State, County and M u
nicipal Employees (AFSCM E) suggest
ed that the prime sponsor report 
weekly to the Regional Office of the 
Department of Labor so that compli
ance can be monitored.

The Department has deleted the 
language related to “making every 
effort to fill” since such a determina
tion would be difficult, if not impossi
ble, to make. The proposed regulations 
and Notice of Intent have been revised 
to a degree to ensure that Congres
sional intent in expanding employ
ment opportunities is met. A  workfare 
job will not be offered unless it is de
termined that: the CETA prime spon
sor is basically fulfilling its public 
service employment hiring schedule 
(i.e., openings which exist are due to 
normal attrition or the unavailability 
of qualified technical personnel); and 
the potential workfare participant is 
not found qualified for available 
CETA openings, or, available CETA  
openings for which the participant is 
qualified are refused by the partici
pant for good cause. The Department 
would like to point out that a work

fare participant may initially be found 
unqualified for CETA openings, but 
later be found qualified for a CETA  
job that subsequently becomes availa
ble. The determination regarding 
whether a workfare job may be of
fered to a particular participant may 
need to be reassessed if new CETA  
jobs become available after the partici
pant has begun workfare activity. 
CETA prime sponsor activities will be 
monitored to ensure: (1) the continued 
basic fulfillment of the CETA public 
service employment hiring schedule; 
and (2) the validity of determinations 
made regarding potential workfare 
participants’ qualifications for availa
ble CETA public service employment 
slots.

Relationship of workfare to job 
search. Approximately twenty individ
uals addressed this subject. O f the 
comments received, nearly all were 
negative and over half represented the 
comments of organizations represent
ing the interests of participants. Oppo
sition centered, to varying degrees, 
around the rule which requires work- 
fare participants to engage in job 
search unless they are working an 
average of at least 30 hours per week 
(workfare plus other employment). 
Suggested alternatives included 
exempting all workfare participants 
from the job search requirement or 
modif ying the average number of work 
hours per week which would exempt a 
participant from job search. One indi
vidual suggested the number of hours 
be set at 20, while another believed it 
would be more effective to establish a 
maximum limit of 25 hours per week. 
The Department established the aver
age 30-hour work week exemption 
from job search taking into considera
tion various factors. First, persons 
working less than 30 hours a week are 
subject to the food stamp work regis
tration requirement. This level of 
effort in terms of work hours has been 
logically extended to workfare for the 
purposes of the job search exemption. 
Total exemption from the job selarch 
requirements due to workfare employ
ment, as suggested by some comments, 
has not been incorporated into these 
rules. Most workfare participants will 
be employed by a workfare sponsor for 
less than half-time and will still have 
time to engage in job search.

Another area of concern to two indi
viduals was the length of time re
quired to find a job in the private or 
public sector before the workfare re
quirement becomes effective. Both in
dividuals believed 30 days was not 
enough time to find a job and one of 
the individuals recommended this time 
period be increased to 90 days. The 
Act prescribes the 30-day interval be
tween initial work registration and po
tential workfare participation, so no 
change has been made.
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Trairiing/meaningful employment 
Approximately twenty individuals and 
groups commented on this subject. 
Most of those commenting were State 
and local program administrators and 
advocate groups who believed that it is 
questionable whether career develop
ment can take place as a result of 
workfare. According to a few of these 
individuals, workfare fails to provide 
“real” jobs, teach marketable skills, 
provide training to all participants, or 
provide incentives for good work per
formance. One program administrator 
questioned how opportunities for pro
motion would be handled when the 
workfare provisions are implemented. 
It was suggested that built-in incen
tives be added to the workfare provi
sion to encourage upward mobility. 
One incentive mentioned was “prefer
ential hiring” of qualified workfare 
participants for salaried positions 
when they become available at the job 
site. The Department does not believe 
a Federal requirement for preferential 
hiring is appropriate or authorized 
under the Act. However, the Depart
ment will consider the training and de
velopmental aspects of proposed work- 
fare operations in making selections 
for project sponsorship. The evalua
tion will examine the impact of work- 
fare on future employment.

Other individuals questioned how 
meaningf ul such short-term jobs could 
be and recommended that final regula
tions set a minimum number of par
ticipant work hours, with participants 
excused from workfare if their obliga
tion was less than the minimum 
number of hours. On the other hand, 
some individuals questioned whether 
households participating.in workfare 
would have enough time or resources 
left over for real job search, and sug
gested that the maximum work week 
limit be set at less than the forty 
hours established in the proposed reg
ulations.

The Act is explicit in both establish
ing 40 hours a week as the maximum 
workfare obligation and in providing 
that the hours to be worked shall be 
determined with reference to the 
household’s coupon allotment. Thus, 
there is no authority under the legisla
tion for altering the maximum 40- 
hour limit or setting a minimum 
number of participant work hours.

Disqualification. Approximately 30 
individuals or groups commented on 
the disqualification procedures estab
lished in the proposed regulations. 
The large majority opposed some 
aspect of these procedures.

Five advocacy groups indicated their 
opposition to the withholding of food 
stamp benefits for noncompliance and 
requested that this penalty be deleted 
from the final regulations. The re
quirement regarding disqualification 
in instances of refusal is specifically
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mandated by the statute. Other com
mented suggested that noncompletion 
of workfare requirements not be classi
fied as a refusal to meet workfare obli
gations. Other than minor modifica
tions in language for the purpose of 
clarity, the original definition of refus
al has been retained since the Depart
ment believes that it was Congression
al intent to apply the disqualification 
penalty to all persons refusing to 
comply with the workfare require
ment.

O f concern to seven advocate groups 
and three State and local agencies was 
the definition of “good cause.” The 
majority of these individuals recom
mended that the definition be clarified 
by including additional examples of 
circumstances beyond the member’s 
control, such as lack of suitable child 
care, lack of transportation (including 
public transportation) or refusal of 
the sponsor to pay transportation 
costs, and discrimination in employ
ment. One State agency recommended 
that this section be revised to require 
that “good cause” not cover those in
stances where public transportation is 
available but thé participant refuses to 
use it. Another area of concern to 
some of these commenters was the 
impact this compliance requirement 
could have on migrant farmworkers. It 
was suggested that the Department 
add to the definition of “good cause,” 
“households moving to seek more 
gainful employment” in order that mi
grant farmworkers not be disqualified 
because they move to find agricultural 
labor elsewhere. The Department has 
clarified the “good cause” definition 
section of the regulations to clarify 
what is and what is not an example of 
“good cause.” The Department never 
intended that a participant’s refusal to 
use available public transportation be 
considered as “good cause,” and has 
made this clear. A  grievance procedure 
related to both workfare sponsor em
ployment practices and alleged viola
tions of project requirements has béen 
added.

Comments were also received on the 
proposed one-month period for dis
qualification should the workfare 
member refuse to comply with pro
gram requirements. One individual 
supported this provision as written. 
One individual supported the right of 
clients to receive benefits when a hear
ing is requested. Approximately 10 
others, however, expressed concerns 
regarding these proposed procedures. 
One program administrator requested 
that the regulations clarify whether or 
hot a workfare participant may be dis
qualified more than once; and, wheth
er the fair hearing procedures afford 
the participant protection from dis
qualification for further instances of 
noncompliance during the period of 
advance notice or pending the out-
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come of the hearing. In response to 
these comments, the regulatory lan
guage has been clarified. Refusal 
either to accept workfare employment, 
to report for job scheduling, or to com
plete the entire work hour require
ment will result in disqualification for 
a one-month period. Subsequent refus
als to comply with the workfare re
quirement in another month will 
result in another one-month disquali
fication. Disqualification will not take 
effect until after a fair hearing deci
sion is reached, if such a hearing has 
been requested. Until the fair hearing 
decision is reached the household 
member may continue to be offered 
appropriate workfare employment. 
For each month of refusal without 
good cause, a penalty of a one-month 
disqualification will be assessed 
against the noncompliant member. 
Any disqualification will be effective 
during the month following expiration 
of the notice of adverse action, or, the 
month following a. negative fair hear
ing decision.,

One objection to the one-month dis
qualification period came from a 
lawyer involved in litigation of joint 
Department of Health, Education, and 
Welfare and the Department of Labor 
regulations on the W IN  Program. He 
believed that the proposed one-month 
disqualification was arbitrary and ca
pricious, citing the McLean vs. Mat
thews case on a disqualification issue 
which was decided in favor of the 
client. The McLean vs. Matthews liti
gation dealt with statutory language 
providing for disqualification " . . .  if 
and for so long as” an individual re
fused employment (42 U.S.C. 
§ 602(a)(19)(f)) while subsection 
17(b)(2) of the Food Stamp Act re
quires a disqualification for one 
month when the individual refuses 
workfare employment. Since workfare 
legislation provides that the disqualifi
cation period shall be for one month, 
the proposed regulations seem neither 
arbitrary nor capricious on this point. 
One program administrator contended 
that the Departments had deviated 
from the language of the Act which 
states that a household member is in
eligible during the month in which he 
or she refuses to comply with work- 
fare requirements. This individual ob
jected to the Department’s proposal to 
disqualify the noncomplying house
hold member in a month following the 
actual month of refusal. The proposed 
procedures have been retained for the 
same reasons discussed in the supple
mentary information to the proposed 
regulations. First, it would be adminis
tratively impossible to take action 
during the month of refusal since in 
virtually all instances the household 
would have already received its allot
ment by the time refusal takes place. 
Second, the proposed procedure com-
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plies with constitutional requirements 
concerning due process under law by 
allowing time to notify the participant 
of the adverse action to be taken, and 
by allowing time for a participant to 
exercise his or her right to appeal the 
decision through the food stamp fair 
hearing process.

Approximately 10 comments were 
received on the Department’s pro
posed procedures for determining a 
household’s food stamp entitlement in 
those instances where a household 
member has been disqualified but has 
partially completed the assigned hours 
of work (§ 282.10(f)(3)). Most of the 
comments received were from State 
and local agencies who indicated that 
the calculations to be made are too 
complicated. This section has been 
reworded for clarity. Language has 
been added related to calculating the 
income and resources of the remaining 
household members during the month 
of disqualification of the noncom- 
pliant workfare participant.

Language clarification. More than 
10 individuals and groups offered sug
gestions relative to language clarifica
tion, miscellaneous corrections and/or 
editing needed in the proposed regula
tions.

Most of these suggestions were made 
by FNS Regional Offices and State 
and local welfare agencies. Clarifica
tion on a number of points has been 
supplied.

One issue on which clarification was 
sought was on how to detemine what 
month’s allotment the participant is 
working off if he/slle has been waiting 
several months for a workfare assign
ment. The month’s allotment used for 
workfare will always be the current 
month. Language has been, added to 
the regulations to clarify that uncom
pleted work hours will not be carried 
forward from one month to another. 
Failure on the part of the sponsor to 
provide a work assignment or to sched
ule sufficient work to complete the re
quired number of hours within the 
month will not subject the workfare 
participant to a penalty, or to an in
crease in the required number of work 
hom*s in a subsequent month.

Clarification was also sought regard
ing the phrase “initial registration” 
for work, and, what procedures to 
follow when a person’s work registra
tion status changes. Section 273.7(a) 
defines initial registration for work as 
the completion of the work regislation 
form during the food stamp applica
tion process. During the initial phases 
of project operations, household mem
bers may be immediately subject to 
workfare participation if an existing 
food stamp work registration has not 
lapsed or has simply been renewed. In  
addition, the final regulations note 
that if a household member registered 
for work should become exempt due to
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employment or other circumstances, 
and then later should become subject 
to work registration again, the 30-day 
waiting period would begin at the time 
that subsequent work registration 
takes place.

Public review of proposals and com
ment on project sites. More than 10 
persons, mostly advocates, commented 
on the need for broader review of proj
ect proposals. Only one State com
mented and this was on the need for 
clarification and research on labor 
contract issues. The major comment 
was that parties other than labor orga
nizations, such as community action 
and advocacy groups, should be able to 
comment on workfare proposals. Some 
comments suggested that no parties 
should have this right to comment and 
that the proposed regulations afford
ing this right to labor organizations 
should be deleted. Other persons rec
ommended that the “local” public in 
proposed workfare pilot project sites 
be invited to comment since workfare 
could affect them directly. Publication 
of notices in newspapers, creation of 
citizen advisory boards, and public 
hearings were among the methods 
most often recommended to accom
plish the objective.

The Act, in citing CETA legislation, 
specified that labor organizations 
must be given the opportunity to com
ment on proposals for workfare spon
sorship before the proposals are sub
mitted. No other group is mentioned 
in either the Act, legislative history or 
pertinent CETA legislation. Due to 
the pilot project character of work- 
fare, the Department does not believe 
requirements for other groups to com
ment on proposals are necessary.

Site and sponsor selection. Approxi
mately 10 individuals commented on 
the criteria for workfare site and spon
sor selection. Most of these comments 
came from advocate groups. Several 
individuals requested clarification of 
“sufficient number and variety of 
public service jobs” as a criterion for 
site selection. In addition, one com
menter was opposed to the selection of 
project sites with heavy concentra
tions of seasonal workers, and one was 
opposed to the selection of sponsors in 
States with more than 6 percent un
employment. The major recommenda
tion was that the criteria for sponsor 
selection be strengthened by making 
the likelihood of permanent work re
sulting from workfare a factor to be 
used in evaluating applications. An
other recommendation was that pref
erence be given to sponsors who are 
willing to supplement the hours of 
work and/or the expenses of the par
ticipants.

The Department has added to Part 
G  of the Notice of Intent additional 
critieria by which applications will be 
ranked. As previously mentioned, loca

tion with a CETA prime sponsor who 
is basically fulfilling its public service 
employment hiring schedule or loca
tion in an area not served by CETA is 
mandatory. The additional, nonman
datory selection criteria include the 
extent to which a sponsor provides for:
(1) transportation of workfare partici
pants or reimbursement of work-relat
ed travel expenses; (2) payment of 
other work-related expenses; (3) train
ing and skill development; (4) perma
nent employment resulting from the 
workfare assignments; and (5) supple
mentation of the hours required under 
workfare with additional hours of paid 
employment. The failure of a poten
tial sponsor to make positive proposals 
with regard to one or more of these 
criteria will not preclude the potential 
sponsor from consideration or selec
tion. The ability of the applicant spon
sor to develop jobs for all or most of 
the potential participants will be 
weighed during selection. Suggested 
selection criteria which would delete 
from consideration sites with particu
lar labor or racial or ethnic minority 
characteristics have not been adopted. 
Given the existence of such character
istics in various locations throughout 
the country, their categorical exclu
sion as demonstration projects sites 
would restrict the validity of project 
findings. Demographic and economic 
characteristics will be considered in 
project evaluation.

Administrative requirements. Ap
proximately twenty individuals and 
groups commented on the administra
tive requirements established in the 
proposed regulations and Notice of 
Intent. O f particular interest were the 
comments received from the National 
Association of Counties which sur
veyed both rural and urban counties. 
Some urban counties believed a work- 
fare program would not be administra
tively feasible. They were principally 
concerned about the problems in
volved in monitoring and supervising 
participants who will work only an 
average of 2 to 5 days per month. 
Rural counties had different concerns. 
One rural county analyzed its food 
stamp rolls and found that only a very 
small number of participants would be 
subject to workfare. Transportation in 
rural areas was presented as a prob
lem, as was finding jobs suitable for 
participants.

The administrative feasibility of the 
workfare concept from the sponsor’s 
point of view will be evaluated in 
detail. The process evaluation phase, 
running concurrently with project op
erations, calls for documentation by 
the contractor of the operational 
design established by each workfare 
sponsor. Administrative procedures 
and changes made thereto during the 
demonstration project year are to be 
recorded and evaluated by the con-

FEDERAL REGISTER, V O L  43, NO. 229— TUESDAY, NOVEMBER 28, 1978



RULES AN D REGULATIONS 55339

tractor for their impact on successful 
or unsuccessful project operations. 
The 14 demonstration projects will 
provide a mix of administrative de
signs, including representation of 
urban and rural sites. The contractor’s 
final report win include findings on 
the administrative components of 
workfare not only for the sponsors, 
but also for State welfare agencies and 
other cooperating agencies and em
ployers.

A  few commentera believed that the 
recordkeeping requirements contained 
in the proposed workfare regulations 
were too minimal to evaluate the proj
ect effectively. Suggestions offered for 
additional reporting included: (1) re
ports and evaluations which provide 
information on the administrative fea
sibility and practicality of the project;
(2) records indicating the number and 
percentages of workfare participants 
obtaining permanent employment as a 
direct or indirect result of workfare 
placements; and (3) a cost/benefit 
analysis showing any reductions in 
benefits or caseloads resulting from  
salaried employment obtained as a 
result of workfare, and comparing 
these reductions to the additional 
costs involved in administering work- 
fare projects. One individual recom
mended that the regulations impose a 
definite time limit for submittal of the 
monthly report and suggested 10 days 
following the end of the report month 
as an appropriate time limit. Two 
State agencies objected to the addi
tional reports the workfare regula
tions would generate. One State rec
ommended that statistics not be col
lected and reported unless they are ab
solutely necessary, that report formats 
be simple and instructions easy to un
derstand, that deadlines be reasonable, 
and that agencies not be held account
able for errors caused by untimely or 
inaccurate reporting by workfare 
sponsors.

Most of the data collection will take 
place as part of the evaluation con
tract. The evaluation will include anal
ysis of the three areas listed above. 
Submission of monthly reports will be 
required by the 15th day following the 
end of the report month. State agen
cies will be required to exclude errors 
resulting from workfare requirements 
from State Quality Control error 
rates, according to new language 
added to § 282.10(g).

Two State agencies were concerned 
that sufficient time be provided to 
select sites, plan, and implement work- 
fare. One State agency felt that the 
30-day timeframe for submitting spon
sor applications was inadequate be
cause of the approvals and coordina
tion necessary between the various 
agencies required to run the program. 
The final Notice of Intent provides 
that project operations will begin at

the same time as implementation of 
the benefit computation provisions of 
the Pood Stamp Act of 1977. The 
Notice of Intent has been changed to 
give potential sponsors 45 days for 
formal proposal submission in recogni
tion of the number of agencies in
volved in approvals and clearances.

Clarification was also sought con
cerning timeliness standards for the 
exchange of information between 
State agencies and workfare sponsors. 
Procedures will be developed by the 
Departments with sponsors and State 
welfare agencies to ensure timely sub
mission and processing of reports on 
workfare participation. The sponsor 
will report noncompliance to the State 
agency as it occurs. Changes in a 
household’s allotment or earnings that 
affect the number of hours to be 
worked, or affect a participant’s work- 
fare status, will be reported as soon as 
they are known.

Some commentera stated that some 
of the responsibilities they thought 

• had been assigned to State agencies 
would be more appropriately assigned 
to Employment Service Offices. These 
include employment screening and 
placement mechanics and determina
tions of whether a specific job is suit
able for a participant. In addition, the 
recommendation was made that par
ticipants unable to obtain a job after 
30 days be referred to a workfare proj
ect by the local Employment Service 
Office rather than the State agency 
which is not otherwise involved. For 
the purpose of this demonstration 
project, these responsibilities have 
been assigned not to the State agency, 
but to the workfare sponsor. The 
State welfare agency’s role is to main
tain the food stamp case status cur
rent under the additional require
ments of workfare. Referral activities, 
other than those for work registration, 
are limited to referral of the house
hold’s eligible workfare participant to 
the sponsor. The responsibility has 
been given to the sponsor to contact 
the potentially eligible workfare par
ticipant after 30 days from initial reg
istration to verify whether or not the 
work registrant has obtained employ
ment, whether CETA employment has 
been sought, and whether the partici
pant will be available for workfare 
scheduling. Employment _ screening 
will be performed by the sponsor or 
his designee, who will, to the extent 
possible, match participants with jobs 
by skills and experience. If  an individ
ual contests the suitability of the job 
to which he or she. is assigned and al
leges “good cause” for refusal to 
comply with the workfare require
ments, then the sponsor’s responsibili
ty is to report the refusal to the State 
welfare agency for final determina
tion. Whether or not there is “good 
cause” is a determination to be made

by the State agency. Where “good 
cause” is established, no disqualifica
tion will result. The participant will 
remain subject to workfare and availa
ble for scheduling for another job. 
The Department has added new lan
guage under § 282.10(g) to incorporate 
into State welfare agency responsibil
ities the Obligation to report to DOL/ 
USD A any alleged or actual sponsor 
violations of the requirements of this 
project.

Commentera pointed out that no 
provision has been made for the 
months in which the number of work- 
fare jobs is less than the number of 
participants eligible for workfare. One 
State agency recommended that each 
participant have an equal opportunity 
to be chosen for work. The Depart
ment recognizes that a workfare spon
sor may not be able to find slots for all 
persons potentially subject to work- 
fare. Therefore, the regulations clarify 
that a participant shall not be dis
qualified if he or she receives no job 
offer from the sponsor. The workfare 
sponsor is responsible for providing 
jobs and filling them according to the 
assurances made in response to the 
Notice of Intent, including giving spe
cial consideration to those persons 
who have been unemployed the long
est and to those who have the least 
prospect of finding employment with
out assistance. These situations will be 
evaluated and the Departments will 
take prompt action on any complaints 
of discrimination in job placement or 
scheduling of work hours. A  sugges
tion was made that the concept of res
cheduling not be addressed because of 
the amount of paperwork involved. 
However, every opportunity must be 
provided for fulfillment of the work- 
fare obligation.

Compliance monitoring and evalua
tion. A  need for strong enforcement of 
labor standards laws and project re
quirements, through complaint and 
hearing procedures, was expressed by 
several groups. One suggestion in
volved establishing a complaint proce
dure through D O L’s regional offices. 
An appeal procedure was also recom
mended for participants who ques
tioned their inclusion in a workfare 
project, their ability to perform as
signed work, or the suitability of the 
work assigned. In addition, three advo
cate groups voiced the need for a mon
itoring system to assure compliance 
with the workfare regulations and to 
guard against potential sponsor 
abuses. Advocate groups also ex
pressed the need for a fiscal penalty to 
deter workfare sponsors from displac
ing regular employees with workfare 
employees.

The Departments of Agriculture and 
Labor axe developing a monitoring 
system to ensure sponsor compliance 
with appropriate provisions of the
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CETA Act, these regulations, and the 
Notice of Intent, and a grievance 
system for workfare participants, 
labor organizations, and other groups 
alleging sponsor violation of the re
quirements of the regulations and 
Notice of Intent or discrimination in 
employment practices. A  new section 
has been added to the regulations at 
§ 282.10(h) on compliance monitoring 
and grievance procedures and a similar 
section added to the Notice of Intent. 
The regulations oblige State agencies 
and workfare sponsors to cooperate 
with the Departments by making par
ticipants aware of their rights to 
appeal noncompliance of workfare re
quirements on grounds of alleged vio
lations of the regulations and Notice 
of Intent through both the fair hear
ing process and by referring such 
grievances to DOL/USDA for investi
gation. Guarantees similar to those 
stipulated in the CETA regulations, 
§ 96.24(d), which prohibit hiring of 
participants when any Other employee 
is on layoff from the same or any sub
stantially equivalent job, and 
§ 96.24(g), which prohibits participants 
from working in any position substan
tially equivalent to a position which is 
vacant due to a hiring freeze, were also 
recommended. These guarantees have 
been incorporated into the Notice of 
Intent as assurances to be provided by 
a the workfare sponsor to the Depart
ments as a condition of participation. 
Compliance with these assurances will 
be monitored by the Departments who 
have agreed to designate staff to per
form this function as well as to ensure 
that individual grievances receive 
prompt attention. The monitoring 
system will include on-going adminis
trative reviews of project site oper
ations. Project operations will be de
signed to ensure that the food stamp 
fair hearing system is used to prompt
ly resolve workfare related issues 
which are contested by participants.

Accordingly a new § 282.10 of Chap
ter II, Title 7, Code of Federal Regula
tions, is promulgated as follows:

§ 282.10 Workfare demonstration project.
(a ) Authority. Subsection 17(b)(2) of 

the Act mandates that the Secretaries 
of the United States Department of 
Agriculture and Labor jointly conduct 
a demonstration project involving the 
performance of public service work by 
food stamp participants subject to the 
work registration requirement.

(b ) Purpose. The purpose of the 
workfare demonstration project is to 
determine the feasibility of having 
food stamp participants perform work 
in a public service capacity in return 
for the food stamp benefits to which 
the household is otherwise entitled. 
The project will be analyzed and eval
uated on the basis of both operational 
feasibility and economic impact.
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(c) Areas of Operation. A  workfare 
demonstration project will be conduct
ed in one urban and one rural area in 
each of the seven FNS administrative 
regions. The selection of project spon
sors will be made by the Departments 
of Agriculture and Labor based on ap
plications submitted by political subdi
visions or groupings thereof wishing to 
participate in the project.

(d ) Criteria for Participation. ( 1 ) A  
food stamp household member in a se
lected demonstration project area will 
be potentially subject to participation 
in the workfare project if the member 
meets the following criteria:

(i) He or she is required to register 
for full-time work under the terms of 
§ 273.7(a). The normal exemptions 
from the work registration require
ment, § 273.7(b), will be in effect for 
the purposes of this project;

(ii) The household’s total non-ex- 
cludable earned income, as defined in 
§273.9(b)(l), is less than the house
hold’s coupon allotment. Work regis
trants who are members of households 
which receive unearned income shall 
be subject to participation in workfare 
if the household’s non-excludable 
earned income does not exceed the 
value of the coupon allotment;

(iii) He or she has been unable to 
secure a job in the private or public 
sector after 30 days from the date of 
initial registration for work as re
quired in § 273.7(a). Household mem
bers becoming exempt from work reg
istration during this 30 day period 
shall not be subject to workfare par
ticipation until such exemption ceases, 
the member reregisters and 30 days 
lapse; and

(iv) A ll public service jobs supported 
under the Comprehensive Employ
ment and Training Act of 1973 
(C ETA ) have been filled. For the pin- 
pose of this project all CETA jobs will 
be considered filled if:

(A ) the CETA prime sponsor is basi
cally fulfilling its hiring schedule (i.e., 
any openings are due to either normal 
attrition or the unavailability of quali
fied technical personnel); and

(B ) with respect to any individual 
potentially subject to workfare:

(1) that the CETA sponsor has de
termined that such individual is not 
suitable for CETA jobs that are open; 
or

(2) that available openings for which 
the participant is qualified are not ac
cepted by the participant because 
these openings do not constitute suit
able employment in accordance with 
§273.7(0(1) and (2) (i) through (v). 
The continued basic fulfillment of the 
CETA public service employment 
hiring schedule and the determina
tions made under (B ) (i) and (ii) above 
will be monitored by the Departments 
of Agriculture and Labor as described 
in § 282.10(h);

(2) Households containing more 
than one work registrant will have the 
option of deciding which member or 
members will fulfill the workfare re
quirement. At the time of application, 
or upon subsequent notification that 
the household is subject to workfare 
requirements, the household shall 
name one of its members as a prime 
designee to fulfill the workfare re
quirements. If acceptable to the work- 
fare sponsor, the household may 
divide the workfare requirements 
among work registrants, but shall still 
designate one registrant as the prime 
designee. Ip such circumstances, the 
prime designee shall be disqualified if 
the household’s workfare obligation is 
not completed since the second house
hold member is considered to be acting 
in a proxy capacity for the prime des
ignee. I f  either the prime designee or 
the other household member fails to 
complete his or her share of the work- 
fare obligation but the other member 
is able to satisfy in full the remaining 
workfare hour obligation, the prime 
designee shall not be disqualified.

(3) If  a household member is dis
qualified for refusal to comply with 
the workfare requirements, the re
maining household members shall, if 
otherwise eligible, continue to receive 
food stamp benefits. The household 
shall still be subject to the workfare 
requirement during the month of dis
qualification if: the household con
tains another member subject to the 
work registration requirement, and, 
the household’s non-excludable 
earned income (as computed for pur
poses of determining the household’s 
allotment during the month of dis
qualification) is less than the reduced 
allotment the household receives 
during the month of disqualification. 
In such a circumstance, a household 
member who has not been disqualified 
and who is subject to work registration 
shall be subject to workfare participa
tion during this month.

(e) Conditions of employment (1) 
No participant shall be required to 
accept an offer of workfare employ
ment if such employment fails to meet 
the criteria established in §273.7(i)(l)
(iii) and (iv); and §273.7(i)(2) (i), (ii),
(iv) , and (v);

(2) The total number of required 
work hours each month will be deter
mined by subtracting the household’s 
monthly earned income, as defined in 
§ 273.9(b)(1), from the household’s 
coupon allotment, and dividing the re
mainder by the Federal minimum 
wage. For computational purposes, 
this earned income figure shall be 
rounded up to the next highest dollar 
amount, Fractions of hours to be 
worked shall be disregarded;

(3) In no instances shall the total 
number of hours worked under work- 
fare, combined with any other employ-
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ment, exceed 40 hours a week for any 
participant;

(4) If  the workfare participant is 
unable to report for job scheduling, to 
appear for scheduled workfare em
ployment, or to complete the entire 
workfare obligation due to compliance 
with the additional work requirements 
established in § 273.7(e) (1), (2), (3), or
(4), such inability shall not be consid
ered a refusal to accept workfare em
ployment. The workfare participant 
shall inform the workfare sponsor of 
the time conflict to avoid disqualifica
tion and the workfare sponsor shall 
reschedule the missed activity if possi
ble. If  such rescheduling cannot be 
completed before the end of the 
month, this shall not be cause for dis
qualification. The State Employment 
Service Office shall make every effort 
not to schedule the additional work re
quirements established in § 273.7(e)
(1), (2), (3), or (4) to conflict with 
workfare job scheduling, workfare em
ployment or travel time necessary to 
reach or return from workfare em
ployment. If the State employment 
office does not avert such a conflict, 
however, and the participant does not 
comply with the additional work re
quirements because he or she is fulfill
ing a workfare obligation, the noncom
pliance with the additional work re
quirement shall be considered to be 
for good cause;

(5) The workfare sponsor shall 
schedule employment for eight hour 
intervals whenever possible so long as 
such intervals do not conflict with 
other employment in which a work- 
fare participant is engaged;

(6) If  the workfare sponsor is unable 
to schedule the workfare participant 
for employment or is unable to pro
vide the required work hours, the 
workfare participant shall not be dis
qualified;

(7) During any month in which the 
average hours of workfare employ
ment combined with any other hours 
of employment equal 30 hours or more 
per week, the workfare participant 
shall not be subject to the job search 
activity requirements of § 273.7(d);

(8) Compensation for workfare em
ployment shall be paid in the form of 
the food stamp allotment to which the 
household is otherwise entitled. Such 
employment shall be required until 
the household’s coupon allotment 
(minus any nonexcludable earned 
income the household receives) is 
earned;

(9) The workfare sponsor shall 
assure that all persons employed in 
workfare jobs receive job related bene
fits at the same levels and to the same 
extent as similar non-workfare em
ployees. Any elective benefit which re
quires a cash contribution by the par
ticipant shall be optional at the discre
tion of the participant;
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(10) A ll persons employed in work- 
fare jobs will be assured by the work- 
fare sponsor of working conditions and 
promotional opportunities neither 
more nor less favorable than those 
provided other employees similarly 
employed;

(11) The provisions of section 2(a)(3) 
of Pub. L. 89-286 (relating to health 
and safety conditions) shall apply to 
the workfare program;

(12) Where a labor organization rep
resents employees who are engaged in 
similar work in the same area to that 
proposed to be performed under this 
program for which an application is 
being developed for submission, such 
organization shall be notified and af

fo rd e d  a reasonable period of time
prior to the submission of the applica
tion in which to make comments to 
the applicant and to the Secretary of 
Labor;

(13) Special consideration in filling 
workfare jobs will be given to unem
ployed persons who are the most se
verely disadvantaged in terms of the 
length of time they have been unem
ployed and their prospects for finding 
employment without assistance. How
ever, such special consideration shall 
not authorize the placement of any 
workfare participant when any other 
person is on lay-off from the same or 
any substantially equivalent job slot at 
the job site;

(14) That no workfare participant 
will be placed or remain working in 
any position substantially equivalent 
to a position which is vacant due to a 
hiring freeze unless it can be demon
strated that the job slot open due to 
the freeze resulted from a lack of 
fluids to sustain former staff levels 
and was not established because of the 
availability of workfare participants;

(15) That no job vacancy will be cre
ated by the action of an employer in 
laying off or terminating the employ
ment of any regular employee in an
ticipation of filling the vacancy with a 
workfare participant;

(16) That the workfare jobs in each 
promotional line in no way infringe 
upon the promotional opportunities 
which would otherwise be available to 
regular employees, and, that no job 
will be filled in other than an entry 
level position in each promotional line 
until applicable personnel procedures 
and collective bargaining agreements 
have been complied with.

(f )  Refusal to comply. (1) I f  a house
hold member subject to the workfare 
requirement refuses, without good 
cause, to accept an offer of workfare 
employment, to report for job schedul
ing, or to complete the entire workfare 
requirement, such person shall, after 
opportunity is given for a fair hearing, 
be disqualified from participation in 
the food stamp program for a period 
of one month. If, during the same
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month in which the refusal occurs, an
other household member subject to 
the work registration requirements 
completes the required workfare obli
gation for the household, no disquali
fication shall result.

(2) If a household member is dis
qualified, and no other member of the 
household is subject to the work regis
tration requirements, then the house
hold shall not have a workfare obliga
tion during the month of disqualifica
tion, However, if such a household 
does contain another member subject 
to the work registration requirements, 
and the household’s earned income (as 
defined in § 273.9(b)(1)) is less than the 
reduced allotment it receives during 
the month of disqualification, then 
the remaining member who is regis
tered for work shall be subject to 
workfare during this month.

(3) Good cause, for the purpose of 
this demonstration project, shall be 
defined as:
v (i) Circumstances beyond the mem
ber’s control, such as, but not limited 
to: illness; the illness or incapacitation 
of another household member requir
ing the presence of the workfare 
member; a household emergency; or 
the unavailability of either public or 
private transportation; or even of the 
minimal financial resources to obtain 
available public transportation when 
transportation is not provided by the 
sponsor. Lack of private transporta
tion shall not constitute good cause 
when public transportation is availa
ble and the potential workfare partici
pant has the financial resources to use 
public transportation;

(ii) Becoming exempt from the work 
registration requirement under the 
terms established in § 273.7(b);

(Hi) Becoming exempt from work- 
fare participation because the house
hold’s earned income exceeds the 
value of the household’s coupon allot
ment. This includes earned income an
ticipated by the food stamp eligibility 
worker; or

(iv) Moving to follow the stream of 
employment while a part of the mi
grant labor force.

(4) For those households containing 
a workfare participant who has been 
disqualified from program participa
tion, the income and resources of such 
disqualified persons shall be treated in 
accordance with §273.11(0. In deter
mining Food Stamp Program eligibil
ity for the remaining household mem
bers, a pro rata share of the income of 
a disqualified member shall be count
ed as income to the remaining mem
bers and his or her resources shall 
continue to count in their entirety to 
the remaining household members.

(5) Households containing a disquali
fied workfare participant may be enti
tled to additional benefits during the 
month of disqualification if such par-
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ticipant has completed part of the 
workfare obligation. Such entitlement 
shall be established by calculating the 
household’s entitlement without the 
disqualified member, subtracting from  
this amount any earned income as de
fined in § 273.9(b)(1), and then com
paring this difference to the value of 
hours worked by the disqualified 
workfare participant (computed at the 
Federal minimum wage). If  the value 
of hours worked is greater, the house
hold shall be entitled to benefits in 
the amount of the difference. The en
titlement thus calculated provides 
compensation when the value of hours 
worked by the disqualified member ex
ceeds the household’s coupon allot
ment (as calculated without the dis
qualified member) minus the house
hold’s earned income.

(g ) State agency responsibilities. The 
State agency shall be responsible for 
undertaking the following activities:

(1) Determining, during the certifi
cation process, those work registrants 
subject to participation in workfare;

(2) Informing potential participants 
about the nature of the project, the 
options in household member designa
tion, the penalty for noncompliance, 
their rights, procedures for appeal 
through the fair hearing process, and 
grievance procedures as established in 
§ 282.10(h);

(3) Establishing and maintaining a 
recordkeeping system for each house
hold subject to the workfare require
ments;

(4) Forwarding information to the 
workfare sponsor on required work 
hours for each workfare participant 
and any subsequent information af
fecting a household member’s work- 
fare obligation, such as a change in 
the required work hours, or a change 
resulting in the inapplicability of the 
workfare requirement;

(5) Informing a workfare household 
who reports a change in earned 
income of the effect this change will 
have on the workfare hours require
ment or the continuing applicability of 
the workfare requirement;

(6) Taking the following actions, as 
appropriate, on information received 
from the workfare sponsor:

(i) Upon notification that the par
ticipant has failed to comply with the 
workfare requirement (see 
§ 282.10(f)(1)), the State agency shall 
issue a notice of adverse action in ac
cordance with §273.13 unless good 
cause has already been established in 
accordance with § 282.10(f)(2);

(ii) I f  the household member estab
lishes good cause for noncompliance, 
as defined in § 282.10(f)(2), the re
quirement for further workfare par
ticipation shall be dependent on the 
continuing applicability of the work- 
fare requirement;
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(ill) I f  a notice of adverse action is 
issued and no appeal is filed, the State 
agency shall take action to disqualify 
the noncompliant household member 
for one month following expiration of 
the notice period. During the month 
of disqualification, no workfare job re
ferrals shall be made for the disquali
fied member since this person is not a 
member of a food stamp household for 
that month. If, however, in the subse
quent month, the household is still 
certified for participation and the 
member is still subject to the workfare 
requirement, the workfare job referral 
process shall be reinstated;

(iv) I f  a  fair hearing is requested, 
any action to disqualify the noncom
plying household member will be sus
pended until completion of the hear
ing. During pendency of the fair hear
ing, the workfare requirements will 
continue to apply. If  the hearing re
sults in a decision upholding the dis
qualification, the period of disqualifi
cation shall be effective in the first 
month following the decision;

(v ) If  disqualification resulted from  
refusal to complete the entire work- 
fare requirement, the State agency 
shall provide benefits, where appropri
ate, under the conditions of 
§ 282.10(f)(4);

(7) Take such action as is necessary 
to:

(i) Eliminate errors attributable to 
workfare requirements from the Qual
ity Control error rate computations;

(ii) Establish procedures to refer al
leged violations of project require
ments by the workfare sponsor to ap
propriate USDA/DOL officials for in
vestigation and resolution, as estab
lished in § 282.10(h);

(iii) Resolve grievances, to the 
extent possible, related to alleged vio
lations by a sponsor of the require
ments of these regulations or the 
Notice of Intent. In resolving such 
matters, contact shall first be made 
with the workfare sponsor. Issues 
which cannot be resolved at this level 
shall immediately be forwarded to 
USDA/DOL as specified in § 282.10(h) 
below,

(iv) Provide fair hearings in those in
stances where participants claim that 
noncompliance resulted from alleged 
sponsor violations of project require
ments. Such alleged violations shall 
also be forwarded immediately to 
USDA/DOL for review. Any 'findings 
of USDA/DOL officials may be en
tered into evidence at the fair hearing, 
so long as all affected parties have 
been informed of these findings at a 
reasonable time in advance of the 
healing. When a fair hearing official 
renders a decision in such a case, the 
hearing decision shall be implemented, 
but the decision shall also be forward
ed to USDA/DO L for review. Subse
quent USDA/DOL findings regarding

the alleged sponsor violations, if con
trary to the evidence presented at the 
fair hearing, shall be provided to the 
State agency for a reconsideration of 
the fair hearing decision in light of 
the new evidence. I f  the initial deci
sion is reversed, benefits shall be re
stored or a claim initiated as appropri
ate.

(h ) Compliance monitoring and 
workfare evaluation. The Depart
ments of Agriculture and Labor will 
establish procedures for monitoring 
compliance with the operational re
quirements of §282.10 and for the 
evaluation of the workfare concept as 
demonstrated by project site oper
ations. Persons, organizations or agen
cies alleging workfare sponsor non- 
compliance with the terms of these 
regulations or the Notice of Intent 
shall refer such complaints to the Na
tional headquarters of the Depart
ments of Agriculture and Labor for in
vestigation and disposition. Compli
ance monitoring shall include, but not 
be limited to:

(1) Administrative reviews of project 
site operations;

(2) Ongoing reviews of workfare 
sponsors’ and related agencies’ compli
ance with the terms of these regula
tions and the Notice of Intent which 
follows;

(3) Grievance procedures for resolu
tion of complaints against workfare 
sponsor operations;

(4) Desk reviews of workfare spon
sors’ monthly activity reports.

Appendix 

NOTICE OF INTENT
In accordance with subsection 17(b)(2) of 

the Food Stamp Act of 1977, (Title XIII, 
Pub. L. 95-113), the Secretaries of Agricul
ture and Labor jointly announce their in
tention to conduct a demonstration project, 
hereafter called workfare, involving the per
formance of work in exchange for food 
stamp benefits. Tinder this project, members 
of food stamp households, subject to the 
work registration requirement, whose total 
household earned income is less than their 
household’s coupon allotment, will be re
quired to work in a public service capacity if 
they are tumble to secure work in the pri
vate or public sector. The required hours of 
employment will be determined by dividing 
the household’s coupon allotment, minus 
any nonexcludable earned income the 
household receives, by the Federal mini
mum wage. Compensation will be "paid” in 
the form of the monthly coupon allotment 
to which the household would normally be 
entitled. Persons required to participate in 
the workfare project who refuse to accept 
workfare employment will not be eligible to 
participate in the Food Stamp Program for 
a period of one month following each 
month in which refusal occurs. The work- 
fare project will be conducted in one urban 
and one rural political subdivision or group
ings thereof in each of the seven FNS/ 
USDA administrative regions. Actual proj
ect operations are targeted to begin in con
junction with the implementation of the 
benefit computation provisions of the Food

FEDERAL REGISTER, V O L  43, NO. 229— TUESDAY, NOVEMBER 28, 1978



Stamp Act of 1977. Regulations issued by 
the Department on October 17,1978 require 
that such provisions be implemented by 
State agencies no later than March 1, 1979.

This notice further seeks proposals for 
project operation from political subdivisions 
or groupings thereof wishing to participate 
in the Workfare Demonstration Project. 
Such proposals shall describe in detail how 
the political subdivision, working with the 
welfare agency and any other cooperating 
agencies that may be involved in the proj
ect, shall fulfill the provisions of the Act 
governing the Workfare Demonstration 
Project, which are enumerated below.

A. Basic Operational Requirements .
1. Household members, subject to the full

time work registration requirement, whose 
total household earned income is less than 
the household’s coupon allotment, and who 
are unable to find work in the private or 
public sector after 30 days from initial regis
tration for work, shall be subject to partici
pation in workfare in addition to all other 
work registration requirements.

2. No workfare job shall be offered until 
all public service jobs supported under the 
Comprehensive Employment and Training 
Act of 1973 (CETA) within that subdivision 
have been filled. For the purpose of this 
project all ÇETA public service jobs will be 
considered filled if:

(a) The CETA prime sponsor is basically 
fulfilling its public service employment 
hiring schedule (i.e., any openings are due 
either to normal attrition or the unavailabi
lity of qualified technical personnel); and

(b) With respect to the individual poten
tially subject to workfare:

(i) the CETA sponsor has determined that 
such individual is not qualified for suitable 
CETA slots that are open; or

(ii) that available CETA openings, for 
which the participant is qualified, are not 
refused by the participant for reasons estab
lished in § 273.7 <i)(l) and (2) (i) through (v).

3. Compensation for workfare employ
ment shall be paid in the form of the 
coupon allotment to which the hosehold is 
normally entitled.

4. The number of hours a workfare par
ticipant is required to work shall be deter
mined by dividing the household’s total 
coupon allotment, minus any nonexcludable 
earned income the household receives, by 
the Federal minimum wage.

5. A workfare participant shall not be eli
gible to participate in the Food Stamp Pro
gram for a period of one month for each 
month in which the participant refuses to 
accept a workfare job offer. Refusal, for the 
purposes of this demonstration project, 
shall be defined as actual refusal, without 
good cause, to accept workfare employment; 
refusal, without good cause, to report to the 
workfare sponsor for job scheduling; or re
fusal, without good cause, to complete the 
entire workfare hour requirement.

B. W orkfare Sponsors

1. Eligibility. To participate in the proj
ect, potential workfare sponsors must meet 
the folowing requirements:

(a) Be a political subdivision or grouping 
thereof (i.e., a State or a unit of local gov
ernment or a combination of local govern
ments), currently operating a public service 
employment program under State or local 
general assistance programs, the Compre
hensive Employment and Training Act 
(CETA), or other legislation. This includes
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those political subdivisions sponsoring gen
eral assistance workfare programs. Political 
subdivisions who are not now operating a 
public service employment program may be 
considered for eligibility if the application is 
sufficiently detailed to enable the Depart
ments to determine the proposer’s adminis
trative ability to sponsor a workfare demon
stration project.

(b) Have the capability for effectively op
erating and administering a workfare proj
ect under the terms and conditions estab
lished in the Food Stamp Act, this Notice, 
and regulations established in § 282.10.

2. Responsibilities. The workfare sponsor 
shall be responsible for:

(a) Determining which agencies within its 
jurisdiction shall be used in the various ad
ministrative functions of this project. For 
administrative simplicity, a workfare spon
sor may use a currently operational admin
istrative structure if it can fulfill the re
quirements of this project.

(b) Establishing an operational system to 
fulfill the functions of the workfare project. 
At a minimum, the system shall:

(1) Provide for communication between in
volved agencies;

(2) Ensure the establishment of a suffi
cient number and variety of short-term 
public service jobs to allow testing of the 
workfare concept. Jobs may be allocated 
among State and local public service agen
cies and subdivisions thereof. To the extent 
consistent with the maintenance of effort 
requirements of this Notice and with per
sonnel procedures and collective bargaining 
agreements of the workfare sponsor and co
operating agencies, jobs may also be allo
cated to private nonprofit agencies;

(3) Before contacting the potential work- 
fare participant, assure that:

(i) 30 days have passed since his or her ini
tial registration for work wider the food 
stamp program; and,

(ii) all public service jobs supported under 
CETA are filled (see A2). Documentation 
that all CETA jobs are filled shall be noted 
in each workfare participant’s records;

(4) Notify workfare participants of job 
scheduling and assure the continuing appli
cability of the workfare requirement. Such 
notification shall include the number of 
hours to be worked (based on the house
hold’s monthly food stamp entitlement and 
earned income) for the month and the pen
alty for noncompliance;

(5) Provide for monthly work scheduling 
for each workfare participant based on the 
number of hours of work each participant is 
required to perform, as determined by the 
welfare agency. Such employment shall be 
scheduled in eight hour increments when
ever possible. However, such employment 
shall not be scheduled to conflict with any 
other employment scheduled by the partici
pant;

(6) Ensure timely reporting to the welfare 
agency on those workfare participants fail
ing to report for job scheduling;

(7) Assign workfare participants to work- 
fare jobs and ensure the provision of the 
necessary supervision;

(8) Monitor the hours of work of workfare 
participants;

(9) Have records maintained which identi
fy the name of the sponsoring agency; the 
participant’s name and food stamp case file 
number; the type of work to be performed; 
the period covered by the time reports and 
any additional benefits provided by the 
sponsoring agency, such as transportation,
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training, upward mobility programs and 
health benefits;

(10) Ensure monthly reporting on the 
total number and type of workfare slots 
available; the number of workfare slots 
filled by participants in the food stamp 
workfare project; the total number and 
names of participants who fully complied 
with the workfare requirement, including 
the number of hours worked; the total 
number and names of persons refusing to 
participate in workfare; the total number of 
horns worked; and other information as re
quested. Such reports shall be directed to 
the USDA/DOL evaluation contractor and 
elsewhere, as required, no later than the 
15th of the month following the report 
month; and

(11) Ensure that all necessary reports are 
submitted as required.

(c) Establish a monitoring system to 
ensure that cooperating agencies are carry
ing out their responsibilities as established 
for the workfare project.

3. Assurances. All potential workfare spon
sors shall provide the following assurances:

(a) They have the legal authority to con
duct the project;

(b) They will be responsible for the devel
opment and execution of the project;

(c) They will comply with all requirements 
of the Civil Rights Act of 1964, of the Food 
Stamp Act of 1977, the regulations issued 
pursuant to these Acts which are applicable 
to the project and this Notice;

(d) That special consideration in filling 
workfare jobs will be given to unemployed 
persons who are the most severely disadvan
taged in terms of the length of time they 
have been unemployed and their prospects 
for finding employment without assistance. 
However, such special consideration in fill
ing workfare jobs shall not authorize the 
placement of any workfare participant 
when any other person is on lay-off from 
the same or any substantially equivalent job 
at the job site;

(e) That no workfare participant will be 
placed or remain working in any position 
substantially equivalent to a position which 
is vacant due to a hiring freeze unless it can 
be demonstrated that the freeze resulted 
from a lack of funds to sustain former staff 
levels and was not established because of 
the availability of workfare participants;

(f ) That no job vacancy will be created by 
the action of an employer in laying off or 
terminating the employment of any regular 
employee in anticipation of filling the va
cancy with a workfare participant;

(g) That there will be planning for and' 
training of supervisory personnel in working 
with participants;

(h) That the applicant sponsor will, where 
appropriate, maintain or provide linkages 
with upgrading and employment and train
ing programs for the purposes of:

(1) providing those persons employed in 
workfare jobs who want to pursue work 
with the employer, in the same or similar 
work, the opportunities to do so and to find 
permanent upwardly mobile non-workfare 
careers in that field; and

(2) providing those persons so employed, 
who do not wish to pursue permanent ca
reers in such fields, with opportunities to 
seek, prepare for, and obtain work in other 
fields; and

(i) That the workfare jobs in each promo
tional line in no way infringe upon the pro
motional opportunities which would other
wise be available to regular employees, and,
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that no job will be filled in other than an 
entry level postion in each promotional line 
until applicable personnel procedures and 
collective bargaining agreements have been 
complied with.

4. Conditions of participation. Sponsors 
of workfare shall insure compliance with 
the following conditions:

(a) Workfare will result in an increase in 
employment opportunities over those oppor
tunities which would otherwise be available; 
will not result in the displacement of cur
rently employed workers (including partial 
displacement such as a reduction in the 
hours of non-overtime work or wages or em
ployment benefits); will not impair existing 
contracts for services, or result in the substi
tution of Federal for other funds in connec
tion with work that would otherwise be per
formed; and will not substitute public serv
ice workfare jobs for existing federally-as
sisted jobs.

(b) Compensation shall be at 100 percent 
of the Federal minimum wage, to be paid by 
the Federal government in food stamps 
until the household coupon allotment 
(minus any non-excludable earned income) 
is earned. However, all persons employed in 
workfare jobs will be assured of workmen’s 
compensation, health insurance, unemploy
ment insurance and other benefits at the 
same levels and to the same extent as other 
similar employees of the employer, and to 
working conditions and promotional oppor
tunities neither more nor less favorable 
than other persons similarly employed 
enjoy. Costs associated with such coverage 
shall be borne by the workfare sponsor.

(c) Work-related expenses, such as trans
portation costs, may be provided by work- 
fare sponsors at their descretion..

(d) The cost of any work related supplies, 
such as uniforms and special equipment, 
shall be borne by the workfare sponsor if 
such supplies are necessary to employment.

(e) The provisions of section 2(a)(3) of 
Public Law 88-286 (relating to health and 
safety conditions) shall apply to the work- 
fare program.

(f) Where a labor organization represents 
employees who are engaged in similar work 
in the same area to that proposed to be per
formed under this program and for which 
application is being developed for submis
sion, such organization shall be notified and 
afforded a reasonable period of time prior 
to the submission of the application in 
which to make comments to the applicant 
and to the Secretary of Labor.

(g) Conditions of employment or training 
will be appropriate and reasonable in the 
light of such factors as the type of work, ge
ographical region, and proficiency of the 
participant.

C. W elfare Agency

1. Responsibilities of the welfare agency 
in localities in which a workfare project is 
operating shall be to:

(a) Establish a procedure within the food 
stamp eligibility determination process to 
identify potential workfare participants. Ex
plain to such households, at the time of cer
tification, the project’s operation, the 
household’s rights, and the penalty for non- 
compliance.

(b) Identify the total number of hours to 
be worked based on the household’s entitle
ment minus any non-excludable earned 
income the household receives. Such infor
mation, in addition to any subsequent infor
mation affecting the member’s workfare ob-
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ligation, shall be transmitted as directed by 
the workfare sponsor.

(c) Receive preliminary information on 
workfare participants reporting to the job 
site and, at the end of the month, final in
formation on the number of hours worked.

(d) Take action on information received. 
In instances of refusal without good cause,
i.e., refusal to accept a workfare job offer, 
refusal to report for Job scheduling, or re
fusal to complete the entire work require
ment, the noncomplying household member 
shall be subject to the penalty of a one 
month disqualification as established in 
§ 282.10(f) of the implementing regulations.

(e) Establish procedures for referral of 
complaints regarding workfare sponsor’s al
leged violations of this Notice and the regu
lations to the appropriate official of DOL  
and/or USDA for investigation and adjudi
cation.

(f) Resolve, to the extent possible, griev
ances related to alleged violations of the re
quirements of this Notice or the implement
ing regulations. In resolving such matters, 
contact shall first be made with the work- 
fare sponsor. Issues which cannot be re
solved at this level shall be forwarded to 
USDA/DOL.

(g) Where workfare noncompliance and 
subsequent fair hearings are based on al
leged sponsor noncompliance with project 
requirements, forward all such fair hearing 
transcripts to USDA/DOL for review.

(h) Maintain records on workfare activi
ties, including:

(1) Recording in individual case files infor
mation on:

(i) Referral to the workfare sponsor; and
(ii) Noncompliance with the workfare re

quirements.
(2) Fair hearings and disqualifications as a 

result of workfare noncompliance; and
(3) Such other records as deemed appro

priate.
2. Assurances. The participating welfare 

agency shall provide assurances that it will 
comply with all applicable requirements of 
the Food Stamp Act, this Notice, and regu
lations, as promulgated.

D. Funding

Funding for project operations by the De
partment of Agriculture shall be limited to 
the payment of the coupon allotment to 
which the food stamp household is other
wise normally entitled. The workfare spon
sor shall be responsible for performing the 
sponsor's administrative activities and pro
viding employee benefits as prescribed 
herein. The cost of data compilations (such 
as the monthly report required in 
B.2.(b)(10)) performed by the workfare 
sponsor at the direction of the evaluation 
contractor shall, however, be fully reim
bursed by the evaluation contractor at a 
rate negotiated between the sponsor and 
contractor. Additional evaluation activities 
which the sponsor agrees to undertake at 
the request of the evaluation contractor 
shall also be fully reimbursed.

E. Records

All records pertaining to the Workfare 
Demonstration Project shall be available to 
USDA and DOL representatives or their 
designees for purposes of inspection and 
review. Such records shall be maintained for 
a period of three years from the date of 
project completion, or longer if requested in 
writing by USDA or DOL.

F. Applications

Applications shall be submitted in an 
original and two copies and shall be received 
by the Deputy Administrator, Family Nutri
tion Programs, Food and Nutrition Service, 
USDA, 500 12th Street, SW., Washington, 
D.C. 20250, within 45 days following publi
cation of the final regulations governing the 
workfare project. Applications must be 
signed by the representative of the poten
tial workfare sponsor having the authority 
to commit the political subdivision to the 
project. The workfare sponsor shall insure 
that all necessary agencies, including the 
welfare agency, which are either involved or 
have review authority, have concurred in 
project operations. In addition to the infor
mation on project operations and assur
ances required above, the application shall 
contain the following information:

1. A precise description of the administra
tive procedures to be used and a work plan 
which establishes a schedule for develop
ment and implementation of the project.

2. A  description of:
(a) the approximate number of jobs and 

the types of jobs which will be provided;
(b) training and/or skill development 

which will be given; and
(c) any employee benefits, including trans

portation costs, which will be provided to 
participants.

3. A statement of the qualifications and 
size of the staff to be used, including a proj
ect director, to accomplish the purpose of 
the project.

O. Selection of Project Sites

1. Federal procedures, (a) All applications 
will be reviewed by a panel comprised equal
ly of representatives from USDA and DOL; 
and (b) Applications will be ranked based on 
the criteria established in (2) below.

2. Criteria for selection. To be selected, 
the potential sponsor must be located with a 
CETA prime sponsor basically fulfilling its 
public service employment hiring schedule 
or located in a political subdivision not 
served by a CETA prime sponsor. Meeting 
this criterion, the contents of the proposals 
will be weighted on the following criteria:

(a ) Conceptual development and clarity of 
operational design;

(b) Geographical mix as required by the 
Food Stamp Act;

(c) Ability of the sponsor to provide a suf
ficient number and variety of public service 
jobs to test the feasibility of the workfare 
concept;

(d) Compliance of the work plan with the 
provisions governing the project as con
tained in the Act, this Notice, and applica
ble regulations;

(e) The adequacy of the work plan;
(f ) The capability of the applicant to con

duct the project based on:
( 1 )  A description of the qualifications of 

staff;
(2) Availability of necessary facilities, 

staff, and other resources;
(3) Administrative and supervisory capac

ity; and
(4) Previous experience of the workfare 

employer in administering public service 
employment.

(g) Additional points shall be given to po
tential sponsors for the payment of partici
pants’ work-related expenses and/or provi
sions for transportation to the job site(s); 
the ability to supplement workfare hours 
with paid employment; the likelihood of an 
offer of permanent employment following
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the workfare employment; the development 
of new job skills; the career potential of jobs 
to be offered; and other assurances over and 
above the minimum levels required in Part 
B.3 (d) through (g).

3. Selection. USDA and DOL shall notify 
all proposers of those sites selected for proj
ect operation. To the extent possible, the 
Departments will select project sites which 
represent a cross-section of food stamp 
household characteristics.

H. Monitoring and Evaluation

The Departments of Agriculture and 
Labor shall establish procedures for moni
toring the compliance of the workfare spon
sors and related agencies with the require
ments of the workfare demonstration proj
ect regulations. An evaluation shall be 
structured to assess both the operational 
feasibility and economic impact^of the proj
ect. The cost of the evaluation shall be 
borne, in its entirety, by the Department of 
Agriculture. All data compilations per
formed by the workfare sponsor at the di
rection of the evaluation contractor, as dis
tinct from the recordkeeping requirements 
necessary for the operation of the workfare 
project, shall be fully reimbursed by the 
evaluation contractor at a rate negotiated 
between the sponsor and the contractor. Ad
ditional evaluation activities undertaken by 
the sponsor at the request of the evaluation 
contractor shall also be fully reimbursed by 
the contractor.
(91 Stat. 950, as amended (7 U.S.C. 2011- 
2027).)

Note.—The Pood and Nutrition Service 
has determined that this document does not 
contain a major proposal requiring prepara
tion of an Economic Impact Statement 
under Executive Order 11821 and OMB Cir
cular A-107.

Note.—The reporting and/or recordkeep
ing requirements contained herein have 
been forwarded to the Office of Manage
ment and Budget for approval in accordance 
with the Federal Reports Act of 1942.

(Catalog of Federal Domestic Assistance 
Programs No. 10.551, Food Stamps.)

Dated: November 9,1978.

Carol T ucker  F orem an , 
Assistant Secretary 

of Agriculture.
Dated: November 22,1978.

E rnest G . G reen , 
Assistant Secretary 

of Labor.
[FR Doc. 78-33376 Filed 11-27-78; 8:45 am]

[3410-07-M]

CHAPTER XVIII— FARMERS HOME 
ADMINISTRATION, DEPARTMENT 
OF AGRICULTURE

SUBCHAPTER P— GUARANTEED LOANS

RULES AN D REGULATIONS

[FmHA Instruction 1980-A]

PART 1980— GENERAL 

Subpart A — General

AGENCY: Farmers Home Administra
tion, USDA.
ACTION: Final rule.

SUM M ARY: The Farmers Home Ad
ministration (Fm HA) amends its Loan 
Note Guarantee (Form FmHA 449-34). 
The intended effect of this action is to 
make the form applicable to guaran
teed economic emergency loans, and to 
revise the full faith and credit provi
sion of the guarantee. The change is 
required to make the form applicable 
to guaranteed economic emergency 
loans and to make the guarantee un
conditional.

EFFECTIVE DATE: November 28, 
1978.
FOR  FUR TH ER  INFO R M ATIO N  
CONTACT:

William K. Krause, telephone 202-
447-7600.

SU PPLEM EN TAR Y  INFO RM ATIO N : 
Appendix A  of Subpart A  of Part 1980 
of Chapter X V III, Title 7, Code of 
Federal Regulations is amended. 
These amendments to Form FmHA  
449-34, Loan Note Guarantee will (1) 
make the form applicable to economic 
emergency loans guaranteed by FmHA  
pursuant to Pub. L. 95-334, “the Emer
gency Agricultural Credit Adjustment 
Act of 1978” enacted August 4, 1978, 
and (2) change the full faith and 
credit provision of the guarantee to 
make it clear that the guarantee is 
“unconditional” by defining the 
phrases “use of loan funds for unau
thorized purposes” and “unauthorized 
purpose.”

The Comptroller of the Currency 
advised Fm HA that the full faith and 
credit provision of the Loan Note 
Guarantee did not meet the require
ments of 12 U.S.C. 84 (10) which 
exempts loans that are guaranteed un
conditionally by the Federal Govern
ment from the lending limit require
ments imposed on national banks. It is 
the opinion of the Comptroller Gener
al that this revision in the full faith 
and credit provision will make the 
guarantee “unconditional,” as that 
word is used in 12 U.S.C. 84 (10).

It is the policy of this Department 
that rules relating to public property, 
loans, grants, benefits, or contracts 
shall be published for comment not
withstanding the exemption in 5 
U.S.C. 553 with respect to such rules. 
These amendments, however, are not 
published for proposed rulemaking

55345

since the first change adapts the form 
for use in the guaranteed economic 
emergency loan program and is admin
istrative in nature and the second 
change will benefit the lending institu
tions which participate in the FmHA  
guaranteed loan programs. Therefore, 
public participation is unnecessary.

A ppe n d ix  A  [A mended ]

Accordingly, Appendix A  of Subpart 
A  of Part 1980 of Chapter X V III, Title 
7, Code of Federal Regulations, is 
amended as follows:

1. The paragraph directly above 
paragraph A  is amended to read as fol
lows:

* * * * *

In consideration of the making of the sub
ject loan by the above named Lender, the 
United States of America, acting through 
the Farmers Home Administration of the 
United States Department of Agriculture 
(herein called “FmHA”), pursuant to the 
Consolidated Farm and Rural Development 
Act (7 U.S.C. 1921 et. seq.), the Emergency 
Livestock Credit Act of 1974 (7 U.S.C. note 
preceding 1961, Pub. L. 93-357 as amended), 
the Emergency Agricultural Credit Adjust
ment Act of 1978 (7 U.S.C. note preceding 
1921, Pub. L. 95-334), or Title V  of the 
Housing Act of 1949 <42 U.S.C. 1471 et. seq.) 
does hereby agree that in accordance with 
and subject to the conditions and require
ments herein, it will pay to:

* * ' * * *

2. Paragraph 3 under “Conditions of 
Guarantee” is amended by adding a 
sentence to the end of the paragraph 
as f  ollows:

Conditions of G uarantee

* * * * *

3. Full Faith and Credit * * *
As used herein, the phrase “use of loan 

funds for unauthorized purposes” refers to 
the situation in which the lender in fact 
agrees with the borrower that loan funds 
are to be so used and the phrase “unauthor
ized purpose” means any purpose not listed 
by the lender in the completed application 
as approved by FmHA.

* * * * *

(7 U.S.C. 1989; 5 U.S.C. 301; Sec. 10 Pub. L. 
93-357, 88 Stat. 392; delegation of authority 
by the Sec. of Agri., 7 CFR 2.23; delegation 
of authority by the Asst. Sec. for Rural De
velopment, 7 CFR 2.70.)

Dated: November 13,1978.
G ordon C avanaug h , 

Administrator,
Farmers Home Administration.

[FR Doc. 78-33222 Filed 11-27-78; 8:45 am]
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[3410-07-M ]

SUBCHAPTER N— OTHER LOAN PROGRAMS

[FmHA Instruction 1980-A]

PART 1980— GUARANTEED LOAN  
PROGRAMS

Subpart A — General

A mendments

AGENCY: Farmers Home Administra
tion, USDA.
ACTION: Final rule.
SUM M ARY: The Farmers Home Ad
ministration (Fm HA) amends its regu
lations to revise the full faith and 
credit provisions of the guarantee. The 
effect of these changes is to make 
clear that the guarantee issued under 
the FmHA regulations is “uncondi
tional.” This change is required to 
make the guarantee unconditional.
EFFECTIVE DATE: November 28, 
1978.
FOR  FUR TH ER  INFO R M ATIO N  
CONTACT:

Darryl H. Evans, Loan Specialist,
telephone 202-447-4150.

SUPPLEM ENTAR Y INFORM ATION: 
§ 1980.11 and Appendix B  of Subpart A  
of Part 1980 of Chapter XVIII, Title 7, 
Code of Federal Regulations are 
amended. These amendments clarify 
the full faith and credit provisions of 
the Guarantee by defining the phrases 
“use of loan funds for unauthorized 
purposes, and “unauthorized pur
pose.”

The Comptroller of the Currency 
advised FmHA that the full faith and 
credit provisions of the Loan Note 
Guarantee did not meet the require
ments of 12 U.S.C. §84 (10) which 
exempts loans that are guaranteed un
conditionally by the Federal Govern
ment from the lending limit require
ments imposed on national banks. Ac
cording to the Comptroller under the 
above cited regulation^ prior to these 
revisions, the guarantee was condition
al. It is the opinion of the Comptroller 
General that enactment of these revi
sions to the full faith and credit sec
tions of the regulations will clearly 
make the new guarantees and previ
ously issued guarantees which are sub
ject to Subpart A  “unconditional,Mias 
that word is used in 12 U.S.C. § 84 (10).

It is the policy of this Department 
that rules relating to public property, 
loans, grants, benefits, or contracts 
shall be published for comment not
withstanding the exemption in 5 
U.S.C. 553 with respect to such rules. 
These amendments, however, are not 
published for proposed rulemaking

RULES AN D REGULATIONS

since they make clear that the loan 
guarantee is unconditional, thereby 
benefitting the lending institutions 
which participate in the FmHA guar
anteed loan programs. Therefore, 
public participation is unnecessary.

Accordingly, § 1980.11 and Appendix 
B of Subpart A  of Part 1980 of Chap
ter XVTII, Title 7, Code of Federal 
Regulations are amended as follows:

1. Section 1980.11 is amended by 
adding a sentence to the end of the 
section as follows:

§ 1980.11 Full faith and credit

* * * As used in this paragraph and 
in any Loan Note Guarantee (includ
ing those now outstanding) in which 
the phrase appears, “use of loan funds 
for unauthorized purposes” refers to 
the situation in which the lender in 
fact agrees with the borrower that 
loan funds are to be so used and the 
phrase “unauthorized purpose” means 
any purpose not listed by the lender in 
the completed application as approved 
by FmHA.

* * * * *

3. Paragraph- II under the Parties 
Agree of Appendix B, Form FmHA  
449-35, Lender's Agreement, is amend
ed to add a sentence to the end of the 
paragraph as follows:

A ppend ix  B—F orm  F m H A  449-35, 
L ender’s A greement

*  *  *  *  *

The Parties A gree

* * * * *

II. Full Faith and Credit. ♦ * *
As used herein, the phrase “use of loan 

funds for unauthorized purposes” refers to 
the situation in which the lender in fact 
agrees with the borrower that loan funds 
are to be so used and the phrase “unauthor
ized purpose” means any purpose not listed 
by the lender in the completed application 
as approved by FmHA.

* * * * *

(7 U.S.C. 1989; 5 U.S.C. 301; Sec. 10, Pub. L. 
93-357, 88 Stat. 392 delegation of authority 
by the Sec. of Agri., 7 CFR 2.23; delegation 
of authority by the Asst. Sec. for Rural De
velopment, 7 CFR 2.70.)

Dated: October 11,1978.

G ordon Cavanaugh , 
Administrator,

Farmers Home Administration. 
[FR Doc. 78-33223 Filed 11-27-78; 8:45 am]

[7590-01-M ]
Title 10— Energy

CHAPTER I— NUCLEAR REGULATORY 
COMMISSION

PART 35— HUM AN USES OF 
BYPRODUCT MATERIAL

Radiation Surveys of Therapy 
Patients

AG ENCY : U.S. Nuclear Regulatory 
Commission (NRC).
ACTION: Final rule.
SUM M ARY: Certain NR C  licensees 
are authorized to treat patients with 
temporary implants incorporating ra
dioactive material. NR C  will require 
such licensees to confirm the removal 
of the implants at the end of the 
treatment by (1) a .source count and 
(2) a radiation survey of the patient. 
Failure to account for all implants at 
the conclusion of patient treatment 
has resulted in some instances of un
necessary radiation exposure to pa
tients and members of the gênerai 
public.
EFFECTIVE DATE: The amendment 
becomes effective on December 28, 
1978.
FOR  FUR TH ER  INFORM ATION  
CONTACT:

Edward Podolak, Office of Stand
ards Development, U.S. Nuclear Reg
ulatory Commission, Washington, 
D.C. 20555 (Phone’: 301-443-5966).

SUPPLEM ENTAR Y  INFORM ATION: 
NR C  regulations in §35.14(b)(5)(vii) 
require Group V I licensees 1 to assure 
that patients treated with cobalt-60, 
cesium-137 or iridium-192 temporary 
implants remain hospitalized until the 
implants have been removed. The pri
mary method for confirming that all 
sources have been removed is to count 
the sources implanted and count the 
sources removed. The source counting 
has not always been performed accu
rately, or on a timely basis.

Some patients have been discharged 
from the hospital with radioactive 
sources still implanted. (It is particu-

lThe most common types of NRC specific 
licenses for the medical use of byproduct 
material are the Group medical licenses 
under § 35.14 that apply to those radioactive 
materials listed in §35.100. The radioactive 
materials listed in § 35.100 are divided into 
six groups, each group having similar re
quirements for user training and experi
ence, facilities and equipment, and radiation 
safety procedures. Groups I, II, and III are 
lists of radiopharmaceuticals for diagnostic 
procedures; Groups IV and V are lists of 
radiopharmaceuticals for therapeutic proce
dures; and Group VI is a list of radioactive 
medical devices for both diagnostic and 
therapeutic procedures.
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larly difficult to count iridium-192 
seeds, which sometimes become dis
lodged from their encasement in nylon 
ribbon). Because a backup radiation 
survey of the patient could have pre
vented these incidents, on June 28, 
1978 NRC published a proposed rule in 
the Federal Register adding a re
quirement for source counting and pa
tient radiation surveys to the existing 
§ 35.14(b)(5)(vii) which prohibits 
Group V I licensees from discharging 
patients until all sources are removed. 
The comment period ended August 14, 
1978.

Twenty-one comments were re
ceived. Eleven favored the proposal 
without qualification. Three com- 
menters suggested that bulky after- 
loaded devices that protrude from the 
body be exempted from the radiation 
survey. One commenter suggested that 
an x-ray be permitted as an alternative 
to the radiation survey. One com
menter asked what was meant by “the 
end of the treatment” and one com
menter, while favoring the proposal, 
suggested that the radiation survey 
should be performed within one hour 
of source removal. Four commenters 
objected to the proposal because they 
believe that regulations that define 
what is already good medical practice 
are useless. One commenter objected 
to the proposal because he believes 
that there are some cases where it 
would be impossible to survey the pa
tient before discharge.

The wording of the final rule is the 
same as the proposed and requires a 
radiation survey of the patient before 
discharge. The radiation survey is the 
most positive (active) method of veri
fying source removal. The x-ray is a 
passive method. Although good prac
tice would suggest a radiation survey 
soon after source removal, the regula
tion has to recognize the realities of 
the clinical setting where other tasks 
may have higher priority. Placing a 
tight time limit on this essentially 
quality control function may interfere 
with patient care. However, it is ex
tremely unlikely that the licensee will 
experience difficulty performing the 
survey between source removal and 
discharge of the patient.

The suggestion to exempt afterload- 
ed devices is well made. The devices 
are bulky relative to the actual source 
size and it is difficult to imagine that 
patients would be discharged with 
these devices in-place. However, NRC  
inspectors, who are familiar with inci
dents of overexposure from implants 
remaining in patients, say that this is 
an area where the “impossible” hap
pens in spite of great care and precau
tions. Also, NR C  inspectors have inves
tigated an incident where a patient 
was' discharged with an afterloaded 
device in-place with the sources 
loaded. The radiation survey is simple

and inexpensive and it will also detect 
any sources lost in the bedclothes or 
room where the survey is performed. 
Therefore, the afterloaded devices will 
not be exempted from the require
ments for a radiation survey.

Finally, regulations that define what 
is generally considered good practice 
may seem useless or may even dismay 
conscientious licensees. However, this 
is insufficient reason to forgo these 
regulations when there is evidence 
that the good practices are not univer
sal.

Under the Atomic Energy Act of 
1954, as amended, the Energy Reorga
nization Act of 1974, as amended and 
sections 552 and 553 of title 5 of the 
United States Code, notice is hereby 
given that the following amendment 
to 10 CFR Part 35 is published as a 
document subject to codification.

In 10 CFR Part 35, § 35.14(b)(5)(vii) 
is amended to read as follows:

§ 35.14 Specific licenses for certain groups 
of medical uses of byproduct material.

* * * * *

(b ) Any licensee who is authorized to 
use byproduct material pursuant to 
one or more groups in §§ 35.14(a) and 
35.100 is subject to the following con
ditions:

* * * * *

(5) For Group V I any licensee who 
possesses and uses sources or devices 
containing byproduct material shall:

* * * * *

(vii) Assure that patients treated 
with cobalt-60, cesium-137 or iridium- 
192 implants remain hospitalized until 
a source count and a radiation survey 
of the patient confirm that all im
plants have been removed.

* * * * *

(Sec. 161, Pub. L. 83-703, 68 Stat. 948 (42 
U.S.C. 2201); Sec. 201, Pub. L. 93-438, 88 
Stat. 1243 (42 U.S.C. 5841).)

Dated at Bethesda, Maryland this 
14th day of November 1978.

For the Nuclear Regulatory Com
mission.

t.er V. G ossick, 
Executive Director for 

Operations.

[PR  Doc. 78-33229 Filed 11-27-78; 8:45 am]

[6750-01-M ]
Title 16— Commercial Practices

CHAPTER I— FEDERAL TRADE 
COMMISSION

[Docket No. 9042]

PART 13— PROHIBITED TRADE PRAC
TICES, AN D AFFIRMATIVE CORREC
TIVE ACTIONS

Coventry Builders, Inc., et al. 
AGENCY: Federal Trade Commission. 
ACTION: Final order.
SUM M ARY: In settlement of alleged 
violations of federal law prohibiting 
unfair acts and practices and unfair 
methods of competition, this consent 
agreement, among other things, re
quires a Shaker Heights, Ohio home 
improvements firm to cease, in connec
tion with the extension of credit, fail
ing to provide consumers with those 
materials and disclosures required by 
Federal Reserve System regulations.
DATES: Complaint issued July 15, 
1975. Decision issued October 23, 
1978.1
FOR  FUR TH ER  IN FO R M ATIO N  
CONTACT:

Paul R. Peterson, Regional Director, 
4R, Cleveland Regional Office, Fed
eral Trade Commission, Suite 500, 
Mall Bldg., 118 St. Clair Ave., Cleve
land, Ohio 44114. 216-522-4207.

SUPPLEM ENTAR Y  INFORM ATION : 
On Wednesday, August 16, 1978, there 
was published in the F ederal R egis
ter, 43 FR  36281, a proposed consent 
agreement with analysis In the Matter 
of Coventry Builders, Inc., a corpora
tion, and Louis Galiano, Sr., inidivi- 
duaUy and as an officer of said corpo
ration, for the purpose of soliciting 
public comment. Interested parties 
were given sixty (60) days in which to 
submit comments, suggestions, or ob
jections regarding the proposed form 
of order.

No comments having been received, 
the Commission has ordered the issu
ance of the complaint in the form con
templated by the agreement, made its 
jurisdictional findings and entered its 
order to cease and desist, as set forth 
in the proposed consent agreement, in 
disposition of this proceeding.

The prohibited trade practices and/ 
or corrective actions, as codified under 
16 CFR Part 13, are as follows: Sub
part-Advertising Falsely or Mislead
ingly: § 13.73 Formal regulatory and 
statutory requirements; 13.73-92 
Truth in Lending Act; § 13.155 Prices;
13.155- 95 Terms and conditions;
13.155- 95(a) Truth in Lending Act.

Copies of the Decision and Order filed 
with the original document.
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Subpart-Misrepresenting Oneself and 
Goods—Goods: § 13.1623 Formal regu
latory and statutory requirements; 
13.1623-95 Truth in Lending Act.— 
Prices: § 13.1823 Terms and conditions; 
13.1823-20 Truth in Lending Act. Sub
part-Neglecting, Unfairly or Decep
tively, To Make Material Disclosure: 
§ 13.1852 Formal regulatory and statu
tory requirements; 13.1852-75 Truth in 
Lending Act; § 13.1905 Terms and con
ditions; 13.1905-60 Truth in Lending 
Act.
(Sec. 6, 38 Stat. 721; (15 U.S.C. 46). Interpret 
or apply sec. 5, 38 Stat. 719, as amended; 82 
Stat. 146, 147; (15 U.S.C. 45, 1601, et seq.\)

Carol M. Thomas, 
Secretary.

[FR Doc. 78-33271 Filed 11-27-78; 8:45 am]

[6750-01-M ]
[Docket No. C-2933]

PART 13— PROHIBITED TRADE PRAC
TICES, AN D AFFIRMATIVE CORREC
TIVE ACTIONS

Moore & Associates, Inc., et al., 
Trading as Uni-Check, et al.

AGENCY: Federal Trade Commission. 
ACTION: Final order.
SUM M ARY: In settlement of alleged 
violations of federal law prohibiting 
unfair acts and practices and unfair 
methods of competition, this consent 
agreement, among other things, will 
require a Honolulu, Hawaii firm en
gaged in providing various businesses 
with consumer credit information and 
other services, to cease furnishing re
ports containing obsolete, inaccurate, 
or disputed information; providing 
such reports for improper purposes; or 
otherwise failing to comply with statu
tory requirements.
DATES: Complaint and order issued 
October 24, 1978.1
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

William A. Arbitman, Regional Di
rector, 9R, San Francisco Regional 
Office, Federal Trade Commission, 
450 Golden Gate Ave., San Francis
co, Calif. 94102. (415) 556-1270.

SUPPLEM ENTAR Y  INFORM ATION: 
On Friday, August 18, 1978, there was 
published in the Federal Register, 43 
FR 36642, a proposed consent agree
ment with analysis In the Matter of 
Moore &  Associates, Inc., a corpora
tion doing business as Uni-Check, and 
Rentcheck, and R. Donald Moore, in
dividually and as an officer of said cor
poration, for the purpose of soliciting

Copies of the Complaint and the Deci
sion and Order filed with the original docu
ment.
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public comment. Interested parties 
were given sixty (60) days in which to 
submit comments, suggestions, or ob
jections regarding the proposed form  
of order.

No comments having been received, 
the Commission has ordered the issu
ance of the complaint in the form con
templated by the agreement, made its 
jurisdictional findings and entered its 
order to cease and desist, as set forth 
in the proposed consent agreement, in 
disposition of this proceeding.

The prohibitive trade practices and/ 
or corrective actions, as codified under 
16 CFR Part 13, are as follows: Sub- 
part-Collecting, Assembling, Furnish
ing or Utilizing Consumer Reports: 
§ 13.382 Collecting, assembling, fur
nishing or utilizing consumer reports; 
13.382-1 Confidentiality, accuracy, rel
evancy, and proper utilization; 
§ 13.382-5 Formal regulatory and/or 
statutory requirements; 13.382-5(a) 
Fair Credit Reporting Act. Subpart- 
Corrective Actions and/or Require
ments: § 13.533 Corrective actions and/ 
or requirements; 13.533-37 Formal reg
ulatory and/or statutory require
ments.
(Sec. 6, 38 Stat. 721 (15 U.S.C. 46). Interpret 
or apply sec. 5, 38 Stat. 719, as amended; 82 
Stat. 146, 147; 84 Stat. 1127-36 (15 U.S.C. 
1601, et seq,).)

Carol M. Thomas, 
Secretary.

[FR Doc. 78-33272 Filed 11-27-78; 8:45 am]

[6351-01-M ]
Title 17— Commodity and Securities 

Exchanges

CHAPTER I— COM M ODITY FUTURES 
TRADING COMMISSION

PART 11— RULES RELATING TO  
INVESTIGATIONS

Delegation of Authority To Reassign 
Duties From Persons Named in a 
Commission Order of Investigation 
to Other Staff Persons

AG ENCY: Commodity Futures Trad
ing Commission.
ACTION: Final Rule.
SUM M ARY: The Commission has del
egated to the Director of the Division 
of Enforcement the authority to grant 
to other members of the Commission 
staff the authority of persons named 
in a Commission Order of Investiga
tion.
EFFECTIVE DATE: November 28, 
1978.
FOR  FUR TH ER  IN FO R M ATIO N  
CONTACT:

John A. Field, III, Director, Division
of Enforcement, Commodity Futures
Trading Commission, 2033 K  Street,
N.W., Washington, D.C. 2Q581, 202-
254-9501.

SU PPLEM ENTAR Y  INFORM ATION: 
The Commission has amended §11.2 
of its regulations under the Commod
ity Exchange Act to include a new 
paragraph (b ) which authorizes the 
Director of the Division of Enforce
ment to grant to any Commission em
ployee under his direction, all or part 
of the authority which the Commis
sion, by order, has authorized specific 
employees to perform in connection 
with a Commission investigation con
ducted by the Division of Enforce
ment. W ith the approval of the Execu
tive Director, the Director of the Divi
sion of Enforcement may grant similar 
authority to any Commission employ
ee under the direction of the Execu
tive Director. This delegation will 
enable the Director to appoint addi
tional (or substitute) staff persons to 
issue subpoenas and take testimony 
without having to obtain an amended 
order from the Commission.

The Commission finds that the 
amendment of § 11.2 relates solely to 
agency practice and procedure and 
that the provisions of the Administra
tive Procedure Act, 5 U.S.C. 553, re
quiring notice of proposed rulemaking 
and other opportunity for public par
ticipation are not required.

In consideration of the foregoing, 17 
CFR 11.2 is amended by designating 
the present section as paragraph (a) 
and by adding a new paragraph (b ) as 
follows:

§ 11.2 Authority to conduct investigations. 

♦ * * * *

(b ) The Commission hereby dele
gates, until the Commission orders 
otherwise, to the Director of the Divi
sion of Enforcement the authority to 
grant to any Commission employee 
under his direction all or a portion of 
the authority which the Commission, 
by order, has authorized specified em
ployees of the Commission to perform 
in connection with a Commission in
vestigation conducted by the Division 
of Enforcement. W ith the approval of 
the Executive Director, the Director 
of the Division of Enforcement may 
also grant such authority to any Com
mission employee under the direction 
of the Executive Director.
(Secs. 2a (ll) and 6(b) of the Act, 7 U.S.C. 
4a(j) and 15 (1976), as amended by the Fu
tures Trading Act of 1978, Pub. L. 95-405, 
sec. 13, 92 Stat. 871 (1978)).

FEDERAL REGISTER, V O L  43, NO. 229— TUESDAY, NOVEMBER 28, 1978



Issued in Washington, D.C. on No
vember 21, 1978, by the Commission.

R ead P. D u n n , Jr., 
Commissioner.

[PR Doc. 78-33227 PUed 11-27-78; 8:45 am]

[4110-07-M]
Title 20— Employees’ Benefits

CHAPTER III— SOCIAL SECURITY AD
MINISTRATION; DEPARTMENT OF 
HEALTH, EDUCATION, AN D  WEL
FARE

[Regulations No. 4,16]

PART 404— FEDERAL OLD-AGE, SUR
VIVORS, AN D DISABILITY INSUR
ANCE BENEFITS

PART 416— SUPPLEMENTAL SECURITY 
INCOME FOR THE AGED, BLIND, 
AND DISABLED

Rules for Adjudicating Disability 
Claims in Which Vocational Factors 
Must Be Considered

AGENCY: Social Security Administra
tion, HEW.
ACTION: Pinal rules.
SUMMARY: The amendments will 
expand existing regulations to include 
additional detailed criteria for the 
evaluation of those cases involving 
claims based on disability under titles 
II and X V I of the Social Security Act 
in which the determination as to dis
ability cannot be made on medical se
verity alone or on the ability to do 
past work. In those instances the indi
vidual's impairment will be considered 
in conjunction with the individual’s 
age, education and work experience to 
determine his or her ability to engage 
in substantial gainful activity. In pub
lishing the amendments, the Social Se
curity Administration intends to con
solidate and elaborate upon longstand
ing medical-vocational evaluation poli
cies for adjudicating disability claims 
in which an individual’s age, educa
tion, and work experience must be 
considered in addition to the medical 
condition.
DATES: These amendments shall be 
effective February 26,1979.
FOR FUR TH ER  IN FO R M ATIO N  
CONTACT:

William J. Ziegler, Legal Assistant, 
Office of Policy and Regulations, 
Social Security Administration, 6401 
Security Boulevard, Baltimore, Md. 
21235, telephone 301-594-7415.

SUPPLEM ENTARY INFORM ATION : 
On March 7, 1978, there was published
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in the F ederal R egister (43 FR  9284) 
a Notice of Proposed Rule Making 
with proposed amendments providing 
rules for adjudicating disability claims 
in which vocational factors must be 
considered in addition to impairment 
severity. Interested persons, organiza
tions, and groups were invited to ' 
submit data, views, or arguments per
taining to the proposed amendments 
within a period of 60 days from the 
date of publication of the notice. The 
comment period was extended an addi
tional 30 days to allow members of the 
public more time to submit their com
ments (43 FR  19238). After careful 
consideration of all the comments sub
mitted, the proposed amendments are 
being adopted and shall become effec
tive 90 days after this publication. 
Many issues identified in the com
ments received from the public were 
previously addressed in the NPRM . All 
issues which were not discussed there 
are addressed later in this preamble.

The amendments will expand exist
ing regulations to include additional 
detailed criteria for the evaluation of 
those cases involving claims based on 
disability under title II and title X V I  
of the Social Security Act in which the 
determination as to disability cannot 
be made on medical severity alone or 
on the ability to do past work. In 
those instances, the individual’s im
pairment will be considered in con
junction with the individual’s age, edu
cation, and work experience to deter
mine his or her ability to engage in 
substantial gainful activity. The rules 
in Appendix 2 consider only impair
ments which result in exertional limi
tations. They do not apply where the 
impairment(s) causes only nonexer- 
tional limitations; e.g., certain mental, 
sensory or skin impairments. The reg
ulations text, however, provides the 
framework in which to evaluate im
pairments resulting in nonexertional 
limitations. In any case where a num
bered rule in Appendix 2 does not 
apply» full consideration must be given 
to all the facts of the case in accord
ance with the definitions and discus
sions of each factor in the regulations.

These amendments do not apply to 
individuals who are blind as defined 
under title II  or title X V I of the Social 
Security Act, nor in determining dis
ability for children under age 18 under 
title XVT or applicants for disabled 
widow’ or widowers* benefits under 
title H.

In publishing the amendments, the 
Department intends to consolidate 
and elaborate upon long standing 
medical-vocational evaluation policies 
for adjudicating disability claims in 
which an individual’s age, education, 
and work experience must be consid
ered in addition to the medical condi
tion. These policies have in the past 
been reflected in adjudicative guides
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but have not been available in the 
same format at all levels of adjudica
tion. While the majority of disability 
cases are resolved on the basis of medi
cal considerations alone or the ability 
to do past work, those cases that re
quire the full consideration of an indi
vidual’s age, education, and work expe
rience are the most difficult to resolve 
at all levels of adjudication. And, they 
are more difficult for the general 
public to understand. Consolidating 
these policies and incorporating them 
into the regulations will serve to make 
clearer to claimants and their repre
sentatives how disability is determined 
where vocational factors must be con
sidered. In addition, it will serve to 
better assure the soundness and con
sistency of disability determinations in 
all claims that are filed regardless of 
the level at which adjudicated; and fi
nally, it should promote better under
standing and acceptance by the public 
and the courts of disability determina
tions that are made.

B ackground

Congress first amended the Social 
Security Act in 1954 to preserve the 
insurance rights of individuals who 
have periods of total disability before 
reaching retirement age. The 1954 pro
vision defined disability, in pertinent 
part, as:
“inability to engage in any substantial gain
ful activity by reason of any medically de
terminable physical or mental impairment 
which can be expected to result in death or 
to be of long-continued and indefinite dura
tion * * * (Section 106(d), Pub. L. 761, 83rd 
Cong., 2d Sess., September 1, 1954, C. 1206, 
68 Stat. 1080).

The law, on its face, did not initially 
mandate consideration of any voca
tional factors. However, the Congress 
envisaged that the determination in 
every case be an individual one. Ac
cordingly, since the inception of the 
social security disability program in 
1954, in the application of the statuto
ry test, consideration has been given 
to the individual’s vocational capacity, 
where pertinent, in determining 
whether the individual is disabled. 
However, because of the clearly limit
ed statutory definition, those factors 
which relate primarily not to disability 
but to an individual’s ability to obtain 
employment have been excluded from  
consideration.

The Social Security Administration’s 
first effort in developing rules for dis
ability determinations was in Eebruary 
1955 when the Commissioner of Social 
Security appointed a Medical Advisory 
Committee to provide technical advice 
on administrative guides and stand
ards designed to provide equal consid
eration to all individuals in the evalua
tion of their disabilities under the 
1954 law. This committee suggested 
that age, education, training, experi-
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ence, and other individual factors 
would need consideration in any case 
requiring evaluation of facts beyond 
the medical report and work record 
even though the law did not specifical
ly require consideration of such fac
tors.

In 1956, the law was further amend
ed to provide for payment of disability 
insurance benefits to insured individ
uals who were disabled; the above- 
quoted statutory definition of disabil
ity was adopted for this purpose 
(Social Security Act as amended by 
§ 103(a) of Pub. L. 84-880, approved 
August 1, 1956, (C. 836, 70 Stat. 815)). 
Regulations promulgated in 1957 to 
implement the statute also provided 
for the consideration of vocational fac
tors. Section 404.1501 of Regulations 
No. 4, provided in pertinent part:

(b ) In determining whether an individ
ual’s impairment makes him unable to 
engage in such activity [substantial gainful 
activity] primary consideration is given to 
the severity of his impairment. Considera
tion is also given to such other factors as the 
individual’s education, training and work 
experience.

(c) It must be established by medical evi
dence, and where necessary by appropriate 
medical tests, that the applicant’s impair
ment results in such a lack of ability to per
form significant functions—such as moving 
about, handling, objects, hearing or speak
ing, or, in a case of mental impairment, rea
soning or understanding— that he cannot, 
with his training, education and work expe
rience, engage in any kind of substantial 
gainful activity. (Emphasis added.)

The initial years of operation of the 
disability program were reviewed by 
the Subcommittee on the Administra
tion of the Social Security Laws of the 
Committee on Ways and Means. This 
Subcommittee’s Preliminary Report, 
issued on March 11, 1960, stated, in 
commenting on “nonmedical stand
ards” in the disability program, that:

"The subcommittee believes it is essential 
that there be a clear distinction between 
this program and one concerned with unem
ployment. It also believes it is desirable that 
disability determinations be carried out in 
as realistic a manner as possible, and that 
theoretical capacity in a severely impaired 
individual can be somewhat meaningless if 
it cannot be translated into an ability to 
compete in the open labor market.”

In August 1960 the regulations were 
further amended. Among other things, 
the amended regulations continued to 
provide for the consideration of voca
tional factors including age, education, 
training, and work experience in deter
mining disability, and specifically 
stated:

"The physical or mental impairments 
must be the primary reason for the individ
ual’s Inability to engage in substantial gain
ful activity. Where for instance, an individu
al remains unemployed for a reason or rea
sons not due to his physical or mental im
pairment but because of the hiring practices 
of certain employers, technological changes
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in the industry in which he has worked, or 
local or cyclical conditions, such individual 
may not be considered under a disability
• * * 99

Reflecting concern about the disabil
ity insurance benefit program and the 
way the definition was being interpret
ed by the courts, the 1967 amend
ments to the law clarified the defini
tion of disability. This legislation em
phasized the role of medical standards 
in determining disability by stating 
that an individual is not to be cohsid- 
ered under a disability unless the indi
vidual’s impairment is of such severity 
that he or she is not only unable to do 
his or her previous work but cannot 
(considering his or her age, education, 
and work experience) engage in any 
other kind of substantial gainful work 
which exists in the national economy.

Specifically, the statutory definition 
of disability in section 223 of the Act 
was amended by the 1967 amendments 
to read, in pertinent part, as follows:

"(d)(1) the term ‘disability’ means—
“(A ) Inability to engage in any substantial 

gainful activity by reason of any medically 
determinable physical- or mental impair
ment which can be expected to result in 
death or which has lasted or can be expect
ed to last for a continuous period of not less 
than 12 months; or

" (B ) [Blindness].
"(2) For purposes of paragraph (1)(A)—
"(A ) An individual (except a widow, sur

viving divorced wife, or widower for pur
poses of section 202 (e) or (f)) shall be deter
mined to be under a disability only if his 
physical or mental impairment or impair
ments are of such severity that he is not only 
unable to do his previous work but cannot, 
considering his age, education, and work ex
perience, engage in any kind of substantial 
gainful work which exists in the national 
economy, regardless of whether such work 
exists in the immediate area in which he 
lives, or whether a specific job vacancy 
exists for him, or whether he would be 
hired if he applied for work. For purposes of 
the preceding sentence (with respect to any 
individual), ‘work which exists in the na
tional economy’ means work which exists in 
significant numbers either in the region 
where such individual lives or in several re
gions of the country. (Emphasis added.)

•  * *  *  •

“(3) For purposes of this subsection, a 
‘physical or mental impairment’ is an im
pairment that results from anatomical, 
physiological, or psychological abnormali
ties which are demonstrable by medically 
acceptable clinical and laboratory diagnostic 
techniques.

*  *  *  *  *

“(5) An individual shall not be considered 
to be under a disability unless he furnishes 
such medical and other evidence of the ex
istence thereof as the Secretary may re
quire.” (Section 158(b), Pub. L. 90-248, Jan
uary 2,1968, 81 Stat. 821.)

The legislative history of this 
amendment indicates that the Con
gress clearly intended that medical

factors be given predominant impor
tance in making disability determina
tions. The House Report (H.R. Rep. 
No. 544, 90th Cong., 1st sess. (1967)) 
states, at page 30:

“* * * In most cases the decision that an. 
individual is disabled can be made solely on 
the basis that his impairment or impair
ments are of a level of severity (as deter
mined by the Secretary) to be sufficient so 
that, in the absence of an actual demonstra
tion of ability to engage in substantial gain
ful activity, it may be presumed that he is 
unable to so engage because of the impair
ment or impairments.” (Emphasis in origi
nal.)

Further, for the first time, Congress 
specifically alluded to vocational fac
tors in the statutory language 
(223(d)(2)(A)) and provided guidance 
as to their applicability. In discussing 
the factors which must be applied to 
individuals whose medical impair
ments are not of a sufficient level of 
severity so that the presumption of 
disability would apply, the House 
Report went on to state, at page 30:

“* * * that such an individual would be 
disabled only if it is shown that he has a 
severe medically determinable physical or 
mental impairment or impairments; that if, 
despite his impairment or impairments, an 
individual still can do his previous work, he 
is not under a disability; and that if, consid
ering the severity of his impairment togeth
er with his age, education, and experience, 
he has the ability to engage in some other 
type of substantial gainful work that exists 
in the national economy even though he 
can no longer do his previous work, he also 
is not under a disability regardless of 
whether or not such work exists in the gen
eral area in which he lives or whether he 
would be hired to do such work. It is not in
tended, however, that a type of job which 
exists only in very limited numbers or in rel
atively few geographic locations would be 
considered as existing in the national econo
my. While such factors as whether the work 
he could do exists in his local area, or 
whether there are job openings, or whether 
he would or would not actually be hired 
may be pertinent in relation to other forms 
of protection, they may not be used as a 
basis for finding an individual to be disabled 
under this definition. It is, and has been, 
the intent of the statute to provide a defini
tion of disability which can be applied with 
uniformity and consistency throughout the 
nation, without regard to where a particular 
individual may reside, to local hiring prac
tices or employer preferences or to the state 
of the local or national economy.”

Except for the existing appendix to 
the regulations listing specific medical 
impairments which are presumptive of 
disability due to the severity involved, 
the existing regulations have provided 
general guidance in the determination 
of disability. They have been support
ed by a wide array of specific adminis
trative materials which have been 
used primarily at the initial and recon
sideration levels in the making of each 
decision. Such materials (provided pri
marily from surveys of industry by the 
Department of Labor, the Bureau of
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the Census and State employment 
services) include a variety of specific, 
published documentations of jobs ex
isting in the local and national econo
my and specific physical, mental and 
skill requirements of such jobs (e.g., 
the County Business Patterns, pub
lished by the Bureau of the Census, 
which show distribution of employ
ment in the United States by locality 
and by industry; the Census Reports, 
published by the Bureau of the 
Census, which give detailed character
istics of the working population on a 
national, regional, and local level; oc
cupational analyses of light and seden
tary jobs prepared for the Social Se
curity Administration by various State 
employment agencies; the Occupation
al Outlook Handbook, published by 
the Bureau of Labor Statistics, which 
shows the nature of work, the training 
and other qualifications needed and 
working conditions and employment 
outlook for certain occupations; and 
the third edition of the Dictionary of 
Occupational Titles, published by the 
Department of Labor, which provides 
job definitions, requirements, worker 
traits, industry designations and indi
cators of skills). Thus, the relationship 
between the physical abilities of spe
cific individuals and the physical, 
mental, and skill requirements of spe
cific jobs - available in the national 
economy has been administratively de
termined. The administrative notice 
which is taken of the mentioned refer
ence materials is based on the fact 
that they are generally recognized in 
business, industry, and government as 
representing authoritative sources on 
jobs throughout the national econo
my. As later editions are published, 
e.g„ the fourth edition of the Diction
ary of Occupational Titles now being 
prepared by the Department of Labor, 
they will be used in the same manner.

Consistent with the definition of dis
ability prescribed by the law and regu
lations, and the relationship between 
the physical abilities of specific indi
viduals and the physical, mental, and 
skill requirements of specific jobs 
available in the national economy, de
tailed guides for determining whether 
disability exists have been developed 
by the Social Security Administration 
and have been provided in the form of 
administrative issuances at the initial 
and reconsideration levels for use in 
the adjudication of each case. Hun
dreds of thousands of such cases are 
adjudicated each year under these 
evaluation guides. These guides are 
now being incorporated into the regu
lations as rules. Their publication in 
this form will facilitate a sound deter
mination of disability in those cases 
where the vocational impact of age, 
education, and work experience must 
be assessed in conjunction with the se
verity of an individual’s medical

impairment(s), better assure consisten
cy of determinations, and better serve 
to advise the public, adjudicatory per
sonnel within the Social Security Ad
ministration, and the courts, of the 
specific rules followed by the Social 
Security Administration.

This need for publication of addi
tional, more definitive medical voca
tional rules has been further height
ened by the advent of the recent title 
X V I (Supplemental Security Income) 
legislation, which introduced into gen
eral adjudicative consideration for the 
first time, a factor not normally pre
sent in the title II disability program— 
the vocational impact upon adult indi
viduals who have no relevant work ex
perience.

Under title II, the “insured status” 
requirement, which applies to most 
disability claimants, requires that the 
claimant have a significant and recent 
.work history covered under the title II 
program. Under title XVI, the same 
test of disability is used as under title 
II, but the collateral requirements are 
directed to financial'need rather than 
participation in a work-related con
tributory system. Therefore, needy 
disabled individuals may qualify under 
title X V I even if they have no work 
history.

Amendments Expanding the 
Regulations

GENERAL

For consistency with the statutory 
definition of disability, the regulations 
contain a technical clarification of the 
language in Regulations No. 4 and 
Regulations No. 16 to reflect that an 
impairment that is “not severe” would 
support a finding that an individual is 
not disabled.

The regulations specifically define 
the adjudicative weight to be given to 
impairment severity, age, education, 
and work experience. They emphasize 
that the adjudicative judgment is to 
be based on consideration of the inter
action of all of the individual factors. 
They also add a new Appendix 2 
which is composed of rules that reflect 
the major functional and vocational 
patterns that are encountered in cases 
where an individual with a severe 
medically determinable physical or 
mental impairment(s) is not engaging 
in substantial gainful activity and the 
individual’s impairment(s) prevents 
the performance of his or her voca
tionally relevant past work. The rules 
in Appendix 2 also reflect the analysis 
of the various vocational factors in 
combination with the individual’s re
sidual functional capacity in evaluat
ing the individual’s ability to engage in 
substantial gainful activity in other 
than vocationally relevant past work.

These rules are'hot presumptive, but 
are conclusive where the necessary 
findings with regard to each individual

establish that a particular rule is met. 
That is, where the findings of fact 
made with respect to a particular indi
vidual’s vocational factors and residual 
functional capacity coincide with all of 
the criteria of a particular rule, the 
rule directs a conclusion as to whether 
the individual is or is not disabled. 
However, these individual findings of 
fact are subject to rebuttal and the in
dividual may present evidence to 
refute the findings. Where any one of 
the findings of fact does not coincide 
with the corresponding criterion of a 
rule, the rule does not apply in that 
particular case and, accordingly, does 
not direct a conclusion.

Because the rules consider only im- 
pariments which result in exertional 
limitations, they are not applicable 
where an individual’s impairment(s) 
causes only non-exertional limitations, 
e.g., certain mental, sensory, or skin 
impairments. Further, the rules may 
not apply where a combination of im
pairments significantly limits the 
range of work an individual can per
form at a given exertional level; nor do 
the rules apply where a finding of fact 
concerning age, education, or work ex
perience differs from the vocational 
characteristics covered by a rule. The 
rules, however, are useful as adjudica
tive guides in considering borderline 
cases and cases involving combinations 
of impairments. In any case where a 
rule does not apply, full consideration 
must be given to all the facts of the 
case in accordance with the definitions 
and discussions of each factor in the 
regulations.

The criteria are considered in appro
priate sequence in the context of the 

^overall disability sequential evaluation 
process. This sequence, conforming to 
existing social security regulations, 
and left substantially unchanged by 
the amendments, is applied in the fol
lowing manner.

1. Determinations based on an indi
vidual engaging in substantial gainful 
activity.

Where an individual is actually en
gaging in substantial gainful activity, 
a finding will be made that the indi
vidual is not under a disability without 
consideration of either medical or vo
cational factors.

2. Determinations based solely on the 
medical severity of impairments.

a. Medical considerations alone can 
justify a finding that the individual is 
not under a disability where the medi
cally determinable physical or mental 
impairment(s) is not severe, e.g., does 
not significantly limit the individual’s 
physical or mental capacity to perform 
basic work-related functions.

b. On the other hand, medical con
sideration alone would justify a find
ing of disability where:

(i) The impairment meets the dura
tion requirement (i.e., is expected to
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last at least 12 months or result in 
death);

(ii) The impairment meets or equals 
the severity of a listed impairment 
published in the Appendix (now desig
nated “Appendix” ) of the disability 
regulations; and

(iii) Other evidence does not rebut a 
finding of disability, e.g., the individu
al is not actually engaging in substan
tial gainful activity.

3. Determinations based on voca
tional as. well as medical consider
ations.

a. Where an individual with a mar
ginal education and long work experi
ence (e.g., 35 to 40 years or more) lim
ited to the performance of arduous un
skilled physical labor, is not working 
and is no longer able to perform such 
labor because of a significant impair
ment or impairments, the individual 
may be found to be under a disability.

b. Where a finding of disability (or 
its absence) is not made under any of 
the foregoing steps, the individual’s 
impairment(s) is evaluated in terms of 
physical and mental demands of the 
individual’s past relevant work. If  the 
impairments) does not prevent the 
performance of past relevant work, 
disability will be found not to exist.

c. If an Individual cannot perform  
his or her past relevant work but the 
individual’s physical and mental capa
cities are consistent with his or her 
meeting the demands of a significant 
number of jobs in the national econo
my and the individual has the voca
tional capabilities (considering his or 
her age, education, and past work ex
perience) to make an adjustment to 
work different from that which the in
dividual has performed in the past, it 
will be determined that the individual 
is not under a disability. However, if 
the individual’s physical and mental 
capacities in conjunction with his or 
her. vocational capabilities (consider
ing his or her age, education, and work 
experience) are not consistent with 
making an adjustment to work differ
ing from that which the individual has 
performed in the past, it will be deter
mined that the individual is under a 
disability.

The amendments and the addition 
of Appendix 2 primarily concern the 
last two steps of the process (3 b and c 
above) and principally the last step (3c 
above). They provide a logical se
quence for evaluating disability within 
the last step the step where it is neces
sary to evaluate the impact of the in
dividual’s severe impairment(s) in con
junction with his or her vocational 
profile (i.e., age, education, and work 
experience). These rules apply only 
after a determination has been made 
that the individual’s impairment(s), al
though severe, does not meet or equal 
the listing of impairments in Appendix 
1 and the individual is unable to per-

RULES AN D REGULATIONS

form past relevant work. Moreover, 
the rules apply only after the impair
ments have been translated into the 
individual’s physical and mental abili
ty to perform functions necessary for 
the performance of work.

In the determination of the individ
ual’s impairments and ability to func
tion, all medical evidence is evaluated. 
The individual has the burden of prov
ing his or her case by furnishing evi
dence of disability, but all evidence ad
duced in the case from any source is 
fully considered. If, however, nothing 
in the evidence raises a question re
garding a particular impairment or 
function, such as seeing or hearing, 
the individual is considered to be able, 
in that respect, to perform work activi
ties.

The amendments focus on the voca
tional factors of age, education, and 
work experience. They are premised 
on the necessity to adjudicate each 
case individually to determine what 
work a specific individual is able to do. 
This includes a specific consideration 
of the individual’s vocational profile. 
In making determinations of disabil
ity, administrative notice is taken of 
authoritative publications and studies 
which identify the kinds and numbers 
of jobs that exist in the national econ

om y and their skill and exertional re
quirements.

Most sources not connected with the 
Social Security Administration which 
deal with the vocational implications 
of limitations resulting from impair
ments, age, education, and work expe
rience do so from the standpoint of 
job placement rather than the social 
security concept of disability, which is 
concerned with the physical and 
mental ability to engage in jobs that 
exist. Such sources entail considera
tion of elements such as employer 
hiring practices which the law ex
cludes from consideration in social se
curity disability adjudication. Thus, 
most of their findings are not directly 
applicable. Such data do, however, 
provide an overview of the realities of 
the labor market and some specific 
reference points that can be utilized. 
The extensive experience of the Social 
Security Administration is also used as 
a basis for consideration of vocational 
factors.

Recognizing the primary importance 
of the individual’s impairment(s) and 
any limitations resulting therefrom, 
the amendments require first that 
sound professional judgments be made 
as to an individual’s residual function
al capacity. Then, a reliable basis is 
needed to relate the individual’s re- 
siual, functional capacity to what he 
or she could be expected to do in 
terms of work at various exertional 
levels. The individual has the burden 
of proving that he or she is disabled 
and where no issue is raised by his or

her allegations or the evidence ad
duced as to specific physical or mental 
capacities, findings as to such capaci
ties are not required.

In order to consider the individual’s 
residual functional capacity in terms 
of the level of work his or her exer
tional capabilities would represent, the 
definitions of sedentary, light, 
medium, heavy and very heavy work 
are use as those terms are defined in 
the third edition of the Dictionary of 
Occupational Titles published by the 
Department of Labor. This provides a 
“bridge” between assessment of resid
ual functional capacity and the identi
fication of ranges of work and types of 
jobs that remain within the individ
ual’s functional capabilities. The rules 
attach vocational significance to the 
functional capability for various 
ranges of work in terms of the relative 
numbers of jobs represented by the 
various capabilities.

The functional ability to perform 
heavy work, which includes the func
tional capability for work at all of the 
lesser functional levels as well, indi
cates the functional capability for 
almost all work that is listed in the 
third edition of the Dictionary of Oc
cupational Titles. The functional abili
ty to perform very heavy work in
cludes the functional capability for all 
work that is listed in the third edition 
of the Dictionary of Occupational 
Titles.

The functional capacity to perform 
medium work includes the functional 
capacity to perform sedentary, light, 
and medium work and indicates a sub
stantial work capability. Approximate
ly 2,500 separate unskilled sedentary, 
light and medium occupations are 
identified in the Selected Characteris
tics of Occupations, a supplement to 
the third edition of the Dictionary of 
Occupational Titles. Each occupation 
represents numerous jobs found 
throughout the national economy.

The functional ability to perform a 
full or wide range of light work repre
sents substantial work capability in di
verse jobs and industries at all skill 
levels. Approximately 1,600 separate 
unskilled light and sedentary occupa
tions can be identified in the Supple
ment to the Dictionary of Occupation
al Titles (third edition), each occupa
tion representing numerous jobs found 
throughout the national economy.

Most sedentary occupations are 
skilled or semi-skilled, and fall within 
the professional, administrative, tech
nical, clerical, machine trade, and 
bench work classifications. There are 
also approximately 200 separate un
skilled sedentary occupations which 
can be identified in the Supplement to 
the Dictionary of Occupational Titles 
(third edition), each occupation repre
senting numerous jobs found through
out the national economy. While sed-
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entary work represents a significantly 
restricted range of work, this range 
itself is not so restricted as to negate 
work capability for substantial gainful 
activity. As with the other factors, the 
functional level of work which an indi
vidual can perform is not, in itself, de
terminative of disability but must be 
considered in conjunction with the in
dividual’s age, education and work ex
perience.

Appendix 2 considers the functional 
level of work which an individual can 
perform in relation to the individual’s 
age, education, and work experience. 
Various combinations of these func
tions are arranged to direct a conclu
sion as to whether the individual is 
disabled. Where findings of fact as to 
the individual’s remaining functional 
capacity, age, education and work ex
perience coincide with the criteria of a 
specific rule, the indicated conclusion 
obtains. Where any one of the individ
ual findings of fact does not coincide 
with a criterion specified in a particu
lar rule, the rule does not apply in 
that particular case and, therefore, 
does not direct a conclusion of dis
abled or not disabled. In those in
stances the Appendix 2 rules will pro
vide a guide for decisionmaking along 
with the discussions of each factor in 
the body of the regulations.

If it is found that an individual does 
not have the physical-mental capacity 
to perform work even at a sedentary 
level—the level requiring the least ex
ertion-disability will be determined to 
exist, absent specific evidence to the 
contrary (e.g., the individual is work
ing in substantial gainful activity). (In  
such a situation, the individual should 
ordinarily have been determined to be 
disabled based solely on consideration 
of the medical severity of impairment 
under Step 2b in the sequential proc
ess described above.) If, on the other 
hand it is found that the individual, 
although severely impaired, does have 
the physical-mental capacity to per
form work at some exertional level 
(i.e., sedentary through heavy), consid
eration then must be given, as pro
vided in the law, to whether “jobs 
exist in the national economy” that 
are within the individual’s capability, 
considering his or her residual func
tional capacity in the light of his or 
her age, education, and work experi
ence, ■ - ’ „ 7;

As previously set out, the law pro
vides that “jobs exist in the national 
economy” when they exist in signifi
cant numbers either in the region 
where an individual lives or in several 
regions of the country. Further, in de
fining what constitutes disability, 
under sections 223(d) and 1614(a)(3) of 
the Social Security Act, the Congres
sional intent is that where an individ
ual’s physical or mental impairment(s) 
and his or her age, education, and past
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work experience are compatible with 
the performance of substantial gainful 
activity, the individual cannot be con
sidered under a disability because he 
or she is unsuccessful in obtaining 
work he or she can do; or because 
work he or she could do does not exist 
in his or her local area; or because of 
the hiring practices of employers, 
technological changes in the industry 
in which the individual has worked, or 
cyclical economic conditions; or be
cause there are no job openings for 
the individual or the individual would 
not actually be hired to do work he or 
she could otherwise perform. On the 
other hand, an individual may be de
termined to be under a disability if the 
individual’s physical or mental impair
ments are of such severity that the in
dividual is not only unable to do his or 
her previous work but cannot, consid
ering his or her age, education, and 
work experience, engage in any other 
kind of substantial gainful work which 
exists in the national economy.

In view of the provisions of the law 
and data which show that significant 
numbers of unskilled jobs do exist in 
the “national economy” at each of the 
levels of required exertion from seden
tary through heavy and very heavy, 
an individual would not meet the re
quirements for disability if the individ
ual has the residual functional capac
ity to do work at any of these levels 
and the individual’s vocational capa
bilities, considering his or her age, 
education, and work experience, are 
not so adverse as to preclude his or 
her ability to engage in such work. 
Thus, for example, an individual who 
retains the physical ability to do a 
wide range of light work, who is not of 
advanced age, and is able to communi
cate, read, and write on an elementary 
level, would generally be considered to 
still be in the competitive labor 
market "for light, unskilled work, de
spite the absence of special experience 
or skills. This is a longstanding guide 
used by social security disability pro
gram adjudicators and has been avail
able in administrative issuances.

Within the context of the preceding 
discussion concerning the overall 
impact of vocational considerations in 
assessing disability, the expanded reg
ulations also provide specific rules for 
assessing each of the vocational fac
tors of age, education, and work expe
rience. The bases for these rules are 
discussed below:

A ge

Reference sources and materials 
dealing with chronological age in 
terms of »vocational relationship deal 
principally with employment and re
habilitation activities, basing their 
conclusions mainly on the rate of par
ticipation in the labor force, the un
employment rate, duration of unem-
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ployment, and the proportion of hires 
to applicants. It appears from such 
materials that the “older worker” is 
usually considered as an individual 45 
years of age and older. See, for exam
ple “Services to Older Workers” by the 
Public Employment Service (May  
1957), page 9; Training and Employ
ment of the Older Worker, Recent 
Findings and Recommendations 
Based on Older Worker Experimental 
and Demonstration Projects by Sarah
F. Letter (February 1968), page 1 and 
2; The Productive Years Age 45-65 (un
dated) published by the National Asso
ciation of Manufacturers; Meeting the 
Manpower Challenge of the Sixties 
with 40-plus Workers, a November 
1960 Department of Labor publication, 
page 12.

It is further noted in publications 
that age 55 represents a critical point 
in the attempts of “older workers” to 
obtain employment. See, for example, 
A Survey of the Employment of Older 
Workers (1965) by the State of Califor
nia, Department of Employment and 
Citizens’ Advisory Committee on 
Aging, page 96; The Vocational Adjust
ment of the Older Disabled Worker, A 
Selective Review of the Recent Litera
ture, by Herbert Rusalen, Ed. D  (a 
study for the Vocational Rehabilita
tion Administration), pages 9, 10, and 
12; Services to Older Workers by the 
Public Employment Service (May  
1957).

In viewing the overall implications 
of the data in the sources cited, it 
must be recognized that there is a 
direct relationship between age and 
the likelihood of employment. Howev
er, the statutory definition of disabil
ity provides specifically that vocation
al factors must be viewed in terms of 
their effect on the ability to perform 
jobs rather than the ability to obtain 
jobs—in essence, in terms of how the 
progressive deteriorative changes 
which occur as individuals get older 
affect their vocational capacities to 
perform jobs. Since no data or sources 
are available which relate varing spe
cific chronological ages to specific vo
cational limitations for performing 
jobs, it has been necessary to analyze 
and interpret the available age—em
ployment data to ascertain a point 
where it would be realistic to ascribe 
vocational limitations based on chron
ological age.

Prior experience of the Social Secur
ity Administration in determining 
when age makes a difference in dis
ability determinations has also been 
considered, e.g., as shown in the Social 
Security Disability Applicant Statis
tics/1970 published by the U.S. De
partment of Health, Education, and 
Welfare, Social Security Administra
tion, Office of Research and Statistics, 
September 1974, as well as the Veter-
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ans Administration Schedul > for 
rating disabilities (38 CFR 4.17).

In this respect, while the data re
flect employment problems as develop
ing at age 45, they recognize that this 
problem becomes significantly intensi
fied at age 55. It is at this point, age 
55, where it can reasonably be antici
pated, therefore, that the deteriora
tive changes which occur in older per
sons which affect vocational capacities 
would most likely occur. Further, the 
vocational adversity of age 55 was rec
ognized in Report of the 1971 Advisory 
Council on Social Security published 
by the U.S. Government Printing 
Office, April 5,1971; and age 55 has al
ready gained Congressional recogni
tion in legislation establishing special 
provisions for disability because of 
blindness (see section 223(d)(1)(B) of 
the Social Security Act).

Thus, from the standpoint of chron
ological age, the proposed amend
ments reflect age 55 and over as ad
vanced age representing the point 
when age could be expected to be an 
adverse consideration in determining 
an individual’s vocational adaptability 
to work differing from that of his or 
her past experience. This designation 
of age is an expectancy only and not 
an arbitrary limit and may not be cru
cial in a particular case. Indeed, what
ever disadvantage “advanced age”.may 
have generally may be offset in a spe
cific case by an advantage such as 
skills or training. Further, no general 
application or inferences are intended 
regarding employer hiring practices 
with respect to age. (The Age Discrim
ination in Employment Act of 1967 
prohibits discrimination in hiring 
practices because of age.) A s . noted 
earlier, employer* hiring practices, re
gardless of their legality, are excluded 
from consideration in social security 
disability adjudication. The ultimate 
finding of whether an individual of ad
vanced age can or cannot reasonably 
be expected to adjust to work other 
than that which the individual has 
performed in the past, is dependent 
upon an evaluation of the extent of 
the individual’s limitations resulting 
from medically determinable impair
ments in interaction with his or her 
age, education, training, past work ex
perience (or lack of work' experience), 
and sk ills.

In addition, these amendments take 
cognizance of the fact that the voca
tional impact of age does not abruptly 
change from a favorable to an adverse 
vocational consideration precisely at 
the point of attaining age 55. There
fore, the proposed amendments pro
vide for consideration of a lesser, but 
nevertheless significant, degree of vo
cational adversity as advanced age is 
approached. The chronological ages 
shown in the Appendix 2 Rules (45, 50, 
55, 60) as representative of the in

creasing adversity of age within the 
scope of consideration of this factor in 
social security disability adjudication 
are intended as specific indicators, but 
are not intended to be applied me
chanically in borderline situations.

Education

Formal education is given adjudica
tive weight to the extent that it re
lates to an individual’s ability to meet 
reasoning abilities, language, and 
arithmetical requirements of jobs. 
Reasoning ability would affect the in
dividual’s ability to follow instructions 
and make judgments in a work situa
tion. Language competence relates to 
ability to read, write, and speak. The 
inability to meet the language require
ments at an elementary level would re
strict even the number of unskilled 
jobs a person would be able to do. Sim
ilarly, the inability to perform simple 
calculations in addition and subtrac
tion would represent vocational re
strictions in performing some un-# 
skilled jobs. On the other hand, the 
Dictionary of Occupational Titles, 
third edition, and particularly the sup
plement thereto, Selected Characteris
tics of Occupations published by the 
Department of Labor, reflects that in
dividuals with basic competences in 
speaking, reading, writing, and making 
simple calculations do have the educa
tional capabilities for performing un
skilled work. The Occupational Out
look Handbook, published by the 
Bureau of Labor Statistics (page 778, 
1970-1971 edition and page 764, 1974- 
1975 edition), also reflects that people 
who have less than a high school edu
cation and no previous experience 
often can qualify for unskilled jobs. 
Other materials indicate sim ilar corre
lations and reflect that employability 
tends to increase with education. See, 
for example, in the Occupational Out
look Handbook, published by the 
Bureau of Labor Statistics (1974-1975 
edition), the section within each occu
pational listing entitled “Training, 
Other Qualifications, and Advance
ment,” for example, see page 764; The 
Long Term. Unemployed, Educational 
Attainment (October 1964) published 
by the Manpower Administration of 
the Department of Labor in coopera
tion with the Oklahoma Employment 
Security Commissioner (pages vi, and 
18); Monthly Labor Review  of January 
1974, an article entitled “Educational 
Attainment of Workers, March 1973” 
(pages 58-61); Automation Manpower 
Services Program Report by the New  
Jersey State Employment Service enti
tled “The ‘Mack’ Worker, The Impact 
of His Job Loss 2Vz Years Later (De
cember 1965) (pages 14 and 15); A 
Survey of the Employment of Older 
Workers (1965) by the State of Califor
nia Department of Employment and 
Citizens’ Advisory Committee on

Aging; The Impact of Technological 
Change in the Meatpacking Industry, 
published by the Division of Employ
ment, Department of Labor in March 
1966 (page 16). Illiteracy as an adverse 
factor has also been discussed in cer
tain sources (e.g., Rehabilitation of the 
Aging prepared by Portland State Col
lege under auspices of Vocational Re
habilitation; Monthly Labor Review, 
September 1972, an article titled “How 
Employers Screen Disadvantaged Job 
Applicants”).

An education of high school level or 
above may serve as a partial substitute 
for loss of physical capacity, i.e., 
better educated individuals are more 
likely to be engaged in sedentary and 
professional jobs. Thus, they are not 
as likely to apply for benefits or to be 
classified as disabled. In support of 
this, the data do not show the better 
educated to be heavily represented 
among the disabled; see, for example, 
Social Security Disability Applicant 
Statistics/1970, D H E W  Pub. No. (SSA) 
75-11911, pages 45, 46, 47, tables 18,19, 
and 20.

In viewing the overall implications 
of the data in the sources cited, it 
must be recognized that there is a 
direct relationship between the level 
of education attained and the likeli
hood of employment. These sources 
indicate that young people who have 
less than a high school education and 
no previous work experience often can 
only qualify for employment in un
skilled jobs such as kitchen workers, 
dishwashers, or construction laborers. 
Also, it is noted that individuals with 
the least schooling tend to have the 
most unemployment. In the blue 
collar classification, skilled workers 
tend to have a higher educational at
tainment than semi-skilled workers. In 
the white collar classification, most 
employees are high school graduates. 
Additionally, upon becoming unem
ployed or laid off, individuals with at 
least a high school education have 
better success in finding new employ
ment. As a corollary, the chronically 
unemployed tend to be functional illi
terates since most employers require 
that prospective employees at least be 
able to read and write. This is true 
even in the case of some unskilled 
work.

Thus, it can be seen that employabil
ity tends to increase and unemploy
ment tends to decrease as the level of 
education increases. Increasing adapt
ability to changing working conditions 
and acquisition of more readily trans
ferable skills occurs with increased 
education. Further, individuals who 
lack an adequate education, especially 
if they are illiterate, may be excluded 
from consideration for jobs which re
quire a specified minimal educational 
background, even though these indi- 
viduals might meet all other job quali-
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fications. In considering the impact of 
education in social security disability 
adjudication, judgments must be made 
beyond the mere use of the number of 
grades of formal schooling an individ
ual has achieved. In applying the 
Rules in Appendix 2, the factor of edu
cation must represent the individual’s 
demonstrated Competences in addition 
to or instead of a particular number of 
years of formal schooling or a lack of 
formal schooling.

W ork Experience

An individual’s past work experience 
is considered as demonstrating most 
persuasively the kinds of work and 
skill level at which an individual is 
qualified to perform. In the regula
tions, previous experience, particularly 
if it resulted in work skills that are 
transferable to other jobs, is treated as 
a substantial vocational asset in ac
cordance with sources which reflect 
that workers with skills tend to have 
fewer and shorter periods of unem
ployment, and that skilled workers are 
often in demand even at age levels 
when some workers without acquired 
skills are experiencirig difficulty in the 
labor market. Some of these sources 
are: Counseling and Placement Serv
ices for Older Workers (September
1956) 'published by the Department of 
Labor, Page 4, Section C.2.c; page 12, 
No. 14; page 15, No. 8, page 77, Section 
H.l; A Survey of the Employment of 
Older Workers 1964, published by the 
State of California, Department of 
Employment and Citizens’ Committee 
on Aging, Page 9, Section B .l; Page 10, 
under the heading “Experience”; Page 
49, Section A.; Page 70, Section 2.a.; 
and Services to Older Workers by the 
Public Employment Service (May
1957) , published by the U.S. Depart
ment of Labor; Page 7, Section C. 
However, to be under a disability an 
individual must not only be unable to 
do his or her customary work but also 
must be unable to do any other kind 
of work that exists in significant num
bers in the national economy. A l
though past work experience provides 
an individual with familiarity with cer
tain work environments, as previously 
noted the third edition of the Diction
ary of Occupational Titles, and other 
sources identify many unskilled jobs 
in the national economy-at all levels of 
exertion which do not require skills or 
previous work experience, and even in
dividuals without past work experi
ence may vocationally qualify for such 
jobs. Notwithstanding this fact, the 
expanded regulations do recognize 
that where the applicant has had no 
prior work experience (a  significant 
number of applicants for Supplemen
tal Security Income benefits fall in 
this category) this is an adverse voca
tional factor which must be taken into

consideration, particularly for individ
uals of advanced age.

P ublic Comments

Over 2,800 comments have been re
ceived on these amendments following 
their publication as a notice of pro
posed rulemaking (N P R M ) in the F ed
eral R egister, Volume 43, No. 45 on 
March 7, 1978, beginning at page 9284. 
Some of those who had comments 
were supportive of the regulations. 
Others feared that the substance of 
the amendments is new and intended 
primarily to deny benefits to disabled 
individuals in order to save trust fund 
moneys. The majority of commentera 
were concerned that the amendments 
represented new policies which were 
intended to pay many persons who 
would not now qualify for disability 
benefits, thereby adversely affecting 
program financing.

The policies, definitions and rules 
set out in the regulations reflect exist
ing policies. W e believe that the regu
lations will not have any significant 
effect on the current allowance-denial 
rates. Rather than abridge claimants’ 
rights, the regulations will provide in
formation about the applicable rules, 
and will promote more equitable, con
sistent and understandable decisions.

Many of the comments raised issues 
which were answered in the preamble 
to the N PR M  published on March 7 
(43 FR  9284). Since the issues in these 
comments were addressed in the 
N PR M  and changes were made in re
sponse to the ones that were accepted, 
the repetitive comments are included 
in this preamble only where helpful in 
responding to new comments, or 
where there are significant variations. 
W e regret, however, that some of the 
repeated comments reflect some mis
conceptions that have persisted de
spite frank discussions. Some addition
al changes have been made in the 
amendments as a result of the com
ments currently received. However, 
these are mostly of a clarifying nature 
and do not change the substance of 
the regulations. For example, several 
cross references to related disability 
regulations (including those concern
ing “substantial gainful activity” ) 
have been added and certain complex 
sections subdivided to make them 
more readily understood.

Because of the volume of comments, 
we have not provided individual re
sponses. The following discussion sorts 
the comments into broad categories 
and responds to the issues raised.

I. Public Perceptions of the Nature 
and Effect of the Regulations

Issues

Several commentera requested that 
the regulations be withdrawn or ex
tensively modified on the basis that

“everyone has expressed opposition to 
their publication.” Some continued to 
suggest that the Social Security Ad
ministration (SSA ) was introducing at 
least a “limited” average man concept. 
Fears were also expressed that the 
regulations will cause a crisis in hear
ings, appeals and judicial review, lead
ing to delays of decisions for claim
ants, and that administrative law 
judges (ALJ’s) and other decision
makers will make preconceived deci
sions. It was further suggested that 
additional instructional material will 
be needed for Federal and State adju
dicators, new pamphlets for the public 
and more detailed notices of findings 
of not disabled at the initial and re
consideration levels.

Several said that it will become nec
essary for claimants to be represented 
by attorneys, while others believed 
that the regulations will encourage 
fraud, discourage people from self-im
provement, and result in more findings 
of disabled for minority groups. An
other writer asked what part of SSA ’s 
disability caseload will be affected by 
the regulations.

Response

The bulk of the public comments on 
the regulations have been from two 
distinct sources: ( 1 ) A  coordinated re
sponse form claimant advocacy groups 
who fear that the regulations are in
tended to “deliberalize” the disability 
program at the expense of disabled 
persons in order to save trust fund 
moneys; and (2) a large response (over 
2,500) generated by a syndicated news
paper column and related articles 
which pictured the regulations as a 
“liberalization” intended to pay bene
fits to nondisabled persons and thus 
cause the trust funds to go broke.

The two main groups of com- 
menters, while both objecting to the 
proposed regulatiohs, are on opposite 
sides regarding the direction they be
lieve the disability program will and 
should take. Actually, the regulations 
as reflective of longstanding policies 
are neither intended nor expected to 
make the disability program more or 
less liberal. They are in accordance 
with the Social Security Act and legis
lative history, and intended only for 
the purposes set out in the NPRM .

Contrary to many of the com- 
mentera' concerns about “liberaliza
tion” of the program, the requirement 
of the law that a severe medically de
terminable impairment must be pre
sent for any finding of disability has 
not been changed. In fact, the regula
tions reemphasize the primary impor
tance of the individual’s impairment. 
These concerns arose mainly from 
newspaper articles which indicated 
that an inability to add and subtract, 
advanced age, inability to adjust to 
new work or inability to communicate
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in English would replace consideration 
of a severe impairment to qualify per
sons for disability benefits. Since this 
information (upon which over 2,500 
commenters relied) was faulty, this 
preamble does not include discussion 
of each of the items erroneously de
scribed as replacing a severe impair
ment as the basic requirement for dis
ability benefits. However, these com
ments were not ignored. W e individ
ually considered and acknowledged all 
of the comments received, sent copies 
of the NPR M  to those who requested 
them, and provided additional infor
mation in response to mail and tele
phone inquiries. It is hoped that these 
efforts have helped achieve a better 
understanding of the regulations.

Regarding “deliberalization’’ of the 
program, some of the continued fears 
about an “average man” approach in 
place of individualized adjudication 
appear to result from an emphasis on 
the tables in Appendix 2 to the exclu
sion of the rest of the regulations. 
These tables cannot be applied, and 
should not be read, out of context. 
The explanatory material, definitions 
and guides in the regulations must 
also be considered, and adjudication 
must proceed in a sequential manner 
as set out in the regulations. In follow
ing this sequence and considering all 
appropriate factors, individualized ad
judication is assured as in the past.

ALJ’s and other decision makers are 
aware that a person’s impairments can 
worsen or improve with the passage of 
time and that thorough individual 
consideration of all applicable factors 
is necessary in each claim. Decision 
makers are expected to use the regula
tions as they are published, which will 
improve decision making rather than 
lead to pre-conceived decisions, or the 
disregarding of evidence or other 
misuse of the tables in Appendix 2.

As in the past when such major reg
ulations as those on medical criteria 
and substantial gainful activity were 
issued, SSA will hold training sessions 
and publish instructions for personnel 
in the disability program, as well as 
issue any appropriate pamphlets or 
other materials for the general public 
and revise notices as appropriate.

These regulations do not address the 
basic medical aspects of disability eval
uation, the nature and sufficiency of 
signs, symptoms and laboratory find
ings reported; these are at least as 
complex as vocational factors and are 
the basis of the assessment of the 
claimant’s residual functional capacity 
which, in turn, provides the setting for 
evaluation of age, education and work 
experience. This is the same as before. 
However, the regulation set out and 
defined in a single source the long
standing guides for evaluating the vo
cational factors in context with the in
dividual’s residual functional capacity,
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making this material more readily 
available in detail to everyone.

Therefore, we do not agree that a 
person could not prosecute his or her 
own disability claim or would be likely, 
because of these regulations, to need 
attorney representation more than in 
the past. Further, the denial notice at 
each adjudicative level clearly informs 
the claimant of appeal rights and, if a 
claimant expresses interest in having 
representation, he or she is told about 
the right to be represented; how to ap
point a representative; what a repre
sentative may do; and fee regulations.

While in the short run delays in 
claim processing could result if the 
courts decide to make wholesale re
mands, this would have to be dealt 
with at the appropriate time and the 
inconvenience to claimants minimized. 
Such possibilities are not unique'to  
these regulations and do not obviate 
their need. Further, the regulations 
have a 90-day delayed effective date to 
help prepare for their implementa
tion.

Previous publications of regulations 
setting out disability criteria, such as 
the medical listings and the substan
tial gainful activity (S G A ) criteria, did 
hot result in an increase in fraudulent 
statements by claimants or their rep
resentatives, and it is not anticipated 
that these regulations will either. Any 
significant increase in misstatements 
would result in a review of documenta
tion policies. W ith respect to the possi
bility that the regulations will nurture 
of lack of motivation for a person to 
become better educated or skilled, it is 
emphasized that the presence of ad
verse vocational factors without a 
severe physical or mental impairment 
does not warrant a finding of disabled.

The longstanding policies for the ad
judicative consideration of age, educa
tion and work experience apply equal
ly in consideration of all individuals 
who are severely impaired. These poli
cies, which reflect an individualized 
adjudicative approach, apply regard
less of where a severely impaired 
person may live. Otherwise the disabil
ity program, which is national in 
scope, would not treat impaired per
sons living in different areas, or per
sons who might move to other areas, 
in the same manner. Each claimant 
will receive a determination that re
flects the facts in his or her case. How
ever, the regulation will help to assure 
consistent results for claimants with 
similiar factual situations.

W e are aware that there have often 
been greater concentrations of individ
uals in particular areas or groups who 
may be more poorly educated, unable 
to communicate in English or less 
skilled, and that such individuals who 
are severely impaired may be more 
likely to be found disabled. However, 
they will not be paid disability bene

fits on the basis of their residence or 
cultural background, but on the basis 
of a severe impairment and the exist
ence of adverse vocational factors. As 
stated in existing policies and as re
flected in these regulations, disabled 
individuals are paid benefits regard
less of where they live, from where 
they may have come, or how many 
other disabled individuals may have a 
similar background or residence. Ex
amples of some areas in which greater 
numbers of persons with adverse non
medical factors have been found in the 
past include Puerto Rico, some Indian 
reservations, parts of Alaska, Appala
chia, cities where disadvantaged or 
newly arrived groups have congregat
ed, and other urban and rural areas. 
The fact that SSA’s policies have rec
ognized these realities in the past 
would indicate no expected overall 
change in allowance/denial rates.

Figures were distributed at the 
public meetings which SSA held in 
Baltimore (41 FR  51471), Dallas, and 
San Francisco (42 FR  8223), about 
title II cases processed in Fiscal Year 
1976 which show that, on the initial 
level, of 948,180 worker claims proc
essed that year 91,969 individuals were 
found not disabled because they could 
do other work; while 116,088 were 
found disabled because they could not 
do other work. This is the type of case 
covered in these regulations. The re
mainder of the cases were decided on 
purely medical and other bases. Ap
proximately the same distribution 
exists for other years.

II. Procedures Used in Promulgating 
the Regulations

Issues

Two writers stated that additional 
public meetings should be held to dis
cuss the N PR M  responses to the issues 
raised in public comments. Others 
asked for an additional extension of 
the public comment period. One com- • 
menter suggested that lower-ranking 
officials have been remiss in not pre
senting the views opposed to the regu
lations to the Commissioner of Sbcial 
Security and the Under Secretary of 
HEW, and requested a meeting with 
them. Another writer noted that all 
questions and comments resulting 
from the public meetings and respond
ed to in the N PR M  were from individ
uals and groups who feared the regu
lations were more restrictive than past 
policies, and inquired if any attempt 
had been made to obtain comments 
from persons with the opposite view— 
that the regulations are more liberal 
and will, therefore, result in benefits 
being paid to more people than before.

Response
W e have tried to obtain as much 

public imput over as broad a spectrum
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as possible through publicizing the 
regulations and inviting comments. To 
this purpose, the public meetings held 
in Baltimore, Dallas, and Sam Francis
co were announced in the F ederal 
R egister and in press releases, invit
ing everyone to attend and to provide 
comments. In addition, public com
ment periods were provided following 
the meetings. Since most of the per
sons who attended the meetings repre
sented claimant advocacy groups, the 
comments addressed in the NPR M  
were largely in response to their con
cerns.

Publication of the NPR M  with at
tendant publicity represented an addi
tional effort to expose the proposed 
regulations to as much public scrutiny 
as possible, and to encourage everyone 
to submit any comments they might 
wish to make. The extension of the 
NPRM  comment period for an addi
tional 30 days to allow more time for 
public comments was also announced 
in the F ederal R egister <43 F R  19238) 
and in press releases. Further, repre
sentatives of groups opposed to the 
regulations have had access to SSA  
documents, and have met with the im
mediate staffs of both the Commis
sioner and Under Secretary. All views 
expressed during these meetings hav? 
been presented fully and accurately to 
top SSA and H E W  staff.

Several changes were made in the 
NPRM  as a result of views expressed 
in the public meeting and the written 
comments which were received there
after. In light of more than ordinary 
efforts to seek and accommodate 
public participation, and since there 
have been no significant changes in 
the regulations oh SSA’s own motion 
after the public meetings, there is no 
present need for additional publicity, 
meetings or extensions of public com
ment period. W e believe that full op
portunity to comment has been of
fered, and that the full range of com
ments on these regulations has now 
been received and carefully consid
ered.

III. SAA's Experience, Data and 
Studies Used to Support the Regula
tions

Issues
One commenter stated that SSA has 

misled the public about the regula
tions being merely an elaboration of 
longstanding policy, and that a new 
NPRM  should be issued with deletions 
of any such references. Another com
menter stated that the regulations 
have not been used in the past in any 
form which is entitled to any weight 
in rulemaking. Some writers suggested 
that SSA used references to experi
ence as a substitute for data, evidence 
and careful study; and one requested 
an opportunity to cross-examine social 
security employees having knowledge

RULES AN D REGULATIONS

of SSA’s adjudicative experience and 
data relied upon in the proposed regu
lations.

In related questions, writers asked 
how quality control results were used 
in testing the regulations, and what 
data support the use of the 15 year 
period for consideration of an individ
ual’s past work. Also, some com- 
menters repeated statements that sci
entific pretesting of the regulations 
should have been done.

Response

In promulgating these regulations, 
the Secretary is exercising statutory 
rulemaking authority to put into the 
regulations a construction that has ex
isted for many years. While extensive 
background and experience is not re
quired for such publications, SSA  
does, in fact, have considerable agency 
expertise developed over many years. 
Organizations and professions com
monly recognize the value of experi
ence even though it may not always be 
presented in statistical form.

Experience with the adjudicative 
policies set out and elaborated upon in 
the regulations is commonly held 
knowledge by thousands of past and 
present State and Federal employees 
who have worked in the social security 
disability program. Further, inspection 
of SSA files under the Freedom of In
formation Act showed the policy 
system reflected in the regulations to 
not be of recent origin. Accordingly, 
we do not believe that cross-examina
tion of present SSA personnel as to ex
perience or other subjects is either 
necessary or appropriate.

The data used in the evolution of 
the policies over the years are largely 
in the public domain. While data and 
reference materials have been used as 
appropriate, it must be borne in mind 
that SSA has had to create policy in 
several areas of the disability program 
that is different, by law, from other 
Governmental and private disability 
programs.

As stated in the NPRM , the 15-year 
period established as a limitation for 
considering past work is designated es
sentially as a safeguard in the interest 
of the disability claimant. While the 
law speaks only of “previous work,” 
there is obviously some doubt that a 
claimant should be denied disability 
benefits on the basis that he or she 
could still functionally engage in some 
particular job held many years in the 
past, or because of skills he or she ac
quired at that time which have not 
been used since. The 15-year guide is a 
longstanding policy which was adopt
ed many years ago during the evolu
tion of the disability policy system, 
and has been followed since.

Continued suggestions that the reg
ulations be pretested apparently re
sulted from beliefs that the regula-
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tions reflect new policies. While, as 
noted in the NPRM , we do not consid
er pretesting necessary because of ex
pectations based on long experience, 
we plan to monitor the disability pro
gram to make sure there are no un
foreseen effects. Quality control find
ings, which were noted during the evo
lution of the policy system will be a 
part of the monitoring effort.

One organization commissioned a 
study of the proposed regulations and 
submitted the study report as support
ing their comments, including the 
major criticisms of the regulations 
which they and others have advanced. 
A  thorough study by qualified SSA  
professionals revealed that the organi
zation relied to some extent on faulty 
premises in making their comments. 
Thus most of the commissioned study 
conclusions were not applicable. The 
commissioning organization was pro
vided directly with SSA’s detailed 
analysis and discussion of the conclu
sions of the study. While the lengthy 
professional evaluation could not be 
readily included in this preamble, it is 
available upon request.

IV. Definition of Impairments as 
“Not Severe”

Issues

Several commenters questioned the 
use of the term “not severe.” One sug
gested that the term indicates a 
change in the definition of disability, 
while another believed it could be seen 
as a device to limit entitlement. A  
writer stated that, instead of the nega
tive wording, "A  medically determin
able impairment is not severe if it does 
not significantly limit an individual’s 
physical or mental capacity to perform 
basic work-related functions,” the defi
nition should be given in the positive 
terms, “A  severe impairment is one 
that significantly limits an individual’s 
physical or mental capacity to perform 
basic work-related functions.” Another 
commenter believed that it would be 
simpler to say that an individual can 
be found not disabled on medical con
siderations alone when the impair
ment does not prevent heavy work.

Still another writer, not questioning 
the concept itself, pointed out that in 
regulations sections 404.1502(a)/ 
416.902(a), the phrase “absent evi
dence to the contrary” at the end of 
the sentence is misplaced and implies 
that, where medical considerations 
alone justify a finding of no disability, 
something other than medical evi
dence can justify a finding that an in
dividual is under a disability.

Response

The definition, “A  medically deter
minable impairment is not severe if it 
does not significantly limit an individ
ual’s physical or mental capacity to
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perform basic work-related functions” 
is a clarification of the previous regu
lations terms “a slight neurosis, slight 
impairment of sight or hearing, or 
other slight abnormality or a combina
tion of slight abnormalities.” Both 
have a negative sense and are related 
to the requirement of the law that, for 
impairments to be disabling, they 
must be “of such severity” as to pre
vent the claimant from doing previous 
work and, considering age, education 
and work experience, prevent the indi
vidual from engaging in any kind of 
substantial gainful work which exists 
in the national economy. The discus
sion on pages 9296 and 9297 of the 
NPR M  shows that there is no inten
tion to alter the levels of severity for a 
finding of disabled or not disabled on 
the basis of medical considerations 
alone, or on the basis of medical and 
vocational considerations. Negative 
phrasing of this concept is more useful 
in evaluating disability than affirma
tive terms would be. W ith respect to 
the suggestion that a “not severe” im
pairment be defined as one that does 
not prevent heavy work, it cannot be 
adopted because such a definition 
would not pertain to loss of mental 
function and all other nonexertional 
impairments.

W e are appreciative of the writer’s 
calling our attention to the possible 
misconstruction that could occur of 
the wording in §§ 404.1502(a)/ 
416.902(a), which has been changed to, 
“Medical evidence (i.e., signs, symp
toms, and laboratory findings) alone 
can justify a finding that an individual 
is not under a disability, or absent evi
dence to the contrary, that an individ
ual is under a disability.”

V. Consideration of Medical Factors 
before Consideration Is Given to Voca
tional Factors

Issues

Several commenters stated that 
there should be no “gray areas” of dis
ability decisions, that people are 
either disabled or not disabled, and 
that this can be determined on a medi
cal basis alone, without considering 
age, education, and work experience. 
One commenter wished to have a defi
nition of “erratic or irregular” as used 
in the preamble response on page 9299 
of the NPRM . Another writer stated 
that pain should be considered a non
exertional impairment along with 
mental, sensory and skin impairments. 
Somewhat in the same vein, one com
menter observed that, under case law, 
SSA must consider the claimant’s sub
jective evidence not only of pain but 
also of his or her exertional abilities.

One writer was concerned that “evi
dence of record” as used in regulations 
sections 404.1505(a)/416.905(a) not be 
construed as preventing the testimony 
of witnessess at a hearing. Several
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commenters stated that the regula
tions are vague about the extent, if 
any, of their application to nonexer
tional impairments. One questioned 
whether the definitions of functional 
levels take any notice of particular 
functions that may be critical to one 
range of work but not another. Others 
questioned whether Appendix 2 rules 
are intended to apply if there are addi
tional limitations such as in pushing, 
pulling, gripping, bending, stooping, 
etc.

Some commenters suggested that 
the regulations result in shifting the 
burden of proof from the Secretary to 
the claimant where the claimant has 
nonexertional impairments. Two writ
ers believed that since, under title 
XVI, the Government will pay for 
medical evidence of record as well as 
for tests and consultative examina
tions, regulations sections 416.902 and 
416.905 should be cross-referenced and 
expanded to include a detailed discus
sion of medical evidence.

Response

Under provisions of the law, medical 
considerations alone are the bases for 
determining whether disability exists 
for the statutorily blind; widows; wid
owers; surviving divorced wives; and 
children below age 18 under the sup
plemental security income program. 
For other disability applicants and 
beneficiaries, the law provides that 
age, education and work experience be 
considered. Thus, where a decision 
cannot be made on medical factors 
alone these regulations set forth the 
guides and rules to be used to arrive at 
a finding of disabled or not disabled 
considering age, education and work 
experience in conjuction with the per
son’s residual physical and mental ca
pacities.

The phrase “the capacity for such 
functions only on an erratic or irregu
lar basis,” on page 9299 of the NPRM , 
relates to the heading, “Residual func
tional capacity, maximum sustained 
work capability,” of Tables No. 1, 2, 
and 3 in Appendix 2. An erratic or ir
regular basis refers to a person’s in
ability to sustain work-related activi
ties in terms of an ordinary work day 
on a continuous day-to-day basis.

In regulations §§ 404.1501(c)/ 
416.901(c) which are not being amend
ed at this time a physical or mental 
impairment is defined as “an impair
ment that results from anatomical, 
physiological or psychological abnor
malities which are demonstrable by 
medically acceptable clinical and labo
ratory diagnostic techniques. State
ments of the applicant, including his 
own description of his impairment 
(symptoms) are, alone, insufficient to 
establish the presence of a physical or 
mental impairment.” Signs and labora
tory findings must be considered to

gether with symptoms in determining 
the nature and extent of an impair
ment, as explained in previous regula
tions §§404.1506/416.906, now renum
bered §§ 404.1517/416.917. Symptoms 
such as pain, fatigue and shortness of 
breath enter into evaluation under the 
Listing of Impairments in Appendix 1 
and are also considered when deter
mining a claimant’s residual function
al capacity for use in a medical-voca
tional decision. Thus, pain and other 
symptoms are constituents of an im
pairment, not impairments by them
selves, and are given recognition in 
Tables No. 1, 2 and 3 in Appendix 2, as 
elements of residual functional capac
ity when the impairment with which 
they are associated is one that limits 
exertional capability to sedentary, 
light or medium work. Guidelines are 
also provided for considering limita
tions within ranges of work, including 
any additional limitations imposed by 
nonexertional impairments.

“Evidence of record” as used in regu
lations §§ 404.1505(a)/416.905(a) is not 
meant to prevent the testimony of wit
nesses at a hearing, whether the sub
ject is the claimant’s symptoms or any 
other matter. Such a construction of 
intent is precluded by the regulations 
on hearings, particularly §§404.927/ 
416.1441, 404.928/416.1442, 404.929/ 
416.1443 and 404.934/416.1446.

Many commenters did not appear to 
have a clear understanding of SSA’s 
use of the term “nonexertional impair
ment.” Nonexertional limitations in
volve mental, sensory or skin impair
ments. Environmental restrictions 
such as the need to avoid moving ma
chinery and unprotected elevations, 
avoid breathing certain fumes or dust, 
avoid contact with certain substances, 
or avoid extremes of heat or cold, sig
nificant temperature changes, high 
humidity, noise or vibration are also 
considered, as well as restrictions in 
postural or manipulative abilities. All 
limitations which result from medical
ly determinable impairments are con
sidered in assessing residual functional 
capacity as illustrated by the examples 
in § 201.00(h) of Appendix 2.

Where a person has nonexertional 
(or additional exertional) limitations, 
the ranges of work he or she can per
form (sedentary to very heavy) are di
minished by exclusion of the particu
lar occupations or kinds of work 
within those ranges that entail use of 
the abilities which the person has lost. 
In some cases, the exclusion will have 
a negligible effect, still leaving a wide 
range of work capability within the 
functional level; while in others the 
range of possible work may become so 
narrowed that the claimant does not 
have a meaningful employment oppor
tunity. Different types of functional 
loss may be more critical to some exer
tional levels than to others; e.g., loss
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of fine dexterity would narrow the 
range of sedentary work much more 
than it would for light, medium or 
heavy work. In the absence of such 
other limiting factors, it is presumed 
that an individual can also do all lesser 
ranges of work.

Nonexertional limitations are dis
cussed in §§ 404.1505(c),(d)/416.905(c),
(d) and 404.1511(b)/416.911(b) of the 
regulations as well as §§ 200.00(d), (e),
(1), (2) and 201.00(h) of Appendix 2. 
This particular area does not lend 
itself to a great degree of specificity, 
and judgments are required as in the 
past. For example, a claimant who 
would otherwise fully meet Rule 
201.29 in Table No. 1 is also allergic to 
petroleum derivatives. He or she would 
be found not disabled on the basis of 
being able to do sedentary occupations 
except for those relatively few ones 
which require contact with or other 
hazardous exposure to petroleum de
rivatives. However, assuming the exist
ence of several medically determinable 
nonexertional and environmental im
pairments, or even one critical to the 
performance of unskilled sedentary oc
cupations in general, or a large 
number of specific occupations of that 
type, the same claimant may be found 
disabled.

A  person with nonexertional impair
ments has no different burden of prov
ing his or her claim than does another 
person with only exertional impair
ments. The burden of proof remains as 
established in case law and observed 
by SSA. Where the medical evidence 
establishes the claimant’s inability to 
do vocationally relevant past work, the 
Secretary will continue to consider all 
the claimant’s work-related physical 
and mental limitations, including 
those of a nonexertional nature, in de
termining what the claimant can do 
functionally and what occupational 
opportunities in the national econo
my—if any—there are for a person 
who can do only what the claimant 
can do.

W e agree with the writers who sug
gested that regulations §§416.902 and 
416.905 should be cross-referred to 
each other, as both relate to medical 
evidence and the Secretary’s assist
ance in securing and paying for it. W e  
have done this, as well as referencing 
them to §§ 416.924 and 416.927, which 
also relate to medical evidence under 
title XVI. However, expansion and 
elaboration upon medical evidentiary 
standards is not within the scope of 
these regulations.

VI. Age as an Adjudicative Consider
ation

Issues
Several commenters expressed the 

belief that the age criteria of 45, 50, 
55, and 60 are arbitrary and rigid 
break-off points which will cause dra-
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matic shifts in adjudicative results due 
to the passage of a/few  days or 
months. Having the same view, a 
writer stated that, when age has been 
critical to the decision of denial, the' 
applicant should be notified to reapply 
for benefits upon reaching the critical 
age. Another commenter wrote that 
the use of these age criteria is unjust 
to some minority groups because the 
life spans of members of some minor
ities are shorter than the national 
average and, thus, these persons would 
not have an opportunity to qualify for 
disability benefits. In contrast, several 
writers believe that age 55 is too 
young to be defined as “advanced 
age,’’ since most persons continue to 
work after age 55, and there is recent 
legislation raising the mandatory re
tirement age to 70.

Response

The discussion of age on page 9289 
of the N PR M  refers to the publica
tions relied upon when policy was 
being formulated. As stated there, the 
“older worker” is usually considered as 
an individual 45 years of age and 
older, while age 55 represents a critical 
point in the attempts of “older work
ers” to obtain employment. At age 65, 
o l course, the “older worker” can qual
ify for unreduced social security re
tirement benefits. Between these 10- 
year increments, the regulations in
clude ages 50 and 60 resulting in a 5- 
year gradation of age distinctions 
which better recognizes progressive 
difficulties.

W e acknowledge that there are no 
conclusive data which relate varying 
specific chronologial ages to specific 
physiologially-based vocational limita
tions for performing jobs; this was a 
pioneering effort by SSA due to the 
unique nature of its disability pro
gram. Although ages 45, 50, 55 and 60 
may be considered by some as too 
sharply defined as points in a progres
sion of increasing difficulties, the con
cept of adversity of the aging process 
for severely impaired persons ap
proaching advanced or retirement age 
is not arbitrary. On the one hand, age 
may not be crucial in a particular case; 
on the other hand, where age is criti
cal to a decision, recognition is taken 
of increasing physiological deteriora
tion in the senses, joints, eye-hand co
ordination, reflexes, thinking process
es, etc., which diminish a severely im
paired person’s aptitude for new learn
ing and adaptation to new jobs.

W ith respect to the possibility of ri
gidity and dramatic shifts in adjudica
tive results due to the passage of a few 
days or months, we state on page 9289 
of the N PR M  that ages 45, 50, 55 and 
60 are intended as specific indicators 
but are not intended to be applied me
chanically in borderline situations; 
this was repeated on page 9300. SSA
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practice over the years, in fact, has 
been in agreement with the com
menter that the passage of a few days 
or months before the attainment of a 
certain age should not preclude a fa
vorable disability decision. In response 
to comments that the caution in the 
preamble should be included in the 
regulations, we have modified sections 
404.1506/416.906 accordingly.

False expectations of entitlement to 
disability benefits could be raised if 
SSA were to notify denied applicants 
that they should routinely reapply 
upon nearing or attaining ages 45, 50, 
55 and 60. It must be considered that 
future circumstances cannot be exact
ly forecast. While someone will now 
have a severe impairment and a voca
tional background that, combined with 
future attainment of a certain age 
would qualify him or her as disabled, 
the person may recover medically, 
may acquire new education or work 
skills, or may actually be engaging in 
substantial gainful activity by the 
time of attainment of the specified 
age. Notices sent to denied applicants 
would have to take these factors into 
account and, as in the past, advise the 
persons that they may be found dis
abled if they reapply.

W e realize that life spans of some in
dividuals—including members of some 
minority groups—are shorter than the 
national average. However, unlike re
tirement programs where benefits 
depend upon an individual’s living to a 
particular age, the social security dis- 

/ ability program is based on the sever
ity of an individual’s impairment—at 
any age. In fact, age is not considered 
at all in the bulk of initial allowances 
of disability benefits. These cases are 
decided on the severity of the impair
ment alone. Where it is necessary to 
consider age, it is one of three addi
tional factors for consideration and is 
never, in itself, determinative of dis
ability. The severity of an individual’s 
impairment remains as the primary 
consideration, and must be the prima
ry reason for the applicant to be 
unable to work.

While most persons continue to 
work after age 55 and some work until 
age 70 or beyond, these persons are 
usually unimpaired or not severely im
paired. Contrary to some writers’ 
fears, the regulations do not indicate 
that persons “fall apart” or are unable 
to work at age 55; neither do they sug
gest age 55 as a retirement age in con
flict with the recent legislation on 
mandatory retirement. As discussed in 
the NPR M  the use of age 55 relates 
only to the social security disability 
program and is not intended for use by 
other programs cr for retirement 
plans.

VII. Education as an Adjudicative 
Consideration
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# Issues

Some commenters wrote that the 
regulations on education are defective 
in that they do not more clearly ar
ticulate the need for the adjudicator 
to closely examine asserted grade 
levels, and because they believe that 
persons with a high school diploma 
are treated as the equivalent of per
sons with university degrees. They are 
particularly concerned that an educa
tion received in a school with high 
academic standards and excellent re
sources will not be the equivalent of 
Qne obtained in a marginal school with 
inadequate resources; and that grade 
placement may not be a true indicator 
of grade-level achievement. The same 
commenters believe that data show 
only a straight-line progression be
tween education and an ability to 
obtain and perform work; therefore, 
they suggest that the educational cat
egories in the regulations are arbi
trary, unreasonable, and dramatic 
critical demarcations.

Another writer was concerned that 
an overstated educational background, 
possibly due to a claimant’s embarrass
ment at his or her actual educational 
level, could result in that person’s 
being erroneously denied disability 
benefits. Two other commenters asked 
how many months or years could 
elapse between completion of a claim
ant’s education and the date of adjudi
cation for the education to be consid
ered as “recently acquired.”

Response
W e do not believe that the educa

tional categories are arbitrary or un
reasonable. As previously explained on 
page 9290 of the NPRM , the cited pub
lished materials show that increasing 
adaptability to changing work condi
tions and acquisition or more readily 
transferable skills occur with in
creased education. It is important to 
observe that Tables No. 1, 2, and 3 in 
Appendix 2 do not contain specific 
grade levels but have terms ranging 
upward from illiterate to high school 
graduate or more. Explanatory materi
al in §§404.1507/416.907 states that 
what is meant by a sixth grade level or 
less ( “marginal education”) is an edu
cation qualifying a person for no more 
than simple, unskilled types of jobs. A  
seventh through eleventh grade level 
( “limited education”) is qualifying for 
some semi-skilled and skilled jobs; 
while high school education and above 
refers to such a level of competence in 
reasoning, arithmetic and language 
skills that the person can generally be 
expected to Work at a semi-skilled 
through skilled level of job complex
ity. There is a correlation between 
these levels and the general education
al development level figures used in 
the Dictionary of Occupational Titles

(D O T ) as one of the criteria in classi
fying occupational complexity.

SSA policy is and has been that as
serted grade level is determinative 
only in the absence of evidence to the 
contrary. Demonstrated competences 
in work and daily living rather than a 
particular number of years of formal 
schooling (or no schooling) are the 
better adjudicative measure. Accord
ingly, where a claimant’s file shows 
that he or she did not work or func
tion at the asserted educational level, 
the adjudicator continues to be direct
ed to determine the effective level of 
education, which may actually be 
higher or lower than stated. While 
regulations §§ 404.1507(a)/416.907(a) 
did refer to the kinds of responsibil
ities assumed when working, daily ac
tivities, hobbies, the results of testing 
and what the individual has done with 
his or education in a work context, we 
have acted on the commenter’s sugges
tion to expand the regulations expla
nation of how to evaluate educational 
levels.

It was previously explained on page 
9290 of the N PR M  that, on the one 
hand, the chronically unemployed 
tend to be functional illiterates; and, 
on the other hand, upon becoming un
employed or laid off, individuals with 
at least a high school education have 
better success in finding new employ
ment. W e also observed that better- 
educated persons are more likely to be 
engaged in sedentary and professional 
jobs, are not as likely to apply for 
benefits or to be classified as disabled 
and, in fact, are not heavily represent
ed among the disabled. A  corollary is 
that, while functional illiterates are 
unlikely to have transferable wort 
skills, better-educated persons would 
tend to have such skills, and decisions 
on their disability claims would often 
depend more on past work and ac
quired skills than on the level of edu
cation. In these respects, therefore, a 
high school graduate and a university 
graduate ordinarily have a similar ad
vantage in being able to learn and do a 
new unskilled job, although the uni
versity graduate may have more trans
ferable skills to assist in his or her 
change to a job which is compatible 
with lessened functional capacity.

Judgments must be made in some 
areas of disability evaluation, medical 
as well as vocational, as they always 
have. Because assessments are made of 
each appropriate factor for each 
claimant, the individual circumstances 
cannot always be anticipated with pre
cision, and specific guides set. “Re
cently completed education,” as dis
cussed in § 201.00(d) of Appendix 2, 
refers to the rare situation where a 
claimant of advanced age has recently 
completed education which provides a 
basis for direct entry into skilled sed
entary work (this circumstance is

taken into account in Tables No. 2 and 
3, as well as in Table No. 1). Here, 
there is a requirement of skilled edu
cational content qualifying a person 
immediately to begin a specific skilled 
job, as opposed to the competences in 
reasoning, communicating and calcu
lating referred to in regulations 
§§ 404.1507/416.907. The immediacy of 
the person’s ability to enter a job es
tablishes that his or her education has 
current application. Where such edu
cation is footnoted in the tables, and a 
decision depends on the factor, there 
should be very little time lapse.

VIII. Work Experience and Job Ex
istence as Adjudicative Considerations

Issues

Many commenters expressed their 
beliefs that only persons with work ex
perience who have contributed tax 
payments for social security should re
ceive benefits from the trust funds. 
One writer cited the financial and 
physical inability of many persons to 
move and secure jobs in the continen
tal United States, and suggested that 
the “national economy test” should 
not apply to such noncontiguous areas 
as Alaska, Hawaii, Puerto Rico, Guam, 
American Samoa, the Trust Territory 
of the Pacific, and the Virgin Islands.

Two commenters were concerned 
about the intention of the words “ma
jority of jobs within a particular range 
of work” on page 9300 of the NPRM. 
They observed that Rule 203.00 in Ap
pendix 2 states that approximately 
2,500 separate unskilled sedentary, 
light and medium occupations can be 
identified as existing in the national 
economy. They suggested that this 
could mean that the Secretary would 
need to show that a not disabled 
claimant with the exertional capacity 
for medium work could do 1,251 occu
pations, the majority of 2,500. Another 
person wrote that by not identifying 
the 2,5000 occupations of which ad
ministrative notice is taken, and other 
occupations, SSA prevents a necessary 
assessment of transferability of skills 
from taking place.

Some commenters stated that the 
regulations are already dated in that 
they rely to a large extent on the 1966 
(third) edition of the Dictionary of Oc
cupational Titles rather than the re
cently published fourth edition. They 
requested a detailed analysis of the 
new D O T  before issuance of the regu
lations and notice to interested parties 
of the results of the evaluation, par
ticularly if changes in the D O T  war
rant restructuring of the regulations. 
Another individual wrote that the reg
ulations should consider the realities 
of the changing economy which pro
vide an increasingly better chance for 
imparied persons to earn a livelihood 
as opportunities in the service indus-
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try increase and work is made phys
ically easier through automation.

One writer questioned whether ad
ministrative notice of job existence in 
the national economy precludes rebut
tal of decisions based on specific rules 
in Appendix 2. Several commenters 
questioned the basis for and use of the 
guides for determining transferability 
of work skills. They requested the 
meaning of the term “occupationally 
significant work functions,” asked 
what other factors are involved, and 
wanted to know how an adjudicator 
would decide whether there is a trans
ferability of skills from a dishwasher 
to a chemist in view of the fact that 
both handle glassware in their work. 
Other writers stated that the regula
tions do not clarify the degree to 
which Administrative Law Judges 
(ALJs) are to determine whether a 
claimant’s past work was unskilled, 
semiskilled, or skilled, whether skills 
can be transferred, and to which occu
pations the skills can be transferred.

Response

Benefit payments from the disability 
trust fund are made only where work
ers have had sufficient work credits to 
insure them for disability protection. 
In the event that a person has insuffi
cient or no work credits, and he or she 
applies for and receives disability 
benefits under the supplemental se
curity income program (title XVI), 
payments are made from general rev
enues.

One of the considerations in the 
definition of disability in sections 
223(d)(2)(A) and 1614(a)(3)(B) of the 
Social Security Act is a claimant’s abil
ity (or inability) to do work “which 
exists in the national economy.” Con
gress intended to have a definition of 
disability which could be uniformly 
and consistently applied throughout 
the Nation without regard to the place 
of an individual’s residence. Legislative 
intent has also been to have a clear 
distinction between inability to do a 
job—the disability programs—and in
ability to get a job—the unemploy
ment programs. The law does not 
permit exemptions from the “national 
economy test” for areas within the 
continental United States or for non
contiguous areas. Where occupations 
are named that a claimant can do, the 
citations are meant to show that the 
individual has a meaningful vocational 
opportunity despite the limiting ef
fects of his or her impairment(s), not 
that job vacancies exist or that the 
claimant would be hired if he or she 
applied for those jobs.

On page 9300 of the preamble to the 
NPRM, perhaps the better word would 
have been most or bulk since no math
ematical distinction was intended by 
the use of the word “majority.” The 
point being made was that within a

RULES AND REGULATIONS

range of work (sedentary, light, 
medium, heavy or very heavy) unless 
the individual possesses physical capa
cities equal to the strength require
ments for most of the jobs in that 
range, he or she cannot be classified as 
able to do the pertinent range of work. 
This has no relationship to the discus
sion in §203.00 of Appendix 2, or to 
the numbers of citations of potential 
occupations necessary to sustain a 
denial of disability benefits.

It is not necessary and would be far 
too cumbersome to provide in these 
regulations lists of the thousands of 
different occupations at all skill levels 
which exist in the national economy. 
This information is available in public 
libraries, local employment agencies, 
etc. The 2,500 sedentary, light and 
medium occupations whose existence 
is being administratively noticed (iden
tifiable in “Selected Characteristics of 
Occupations (Physical Demands, 
Working Conditions, Training Time), 
A  Supplement to the Dictionary of Oc
cupational Titles, Third Edition”) are 
all unskilled occupations; since no 
work skills are attributable to un
skilled occupations, no skills can be 
transferred to or from these occupa
tions. Where transferability of skills is 
an issue, past and potential occupa
tions other than these relatively 
simple ones will be involved. While un
derstanding of skills and the basis of 
transferability can be obtained from 
Volume II of the D O T  and the lists of 
occupations in “Selected Characteris
tics of Occupations By Worker Traits 
and Physical Strength, Supplement 2 
to the Dictionary of Occupation 
Titles, Third Edition”, this remains a 
judgmental area.

The third edition of the Dictionary 
of Occupational Titles will remain the 
only one which bears directly on the 
SSA disability program until the time 
that the fourth edition becomes avail
able in its entirety. At present, only 
the first volume of the fourth edition 
has been issued, with a second volume 
and a supplement to be published, as 
in the past, with the cooperation of 
SSA. Because the latest first volume is 
different in content and substance, we 
cannot do a detailed analysis of the 
fourth edition in the immediate 
future, and we have not delayed publi
cation of the vocational factors regula
tions on that account. While we do not 
anticipate any major changes of job 
incidence or other occupational data, 
if later analyses indicate that any 
rules should be restructured, the 
public will be notified. If, as the com- 
menter suggested, impaired persons 
may benefit because of increased op
portunities in the service industry and 
physically easier jobs through automa
tion, we would need firm evidence of 
this. Further, only a significantly in
creased number of unskilled jobs could
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affect the tables in Appendix 2 in the 
manner suggested by the commenter.

As to whether administrative notice 
of job existence in the national econo
my precludes rebuttal of decisions 
based on specific rules in Appendix 2, 
it must be noted that the regulations 
do not take administrative notice of 
jobs above the unskilled level. Hence, 
the rules pertaining to denial on the 
basis of transferable skills would be 
subject to rebuttal on that issue. Also 
rebuttable, of course, is the accuracy 
of the assessment of the claimant’s re
sidual functional capacity, age educa
tion, and work experience. As indicat
ed on page 9301 of the NPRM , the dis
tinction should be made between adju
dicative facts, which can be rebutted, 
and the adjudicatory rule to be ap
plied to tliese facts, which is conclu
sive. Where any one of the findings of 
adjudicative fact does not coincide 
with the corresponding criterion of a 
rule, the rule does not apply in that 
paticular case and, accordingly, does 
not direct a conclusion of disabled or 
not disabled.

The use Of the word “largely” in reg
ulations §§ 404.1511(e)/416.911(e) 
caused several commenters to ask 
what factors other than occupational
ly significant work functions are in
volved in the transferability of skills, 
and why they cannot be articulated. 
The work functions are those involv
ing action or activity: (1) the same or 
lesser degree of skills; (2) the same or 
similar tools and machines; and (3) the 
same or similar raw materials, prod
ucts, processes or services. In addition 
to work functions, the industry and 
work environment may sometimes be 
of importance, since if a person’s skill 
is so specialized or acquired in such an 
isolated vocational setting that it is 
not readily usable in other industries, 
jobs and work environments, the per
son’s vocational outlook may be as lim
ited as if he or she had no skill. The 
regulations have been expanded to in
clude an additional sentence to cover 
this. An adjudicator should immedi
ately be aware that there is no trans
ferable skill connection between such 
entirely different types of workers as 
professional persons engaged in scien
tific analysis or research and hotel or 
restaurant employees primarily using 
their hands or machines to clean 
kitchen and dining room utensils. A  
dishwasher is unskilled, a chemist is 
highly skilled, and by those facts 
alone the jobs cannot be compared to 
each other in terms of transferable 
skills.

Where called for in individual cases, 
Administrative Law Judges will be ex
pected to make the ultimate determi
nations as to the skill levels of a claim
ant’s vocationally relevant past jobs 
and the relationship of those skills to 
potential occupations. However, these
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regulations do not pertain to the con
duct of title II or title X V I hearings, 
which is covered in 20 CFR 404.917 
through 404.940, particularly 404.927; 
and 20 CFR 416.1425 through 
416.1458, particularly 416.1441. The 
use of a vocational expert is at the dis
cretion of the Administrative Law 
Judge, and it is anticipated that some 
issues on hearing may continue to re
quire the services of vocational ex
perts.

Summation

In essence, the regulations and Ap
pendix 2 identify and define the indi
vidual medical-vocational factors 
Which Congress intended to be consid
ered in appropriate cases and illus
trate the relative weights to be as
cribed to each factor in conjunction 
with all of the other variables in deter
mining an individual’s ability or inabil
ity to perform substantial gainful ac
tivity. Appendix 2 sets forth these in
teractions in the form of individual 
profiles demonstrating the changing 
adjudicative weights to be accorded 
each factor in relation to the others. 
The conclusion of disabled or not dis
abled shown in a rule reflects whether 
or not a severely impaired individual 
with that particular combination of in
dividual characteristics is able to 
engage in substantial gainful activity. 
The conclusion in the individual case 
is based on a medical-vocational deter
mination of capacity for the perform
ance of ranges of work, rather than 
singular or isolated occupations and, 
therefore, inherently considers the 
performance of a significant number 
of jobs that exist in the national econ
omy.

The publication of Appendix 2 is not 
intended to direct the adjudication of 
social security disability claims on the 
basis of an “average man” approach. 
Rather, the rules make the process of 
determining the ability to engage in 
subtantial gainful activity (work) more 
uniform and definitive while preserv
ing the individuality of the determina
tion. The standards for evaluation in
cluded in Appendix 2 are rules where
by each case is evaluated. They do not 
detract from the requirement that the 
determination of facts in every case be 
on an individual basis. To the con
trary, the rules require that individ
ualized findings of fact be made with 
respect to each individual’s age, educa
tion, work experience, and physical 
and mental limitations, and that all 
factors resulting from those findings 
of fact coincide with the criteria of a 
particular rule in order for that rule to 
direct a conclusion of disabled or not 
disabled in the individual case. Thus, 
the rules require that each individual’s 
age, education, work experience, and 
physical and mental limitations per- , 
sonal to him or her, be taken thor

ough account of before the rules are | 
applied to the facts in the case. The j 
rules need to be as definitive as possi- ; 
ble so that the claims of all individuals ! 
similarly situated are handled in a fair 
and consistent manner and to assure ! 
that determinations made by one set 
of adjudicators on the basis of the ! 
same facts will be handled the same 
way by another group o f adjudicators, 
wherever in the country they are lo
cated. The necessity for each determi
nation to be an individual one does not 
eliminate the need for consistency and 
uniformity in determinations. The 
way that is achieved administratively 
is by the regulations and the Appendi
ces (1 and 2).

W ith respect to those claims not cov
ered within the specific parameters of 
a rule in Appendix 1 or 2, a determina
tion will have to be made on the basis 
of the discussions and definitions in 
the main body of the regulations, 
taking appropriate account of the 
rules in Appendix 2.

The rules stated herein represent a 
consolidation and elaboration of long
standing medical-vocational evaluation 
policies, which heretofore have been 
reflected in fragmented guides not 
readily available in the same format at 
all levels of adjudication. The regula
tions and Appendix 2 take appropriate 
account of the Social Security Admin
istration’s extensive experience to date 
in administering disability programs. 
Appendix 2 will help insure individual 
consideration of all appropriate fac
tors in each case, while providing 
meaningful rules for soundness, con
sistency and equity of disability adju
dications.

The amendments will become effec
tive February 26,1979.
(Secs. 205, 223, 1102, 1614, and 1631, of the 
Social Security Act, as amended; 53 Stat. 
1368, as amended; 70 stat. 815, as amended; 
49 Stat. 647, as amended, 86 Stat. 1471, 86 
Stat. 1475; 42 U.S.C. 405, 423, 1302, 1382c, 
1383.)
(Catalog of Federal Domestic Assistance 
Program No. 13.802, Disability Insurance; 
No. 13.807, Supplemental Security Income 
Program.)

Dated: September 25,1978.
D on W ortman ,

Acting Commissioner 
of Social Security.

Approved: November 11,1978.
H ale Ch am pio n ,

Acting Secretary of Health, 
Education, and Welfare.

Part 404 and Part 416 of Chapter III  
of Title 20 of the Code of Federal Reg
ulations are amended as follows:

1. Section 404.1502 is revised to read 
as follows:

§ 404.1502 Evaluation o f disability in gen- 
eraL

The provisions of §§404.1502 
through 404.1513 apply to cases in
volving disability insurance benefits 
(except statutory blindness) under sec
tion 223 of the Act, child’s insurance 
benefits based on disability under sec
tion 202(d) of the Act, and a period of 
disability under section 216(i)(l)(A ) of 
the Act. In general, the individual has 
the burden of proving that he or she is 
disabled and of raising every issue 
with respect to his or her alleged dis
ability. Whether an impairment in a 
particular case constitutes a disability 
is determined from all the -pertinent 
facts of that case. The determination 
of disability may be based on medical 
considerations alone, or on medical 
considerations and vocational factors 
as follows:

(a ) Disability determinations on the 
basis of medical considerations alone. 
Medical evidence (i.e., signs, symptoms 
and laboratory findings) alone can jus
tify a finding that an individual is not 
under a disability, or absent evidence 
to the contrary that an individual is 
under a disability.

(b ) Disability determinations in 
which vocational factors must be con
sidered along with the medical evi
dence In those cases where a finding 
of disabled or not disabled cannot be 
made based on medical evidence alone, 
other evidence is required. This other 
evidence may include information 
about:

(1) The individual’s residual func
tional capacity;

(2) The individual’s age, education, 
and work experience; and

(3) The kinds of substantial gainful 
activity (work) which exist in signifi
cant numbers in the national economy 
for someone who can do only what the 
individual can do.

(c) Disability determinations in 
which vocational factors are extremely 
adverse. Where an individual with a 
marginal education and long work ex
perience (e.g., 35 to 40 years or more) 
limited to the performance of arduous 
unskilled physical labor is not working 
and is no longer able to perform such 
labor because of a significant impair
ment or impairments, such an individ
ual may be found to be under a dis
ability.

§§404.1503 through 404.1507 [Redesignat
ed as § 404.1514 through 404.1518]

2. Sections 404.1503 through
404.1507 are redesignated as 
§§404.1514 through 404.1518 respec
tively.

3. New §§ 404.1503 through 404.1513 
are added to read as follows:
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§404.1503 Considerations in the sequen
tial evaluation o f disability.

(a) General. In the determination of 
whether or not an impairment in a 
particular case constitutes a disability 
as defined in § 404.1501, consideration 
is given to all the pertinent facts of 
that case. I f  the individual is engaging 
in substantial gainful activity, a deter
mination that he or she is not disabled 
shall be made. In all other cases, pri
mary consideration is given to the 
physical or mental impairment(s), 
which must be severe. The 
impairment(s) must also meet the du
ration requirement before disability 
can be found to exist. However, in de
termining whether an individual is dis
abled, a sequential evaluation process 
shall be followed, whereby current 
work activity, severity of the 
impairments), and vocational factors 
are assessed in that order. The follow
ing evaluation steps shall be followed 
in the sequence shown, but when a de
termination that an individual is or is 
not disabled can be made at any step, 
evaluation under a subsequent step 
shall be unnecessary.

(b) Is the individual currently engag
ing in substantial gainful activity? 
Where an individual is actually engag
ing in substantial gainful activity, a 
finding shall be made that the individ
ual is not under a disability without 
consideration of either m escal or vo
cational factors. (See §§ 404.1532, 
404.1533, 404.1534)

(c) Does the individual have any 
severe impairment? Where an individ
ual does not have any impairments) 
which significantly limits his or her 
physical or mental capacity to perform 
basic work-related functions, a finding 
shall be made that he or she does not 
have a severe impairment and there
fore is not under a disability without 
consideration of the vocational fac
tors.

(d) Does the individual have any 
impairments) which meets or equals 
those listed in Appendix 1? Where an 
individual’s impairment(s) meets the 
duration requirement and is either 
listed in Appendix 1 or is determined 
to be medically the equivalent of a 
listed impairment, a finding of disabil
ity shall be made without considera
tion of the vocational factors.

(e) Does the individual have any 
impairments) which prevents past rel
evant work? Where a finding of dis
ability or no disability cannot be made 
based on current work activity or on 
medical considerations alone, and the 
individual has a severe impairment(s), 
his or her residual functional capacity 
and the physical and mental demands 
of his or her past relevant work shall 
be evaluated. If  the impairment(s) 
does not prevent the individual from  
meeting the physical and mental de
mands of past relevant work, including
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arduous unskilled physical labor, dis
ability shall be found not to exist.

(f )  Does the individual's 
impairments) prevent other work? If 
an individual cannot perform any past 
relevant work because of a severe 
impairment s), but the individual’s re
maining physical and mental capaci
ties are consistent with his or her 
meeting the physical and mental de
mands of a significant number of jobs 
(in one or more occupations) in the na
tional economy, and the individual has 
the vocational capabilities (consider
ing age, education, and past work ex
perience) to make an adjustment to 
work different from that which he or 
she has performed in the past, it shall 
be determined that the individual is 
not under a disability. However, if an 
individual’s physical and mental capa
cities in conjunction with his or her 
vocational v capabilities (considering 
age, education, and past work experi
ence) do not permit the individual to 
adjust to work different from that 
which he or she has performed in the 
past, it shall be determined that the 
individual is under a disability.

§404.1504 Determining whether disability 
exists—medical and other consider
ations.

(a ) Medical considerations—(1)
Finding individual not disabled. Medi
cal considerations alone can justify a 
finding that an individual is not under 
a disability where the medically deter
minable impairment is not severe. A  
medically determinable impairment is 
not severe if it does not significantly 
limit an individual’s physical or 
mental capacity to perform basic 
work-related functions.

(2) Finding individual disabled. 
Medical considerations alone (includ
ing the physiological and psychologi
cal manifestations of aging) can justi
fy a finding that an individual is under 
a disability, absent evidence to the 
contrary. Medical considerations 
which justify a finding that an individ
ual is under a disability are those that 
bring an individual’s impairment(s) 
under the listing in Appendix 1 of this 
subpart or which justify a determina
tion by the Secretary that the 
impairment(s) is the medical equiva
lent of an impairment listed in Appen
dix 1 of this subpart.

(b ) Relevant work. Any medically de
terminable impairment(s) may justify 
a finding that an individual is under a 
disability if the impairment(s) is 
severe and prevents an individual from  
engaging in substantial gainful activi
ty. In determining whether 
impairment(s) not listed in Appendix 1 
of this subpart (nor found to be the 
equivalent of an impairment listed in 
Appendix 1) meet this test, additional 
considerations are evaluated. These in
clude determining whether an individ-
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ual can qualify because he or she has 
only performed arduous unskilled 
work for a long period of time or, if 
not, whether he or she can perform 
vocationally relevant past work.

(c) Vocational Factors. In those 
cases in which an individual is found 
unable to perform vocationally rele
vant past work, age, education, and 
work experience must then be consid
ered in addition to the functional limi
tations imposed by the individual’s 
physical or mental impairment(s).

§ 404.1505 Residual functional capacity.
(a ) General. Physical or mental 

impairment(s) may impose functional 
limitations on an individual’s ability to 
engage in substantial gainful activity. 
The kind and severity of the 
impairment(s) determine -the individ
ual’s work limitations and residual 
functional capacity. The manner in 
which the impairment(s) affects the 
individual’s ability to perform work-re
lated physical and mental activities, 
and the kind and extent o f function 
the individual retains, are assessed in 
determining the individual’s residual 
functional capacity. Where multiple 
impairments are involved, the assess
ment of residual functional capacity 
reflects the totality of restrictions re
sulting from all impairments. Assess
ments of residual functional capacity 
may be based solely on medical evi
dence where such evidence includes 
sufficient findings (e.g. signs, symp
toms and laboratory findings) to 
permit and support the necessary 
judgments where relevant, with re
spect to the individual’s physical, 
mental, and sensory capabilities. 
Where all reasonably obtainable rele
vant medical findings alone are not 
sufficient for an adequate assessment 
of residual functional capacity, addi
tional factors may be considered. Such 
additional factors as the individual’s 
description of the impairment, record
ed observations of the individual, and 
any other evidence of record may be 
considered in conjunction with the 
medical findings.

(b ) Physical capacities. Assessment 
of physical capacities (e.g., strength 
and exertional capabilities) includes 
an evaluation of the individual and in
dicates the individual’s maximal resid
ual functional capacity for sustained 
activity on a regular basis. The assess
ment also includes the evaluation of 
the individual’s ability to perform sig
nificant physical functions such as 
walking, standing, lifting, carrying, 
pushing or pulling. The assessment in
cludes the evaluation of other physical 
traits and sensory characteristics such 
as reaching, handling, seeing, hearing, 
and speaking, insofar as limited capac
ity to perform these functions may 
also affect the individual’s capacity for
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work for which the individual would 
otherwise be qualified.

(c) Mental impairments. The assess
ment of impairments because of 
mental disorders includes a considera
tion of such factors as the capacity to 
understand, to carry out and remem
ber instructions, and to respond appro
priately to supervision, co-workers and 
customary work pressures in a routine 
work setting.

(d ) Non-exertional limitations. Any 
medically determinable impairment(s) 
resulting in non-exertional limitations 
(such as certain mental, sensory, or 
skin impairments) must be considered 
in terms of the limitations resulting 
from the impairment. When an indi
vidual has a non-exertional impair
ment in addition to an exertional 
impairment(s), the residual functional 
capacity must be assessed in terms of 
the degree of any additional narrow
ing of the individual’s work-related ca
pabilities.

(e ) *When assessment is required. An  
assessment of residual functional ca
pacity is required only with respect to 
those specific physical or mental capa
cities that are in doubt by reason of 
the individual’s allegations or the evi
dence adduced. Where such doubt 
does not exist with respect to particu
lar physical or mental capacities, the 
individual is considered to have no re
strictions with respect to those capaci
ties.

( f ) Relationship of residual function
al capacity to ability to do work. 
Where the residual functional capac
ity so determined is sufficient to 
enable the individual to do his or her 
previous work (i.e., usual work or 
other vocationally relevant past work), 
a determination is made that the indi
vidual is not under a disability. Where 
the residual functional capacity so de
termined is not sufficient to enable 
the individual to do his or her previ
ous work, it must be determined what 
work, if any, the individual can do, 
taking into consideration the individ
ual’s residual functional capacity, age, 
education, and work experience and 
whether work that the individual can 
do exists in significant numbers in the 
national economy.

§ 404.1506 Age as a vocational factor.
(a ) General. The term “age" refers 

to chronological age and the extent to 
which it affects the individual’s capa
bility to engage in work in competition 
with others. However, the factor of 
age in itself is not determinative of 
disability; the residua} functional ca
pacity and the education.and work ex
perience of the individual must also be 
considered. An individual who is un
employed because of. age cannot be 
found incapable of engaging in sub
stantial gainful activity when the indi
vidual’s impairment and other voca-
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tional considerations, e.g., education 
and work experience, would enable the 
individual to perform a significant 
number of jobs which exist in the na
tional economy. The considerations 
given to age are appropriately reflect
ed in Appendix 2, but are not to be ap
plied mechanically in borderline situa
tions.

(b ) Younger individual. In the case 
of a younger individual (under age 50), 
age in itself is ordinarily not consid
ered to affect significantly the individ
ual’s ability to adapt to a new work sit
uation.

(c) Individual approaching ad
vanced age. For the individual not of 
advanced age but who is closely ap
proaching advanced age (age 50-54), 
the factor of age, in combination with 
a severe impairment and limited voca
tional background may substantially 
affect the individual’s adaptability to 
a significant number of jobs in a com
petitive work environment.

(d ) Individual of advanced age. “Ad
vanced” age (age 55 or over) repre
sents the point where age significantly 
affects the ability to engage in sub
stantial work. Where a severely im
paired individual is of advanced age, 
such ability may be adversely affected 
except where the individual has skill.«:! 
that are readily transferable to jobs 
which exist in significant numbers in 
the national economy. Those individ
uals of advanced age who are aged 60- 
64 are further described as closely ap
proaching retirement age.

§404.1507 Education as a vocational 
factor.

(a ) General. The term “education” is 
primarily used in the sense of formal 
schooling or other training which con
tributes to the individual’s ability to 
meet vocational requirements, e.g., 
reasoning ability, communication 
skills, and arithmetical ability. Lack of 
formal schooling is not necessarily 
proof that the individual is uneducat
ed or lacks such capacities. For indi
viduals with past work experience, the 
kinds of responsibilities assumed when 
working may indicate the existence of 
such intellectual capacities although 
their formal education is limited. 
Other evidence of such capacities, for 
individuals with or without past work 
experience, may consist of daily activi
ties, hobbies, 6r the results of testing. 
The significance of an individual’s 
educational background may be mate
rially affected by the time lapse be
tween the completion of the individ
ual’s formal education and the onset 
of physical or mental impairment(s) 
and by what the individual has done 
with his or her education in a work 
context. Formal education that was 
completed many years prior to onset 
of impairment or unused skills and 
knowledge that were a part of such

formal education may no longer be 
useful or meaningful in terms of the 
individual’s ability to work. Thus, the 
numerical grade level of educational 
attainment may not be representative 
of an individual’s present educational 
competences which could be higher or 
lower. However, in the absence of evi
dence to the contrary, the numerical 
grade level will be used. The term 
“education” also indicates whether an 
individual has the ability to communi
cate in English, since that ability is 
often acquired or enhanced through 
educational exposure. In evaluating 
the educational level of an individual, 
the following classifications are used:

(b ) Illiteracy. Illiteracy refers to the 
^inability to read or write. An individu

al who is able to sign his or her name, 
but cannot read or write a simple com
munication (e.g., instructions, inven
tory lists), is considered illiterate. Gen
erally, an illiterate individual has had 
little or no formal schooling.

(c) Marginal education. Marginal 
education refers to competence in rea
soning, arithmetic, and language skills 
which are required for the perform
ance of simple, unskilled types of jobs. 
Absent evidence to the contrary,

-'formal schooling at a grade level of 
sixth grade or less is considered a mar
ginal education,

(d ) Limited education. Limited edu
cation refers to competence in reason
ing, arithmetic, and language skills 
which, although more than that 
which is generally required to carry 
out the duties of unskilled work, does 
not provide the individual with the 
educational qualifications necessary to 
perform the majority of more complex 
job duties involved in semi-skilled or 
skilled jobs. Absent evidence to the 
contrary, a seventh grade through the 
eleventh grade level of formal educa
tion is considered a limited education.

(e ) High school education and above. 
High school education and above 
refers to competence in reasoning, 
arithmetic, and language skills ac
quired through formal schooling at a 
level of grade twelve or above. Absent 
evidence to the contrary, these educa
tional capacities qualify an individual 
for work at a semi-skilled through a 
skilled level of job complexity.

( f ) Inability to communicate in Eng
lish. Ability to communicate in Eng
lish is often acquired or enhanced 
through educational exposure, and 
this may be considered an educational 
factor. Where there is inability to 
communicate in English, the dominant 
language of the national economy, 
this may be considered a vocational 
handicap because it often narrows an 
individual’s vocational scope. For ex
ample, the inability to communicate in 
English may preclude an individual 
from performing jobs which require 
conversing with peers and supervisors
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in English, or reading instructions, 
signs, forms, etc., which are printed in 
English. However, the inability to 
communicate in English in no sense 
implies that an individual lacks formal 
schooling or intelligence. A  person 
unable to communicate in English 
may have a vocational handicap which 
must be considered in assessing what 
work, if any, the individual can do. 
The particular non-English language 
in which an individual may be fluent 
is generally immaterial.

§404.1508 Work experience as a vocation
al factor.

The term “work experience” means 
skills and abilities acquired through 
work previously performed by the in
dividual which indicates the type of 
work the individual may be expected 
to perform. Work for which the indi
vidual has demonstrated a capability is 
the best indicator of the kind of work 
that the individual can be expected to 
do. Such work experience has current 
vocational relevance where the re
cency of the work and the skills ac
quired demonstrate the individual’s 
ability to perform work which exists in 
the national economy. Work per
formed 15 years or more prior to the 
point at which the claim is being con
sidered for adjudication (or when the 
earnings requirement was last met) is 
ordinarily not considered vocationally 
relevant. In our economic system, a 
gradual transition occurs in the job 
functions of most jobs so that by the 
time 15 years have elapsed, it is no 
longer realistic to assume that skills 
and abilities acquired in a job per
formed more than 15 years ago contin
ue to be relevant. The 15-year guide is 
essentially intended to insure that cur
rent vocational relevance is n6t imput
ed to remote work experience which 
could not reasonably be expected to 
enhance an individual’s vocational 
prospect as of the point of adjudica
tion. An individual who has no prior 
work experience or has worked only 
sporadically or for brief periods of 
time during the 15-year period may be 
considered to have no relevant work 
experience. Any skills acquired 
through work experience are vocation
al assets unless they are not transfer
able to other skilled or semi-skilled 
work within the individual’s current 
capacities. When acquired skills are 
not transferable, the individual is con
sidered capable of only unskilled work. 
However, an individual need not have 
work experience to qualify for un
skilled work which requires little or no 
judgment in the performance of 
simple duties which can be learned in 
a short period of time.
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§404.1509 Work which exists in the na
tional economy.

(a ) General. Work is considered to 
exist in the national economy when it 
exists in significant numbers either in 
the region where the individual lives 
or in several other regions of the coun
try. regardless of whether such work 
exists in the immediate area in which 
the individual lives, or whether a spe
cific job vacancy exists for the individ
ual, or whether the individual would 
be hired if the individual applied for 
work. A  finding that work exists in the 
national economy is made when there 
is a significant number of jobs (in one 
or more occupations) having typical 
requirements which do not exceed the 
individual’s physical or mental capaci
ties and vocational qualifications. Iso
lated jobs of a type that exist only in 
very limited number or in relatively 
few geographic locations outside of 
the region where the individual resides 
are not considered to be “work which 
exists in the national economy” for 
purposes of determining whether an 
individual is under a disability; an in
dividual is not denied benefits on the 
basis of the existence of such jobs. If  
work that the individual can do does 
not exist in the national economy, dis
ability shall be determined to exist. If  
such work does exist in the national 
economy, disability shall be deter
mined not to exist.

(b ) Inability o f individual to obtain 
work. I f  an individual’s residual func
tional capacity and vocational capa
bilities are consistent with the per
formance of work which exists in the 
national economy but the individual 
remains unemployed because the indi
vidual is unsuccessful in obtaining 
sueh work or because such work does 
not exist in the individual’s local area; 
or because of the hiring practices of 
employers, technological changes in 
the industry in which the individual 
has worked, or cyclical economic con
ditions; or because there are no job 
openings for the individual or the indi
vidual would not actually be hired to 
do work the individual could otherwise 
perform, the individual is considered 
not to be under a disability as defined 
in §404.1501.

(c) Administrative notice of job data. 
In the determination of whether jobs, 
as classified by their exertional and 
skill requirements, exist in significant 
numbers either in the region or the 
national economy, administrative 
notice shall be taken of reliable job in
formation available from various gov
ernmental and other publications; e.g., 
“Dictionary of Occupational Titles,” 
published by the Department of 
Labor; “County Business Patterns”, 
published by the Bureau of the 
Census; “Census Reports”, also pub
lished by the Bureau of the Census; 
occupational analyses prepared for the
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Social Security Administration by var
ious State employment agencies; and 
the “Occupational Outlook Hand
book”, published by the Bureau of 
Labor Statistics.

§ 404.1510 Exertional requirements.
(a ) General. For the purpose of de

termining exertional requirements of 
work in the national economy, jobs are 
classified as “sedentary,” “light,” 
“medium,” “heavy,” and “very heavy.” 
Such terms have the same meaning as 
they have in the “Dictionary of Occu
pational Tities”, published by the De
partment of Labor, and when used in 
making disability determinations 
under this subpart are defined as fol
lows:

(b ) Sedentary work. Sedentary work 
entails lifting 10 pounds maximum 
and occasionally lifting or carrying 
such articles as dockets (e.g., files), 
ledgers, and small tools. Although a 
sedentary job is defined as one which 
involves sitting, a certain amount of 
walking and standing is often neces
sary in carrying out job duties. Jobs 
are sedentary if walking and standing 
are required occasionally and other 
sedentary criteria are met.

(c) Light work. Light work entails 
lifting 20 pounds maximum with fre
quent lifting or carrying of objects 
weighing up to 10 pounds. Even 
though the weight lifted may be only 
a negligible amount, a job is in this 
category when it requires walking or 
standing to a significant degree, or 
when it involves sitting most of the 
time with a degree of pushing and 
pulling of arm or leg controls. To be 
considered capable of performing a 
full or wide range of light work, an in
dividual must be capable of perform
ing substantially all of the foregoing 
activities. The functional capacity to 
perform light work includes the func
tional capacity to perform sedentary 
work.

(d ) Medium work. Medium work en
tails lifting 50 pounds maximum with 
frequent lifting or carrying of objects 
weighing up to 25 pounds. The func
tional capacity to perform medium 
work includes the functional capacity 
to perform sedentary work and light 
work as well.

(e ) Heavy toork. Heavy work entails 
lifting 100 pounds maximum with fre
quent lifting or carrying of objects 
weighing up to 50 pounds. The func
tional capacity to perform heavy work 
includes the functional capacity to 
perform work at all of the lesser func
tional levels.

( f )  Very heavy work. Very heavy 
work entails lifting objects in excess of 
100 pounds with frequent lifting or 
carrying of objects weighing 50 pounds 
or more. The functional capacity to 
perform very heavy work includes the
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functional capacity to perform work at 
all of the lesser functional levels.

§ 404.1511 Skill requirements.
(a ) General. For purposes of assess

ing the skills reflected by an individ
ual’s work experience, and of deter
mining the existence in the national 
economy of work the individual is 
competent to do, occupations are clas
sified as unskilled, semi-skilled, and 
skilled. When used in making disabil
ity determinations under this subpart, 
these terms are used in the following 
sense:

(b ) Unskilled work. Unskilled work 
denotes work which requires little or 
no judgment in the performance of 
simple duties that can be learned on 
the job in a short period of time. Con
siderable strength may or may not be 
required. As an example, where the 
primary work function of occupations 
consists of handling, feeding and off- 
bearing (i.e., placing or removing ma
terials from machines which are auto
matic or operated by others), or ma
chine tending, and average successful 
job performance can ordinarily be 
achieved within 30 days, such occupa
tions are considered unskilled. Other 
types of jobs requiring little specific 
vocational preparation and little judg
ment are likewise unskilled. No ac
quired work skills can be attributed to 
individuals who have performed only 
unskilled work.

(c) Semi-skilled work. Semi-skilled 
work denotes work in which some 
skills are involved but the more com
plex work functions are not required. 
Semi-skilled jobs may require alert
ness and close attention to watching 
machine processes; or inspecting, test
ing or otherwise detecting irregulari
ties; or tending or guarding equip
ment, property, materials, or persons 
against loss, damage or injury; or 
other types of activities involving work 
functions of similar complexity. A  job 
may be classified as semi-skilled where 
coordination and dexterity are neces
sary as in the use of the hands or feet 
for the rapid performance of repet
itive tasks.

(d ) Skilled work. Skilled work re
quires qualifications in which the in
dependent judgment of the individual 
determines the machine and manual 
operations to be performed in obtain
ing the proper form, quality, or quan
tity of material to be produced. The 
individual may be required to lay out 
work, to estimate quality, suitability 
and needed quantities of materials, to 
make precise measurements, to read 
blueprints or other specifications, or 
to make necessary computations or 
mechanical adjustments to control or 
regulate processes. Other skilled jobs 
may require dealing with personnel, 
data, or abstract ideas at a high level 
of complexity.
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(e ) Transferable work skills. An indi
vidual is considered to have transfer
able skills when the skilled or semi
skilled work functions which he or she 
has demonstrated in his or her past 
work can be applied to meet the re
quirements of skilled or semi-skilled 
work functions of other jobs or kinds 
of work. Transferability depends 
largely on the similarity of occupa
tionally significant work functions 
among jobs. Transferability is most 
probable and meaningful among jobs 
in which the same or a lesser degree of 
skill is required; and the same or simi
lar tools and machines are used; and 
the same are similar raw materials, 
products, processes, or services are in
volved. There are degrees of transfera
bility ranging from a close approxima
tion of work functions involving all 
three factors to only remote and inci
dental similarities among jobs. A  com
plete similarity of all three factors is 
not necessary to warrant the inference 
of transferability. Where an individ
ual’s work skills are so specialized or 
have been acquired in such a limited 
vocational setting that they are not 
readily usable in other industries, jobs 
and work environments, they are not 
transferable and the individual may be 
considered as if he or she is unskilled. 
(Also, see Appendix 2, § 201.00(e), (f), 
and § 202.00(e), (f).)

§404.1512 Effect o f performance o f ardu
ous unskilled physical labor.

Where an individual with a marginal 
education and long work experience 
(e.g., 35 to 40 years or more) limited to 
the performance of arduous unskilled 
physical labor is not working and is no 
longer able to perform such labor be
cause of a significant impairment or 
impairments and, considering his or 
her age, education, and vocational 
background is unable to engage in 
lighter work, such individual may be 
found to be under a disability. On the 
other hand, a different conclusion 
may be reached where it is found that 
such individual is working or has 
worked despite his or her impairment 
or impairments (except where such 
work is sporadic or is medically con
traindicated) depending upon all the 
facts in the case. In addition, an indi
vidual who was doing heavy physical 
work at the time he or she suffered 
such impairment might not be consid
ered unable to engage in any substan
tial gainful activity if the evidence 
shows that he or she has the training 
or past work experience which quali
fies him or her for substantial gainful 
work in another occupation consistent 
with his or her impairment, either on 
a full-time or a reasonable regular 
part-time basis.

Example. B, a 60-year old miner, 
with a fourth grade education, after a 
life-long history of arduous physical

labor alleged that he was under a dis
ability because of arthritis of the 
spine, hips, and knees and other im
pairments. Medical evidence shows a 
combination of impairments and es
tablishes that these impairments pre
vent B  from performing his usual 
work or any other type of arduous 
physical labor. His vocational back
ground does not disclose either 
through performance or by similarly 
persuasive evidence that he has skills 
or capabilities needed to do lighter 
work which would be readily transfer- 
rable to another work environment. 
Under these circumstances, B  may be 
found to be under a disability.

§404.1513 Listing o f medical-vocational 
guidelines in Appendix 2.

v In light of information that is avail
able about jobs (classified by their ex
ertional and skill requirements) that 
exist in the national economy, Appen
dix 2 sets forth rules reflecting the 
major functional and vocational pat
terns which are encountered in cases 
which do not fall within the criteria of 
§ 404.1504(a) and (b ) or §404.1512, 
where an individual is not engaging in 
substantial gainful activity and is pre
vented by a medically determinable 
impairment from performing his or 
her vocationally relevant past work. 
The Appendix 2 rules do not encom
pass all possible variations of factors 
and, as explained in § 200.00 of Appen
dix 2, are not applicable in any case 
where any one of the findings of fact 
made with respect to the individual’s 
vocational factors and residual func
tional capacity does hot coincide with 
the corresponding criterion of a rule. 
In such instances, full consideration 
must be given to all relevant facts in 
accordance with the definitions and 
discussions of each factor in 
§§404.1505-404.1511. However, when 
the findings of fact made as to all fac
tors coincide with the criteria of a 
rule, that rule directs a factual conclu
sion of disabled or not disabled.

Appendix (Listing o f Impairments) [Redes
ignated as Appendix 1]

4. Subpart P  of part 404 is further 
amended by designating the Appendix 
(Listing of Impairments), appearing at 
the end, as Appendix 1, and by adding 
a new Appendix 2, to read as follows:

Appendix 2—Medical—Vocational 
G uidelines

Sec.
200.00 Introduction.
201.00 Maximum sustained work capability 

limited to sedentary work as a result of 
severe medically determinable impair
ments).

202.00 Maximum sustained work capability
limited to light work as a result of 
severe medically determinable impair
ments). ,

203.00 Maximum sustained work capability 
limited to medium work as a result of
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severe medically determinable impair- 
mentis).

204.00 Maximum sustained work capability 
limited to heavy work (or very heavy 
work) as a result of severe medically de
terminable impairment(s).

200.00 Introduction, (a) The following 
rules reflect the major functional and voca
tional patterns which are encountered In 
cases which do not fall within the criteria of 
§ 404.1504 (a) and (b) or § 404.1512, where an 
individual with a severe medically determin
able physical or mental impairment(s) is not 
engaging in substantial gainful activity and 
the individual’s impairments) prevents the 
performance of his or her vocationally rele
vant past work. They also reflect the analy
sis of the various vocational factors (i.e., 
age, education, and work experience) in 
combination with the individual’s residual 
functional capacity (used to determine his 
or her maximum sustained work capability 
for sedentary, light, medium, heavy, or very 
heavy work) in evaluating the individual’s 
ability to engage in substantial gainful ac
tivity in other than his or her vocationally 
relevant past work. Where the findings of 
fact made with respect to a particular indi
vidual’s vocational factors and residual 
functional capacity coincide with all of the 
criteria of a particular rule, the rule directs 
a conclusion as to whether the individual is 
or is not disabled. However, each of these 
findings of fact is subject to rebuttal and 
the individual may present evidence to 
refute such findings. Where any one of the 
findings of fact does not coincide with the 
corresponding criterion of a rule, the rule 
does not apply in that particular case and, 
accordingly, does not direct a conclusion of 
disabled or not disabled. In any instance 
where a rule does not apply, full considera
tion must be given to all of the relevant 
facts of the case in accordance with the 
definitions and discussions of each factor in 
§§404.1505-404.1511.

(b) The existence of jobs in the national 
economy is reflected in the “Decisions” 
shown in the rules; i.e„ in promulgating the 
rules, administrative notice has been taken 
of the numbers of unskilled jobs that exist 
throughout the national economy at the 
various functional levels (sedentary, light, 
medium, heavy, and very heavy) as support
ed by the “Dictionary of Occupational 
Titles” and the “Occupational Outlook 
Handbook,” published by the Department 
of Labor; the “County Business Patterns” 
and “Census Surveys” published by the 
Bureau of the Census; and occupational sur
veys of light and sedentary jobs prepared 
for the Social Security Administration by 
various State employment agencies. Thus, 
when all factors coincide with the criteria of 
a rule, the existence of such jobs is estab
lished. However, the existence of such jobs 
for individuals whose remaining functional 
capacity or other factors do not coincide 
with the criteria of a rule must be further 
considered in terms of what kinds of jobs or 
types of work may be either additionally in
dicated or precluded.

(c) In the application of the rules, the in
dividual’s residual functional capacity (i.e., 
the maximum degree to which the individu
al retains the capacity for sustained per
formance of the physical-mental require
ments of jobs), age, education, and work ex
perience must first be determined.

(d) The correct disability decision (i.e., on 
the issue of ability to engage in substantial 
gainful activity) is found by then locating

the individual’s specific vocational profile. 
If an individual’s specific profile is not listed 
within this Appendix 2, a conclusion of dis
abled or not disabled is not directed. Thus, 
for example, an individual’s ability to 
engage in substantial gainful work where 
his or her residual functional capacity falls 
between the ranges of work indicated in the 
rules (e.g., the individual who can perform 
more than light but less than medium 
work), is decided on the basis of the princi
ples and definitions in the regulations, 
giving consideration to the rules for specific 
case situations in this Appendix 2. These 
rules represent various combinations of ex
ertional capabilities, age, education and 
work experience and also provide an overall 
structure for evaluation of those cases in 
which the judgments as to each factor do 
not coincide with those of any specific rule. 
Thus, when the necessary judgments have 
been made as to each factor and it is found 
that no specific rule applies, the rules still 
provide guidance for decisionmaking, such 
as in cases involving combinations of impair
ments. For example, if strength limitations 
resulting from an individual’s impairment(s) 
considered with the judgments made as to 
the individual’s age, education and work ex
perience correspond to (or closely approxi
mate) the factors of a particular rule, the' 
adjudicator then has a frame of reference 
for considering the jobs or types of work 
precluded by other, nonexertional impair
ments in terms of numbers of jobs remain
ing for a particular individual.

(e) Since the rules are predicated on an in
dividual’s having an impairment which man
ifests itself by limitations in meeting the 
strength requirements of jobs, they may not 
be fully applicable where the nature of an 
individual’s impairment does not result in 
such limitations, e.g., certain mental, senso
ry, or skin impairments. In addition, some 
impairments may result solely in postural 
and manipulative limitations or environ
mental restrictions. Environmental restric
tions are those restrictions which result in 
inability to tolerate some physical feature(s) 
of work settings that occur in certain indus
tries or types of work, e.g., an inability to 
tolerate dust or fumes.

(1) In the evaluation of disability where 
the individual has solely a nonexertional 
type of impairment, determination as to 
whether disability exists shall be based on 
the principles of §§404.1505-404.1511, giving 
consideration to the rules for specific case 
situations in this Appendix 2. The rules do 
not direct factual conclusions of disabled or 
not disabled for individuals with solely non
exertional types of impairments.

(2) However, where an individual has an 
impairment or combination of impairments 
resulting in both strength limitations and 
nonexertional limitations, the rules in this 
subpart are considered in determining first 
whether a finding of disabled may be possi
ble based on the strength limitations alone 
and, if not, the rule(s) reflecting the individ
ual’s maximum residual strength capabili
ties, age, education, and work experience 
provide a framework for consideration of 
how much the individual’s work capability 
is further diminished in terms of any types 
of jobs that would be contraindicated by the 
nonexertional limitations. Also, in these 
combinations of nonexertional and exer
tional limitations which cannot be wholly 
determined under the rules in this Appen
dix 2, full consideration must be given to all 
of the relevant facts in the case in accord

ance with the definitions and discussions of 
each factor in §§404.1505-404.1511, which 
will provide insight into the adjudicative 
weight to be accorded each factor.

201.00 M axim um  sustained work capabil
ity lim ited to sedentary work as a result o f  
severe medically determinable im pair- 
m entis). (a) Most sedentary occupations fall 
within the skilled, semi-skilled, professional, 
administrative, technical, clerical, and 
benchwork classifications. Approximately 
200 separate unskilled sedentary occupa
tions can be identified, each representing 
numerous jobs in the national economy. Ap
proximately 85 percent of these jobs are in 
the machine trades and benchwork occupa
tional categories. These jobs (unskilled sed
entary occupations) may be performed after 
a short demonstration or within 30 days.

(b) These unskilled sedentary occupations 
are standard within the industries in which 
they exist. While sedentary work represents 
a significantly restricted range of work, this 
range in itself is not so prohibitively re
stricted as to negate work capability for sub
stantial gainful activity.

(c) Vocational adjustment to sedentary 
work as defined in § 404.1510(b) may be ex
pected where the individual has special 
skills or experience relevant to sedentary 
work or where age and basic educational 
competences provide sufficient occupational 
mobility to adapt to the major segment of 
unskilled sedentary work. Inability to 
engage in substantial gainful activity would 
be indicated where an individual who is re
stricted to sedentary work because of a 
severe medically determinable impairment 
lacks special skills or experience relevant to 
sedentary work, lacks educational qualifica
tions relevant to most sedentary work (e.g., 
has a limited education or less) and the indi
vidual’s age, though not necessarily ad
vanced, is a factor which significantly limits 
vocational adaptability.

(d) The adversity of functional restric
tions to sedentary work at advanced age (55 
and over) for individuals with no relevant 
past work or who can no longer perform vo
cationally relevant past work and have no 
transferable skills, warrants a finding of dis
abled in the the absence of the rare situa
tion where the individual has recently com
pleted education which provides a basis for 
direct entry into skilled sedentary work. Ad
vanced age and a history of unskilled work 
or no work experience would ordinarily 
offset any vocational advantages that might 
accrue by reason of any remote past educa
tion, whether it is more or less than limited 
education.

(e) The presence of acquired skills that 
are readily transferable to a significant 
range of skilled work within an individual’s 
residual functional capacity would ordinari
ly warrant a finding of ability to engage in 
substantial gainful activity regardless of the 
adversity of age, or whether the individual’s 
formal education is commensurate with his 
or her demonstrated skill level. The acquisi
tion of work skills demonstrates the ability 
to perform work at the level of complexity 
demonstrated by the skill level attained re
gardless of the individual’s formal educa
tional attainments.

(f) In order to find transferability of skills 
to skilled sedentary work for individuals 
who are of advanced age (55 and over), 
there must be very little, if any, vocational 
adjustment required in terms of tools, work 
processes, work settings, or the industry.
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(g) Individuals approaching advanced age 
(age 50-54) may be significantly limited in 
vocational adaptability if they are restricted 
to sedentary work. When such individuals 
have no past work experience or can no 
longer perform vocationally relevant past 
work and have no transferable skills, a find
ing of disabled ordinarily obtains. However, 
recently completed education which pro
vides for direct entry into sedentary work 
will preclude such a finding. For this age 
group, even a high school education or more 
(ordinarily completed in the remote past) 
would have little impact for effecting a vo
cational adjustment unless relevant work 
experience reflects use of such education.

(h ) The term “younger individual” is used 
to denote an individual age 18. through 49. 
For those within this group who are age 45- 
49, age is a less positive factor than for 
those who are age 18-44. Accordingly, for 
such individuals; (1) who are restricted to 
sedentary work, (2) who are unskilled or 
have no transferable skills, (3) who have no 
relevant past work or who can no longer 
perform vocationally relevant past work, 
and (4) who "¡are either illiterate or unable to 
communicate in the English language, a 
finding of disabled is warranted. On the 
other hand, age is a more positive factor for 
those who are under age 45 and is usually 
not a significant factor in limiting such an 
individual’s ability to make a vocational ad
justment, even an adjustment to unskilled 
sedentary work, and even where the individ
ual is illiterate or unable to communicate in 
English. However,-a finding of disabled is 
not precluded for those individuals under 
age 45 who do not meet all of the criteria of 
a specific rule and who do not have the abil
ity to perform a full range of sedentary 
work. The following examples are illustra
tive: Example 1: An individual under age 45 
with a high school education can no longer 
do past work and is restricted to unskilled 
sedentary jobs because of a severe medically 
determinable cardiovascular impairment 
(which does not meet or equal the listings in 
Appendix 1). A  permanent injury of the 
right hand limits the individual to seden
tary jobs which do not require bilateral 
manual dexterity. None of the rules in Ap
pendix 2 are applicable to this particular set 
of facts, because this individual cannot per
form the full range of work defined as sed
entary. Since the inability to perform jobs 
requiring bilateral manual dexterity signifi
cantly compromises the only range of work 
for which the individual is otherwise quali
fied (i.e., sedentary), a finding of disabled 
would be appropriate. Example 2; An illiter
ate 41 year old individual with mild mental 
retardation (IQ  of 78) is restricted to un
skilled sedentary work and cannot perform 
vocationally relevant past work, which had 
consisted of unskilled agricultural field 
work; his or her particular characteristics 
do not specifically meet any of the rules in 
Appendix 2, because this individual cannot 
perform the full range of work defined as 
sedentary. In light of the adverse factors 
which further narrow the range of seden
tary work for which this individual is quali
fied, a finding of disabled is appropriate.

(i) While illiteracy or the inability to com
municate in English may significantly limit 
an individual’s vocational scope, the prima
ry work functions in the bulk of unskilled 
work relate to working with things (rather 
than with data or people) and in these work 
functions at the unskilled level, literacy or 
ability to communicate in English has the

least significance. Similarly the lack of rele
vant work experience would have little sig
nificance since the bulk of unskilled jobs re
quire no qualifying work experience. Thus, 
the functional capability for a full range of

sedentary work represents sufficient num
bers of jobs to indicate substantial vocation
al scope for those individuals age 18-44 ev€n 
if they are illiterate or unable to communi
cate in English.

T able No. L —Residual functional capacity: Maxim um  sustained work capability lim ited to 
sedentary work as a result o f  severe medically determinable im p a irm en ts )

Rule Age Education Previous work experience Decision
201.01.................. Disabled.

Do.201.02................ . Skilled or semiskilled—
skills not transferable'.

201.03.................. Skilled or semiskilled— Not
skills transferable ‘. disabled.

201.04................... . High school graduate or Unskilled or none............ Disabled.
more—does not provide 
for direct entry into 
skilled work*.

201.05.................. Not
disabled.more—provides for 

direct entry into skilled 
work *.

201.06.................. . High school graduate or Skilled or semiskilled— Disabled.
more—does not provide 
for direct entry into 
skilled work *.

skills not transferable ‘.

201.07.................. . High school graduate or Skilled or semiskilled— Not
more—does not provide 
for direct entry into 
skilled work2.

skills transferable'. disabled.

201.08.................. Skilled or semiskilled- 
skills not transferable ‘.

Do.
more—provides for 
direct entry into skilled 
work *.

201.09..................
approaching 
advanced age.

201.10.................. Skilled or semiskilled— Do.
skills not transferable.

201.11.................. Not
disabled.skills transferable.

201.12................. Disabled.
more—does not provide

. \ for direct entry into 
. skilled work ’.

201.13.................. . High school graduate or Not
more—provides for 
direct entry into skilled 
work ’.

disabled.

201.14.................. . High school graduate or Skilled or semiskilled— Disabled.
more—does not provide 
for direct entry into 
skilled work9.

skills not transferable.

201.15_____________ Skilled or semiskilled— Not
skills transferable. disabled.

201.16................... Skilled or semiskilled— 
skills not transferable.

Do.
more—provides for 
direct entry into skilled 
work*.

201.17................... Illiterate or unable to Unskilled or none............ Disabled.
individual age 
45-49.

communicate in English.

201.18................... . Limited or less—at least Not
literate and able to 
communicate in English.

disabled.

201.19................... Skilled or semiskilled- 
skills not transferable.

Do.
201.20................... Skilled or semiskilled— Do.

201.21_____________
skills transferable.

Skilled or semiskilled- 
skills not transferable.

Do.

201.22..... ..............
mohe.

Skilled or semiskilled— Do.

201.23...................
skills transferable.

Illiterate or unable to Unskilled or none............ Do.4
individual age communicate in English.
18-44.

201.24—..........--------..... — do...,.----- ........ Limited or less—at least ......do............'.................. Do.4
literate and able to 
communicate in English.

201.25...............................do -----.....----- Limited or less...... ........  Skilled or semiskilled— Do.4
skills not transferable.

201.26..---------......... ...........do......................do........................... . Skilled or semiskilled— Do.4
skills transferable.

201.27.............. Unskilled or none........... Do.4
more.

201.28............... . Skilled or semiskilled— Do.4

201.29...............
skills not transferable.

Do.4
skills transferable.

‘See 201.00(f). 
‘See 201.00(d). 
•See 201.00(g). 
‘See 201.00(h).
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202.00 M axim um  sustained work capabil
ity limited to light work as a result o f  severe 
medically determinable im pa irm en ts ), (a) 
The functional capacity to perform a full 
range of light work - as defined in 
§ 404.1510(c) includes the functional capac
ity to perform sedentary as well as light 
work. Approximately 1,600 separate seden
tary and light‘~'unskilled occupations can be 
identified in eight broad occupational cate
gories, each occupation representing numer
ous jobs in the national economy. These 
jobs can be performed after a short demon
stration or within 30 days, and do not re
quire special skills or experience.

(b) The functional capacity to perform a 
wide or full range of light work represents 
substantial work capability compatible with 
making a work adjustment to substantial 
numbers of unskilled jobs and, thus, gener
ally provides sufficient occupational mobil
ity even for severely impaired individuals 
who are not of advanced age and have suffi
cient educational competences for unskilled 
work.

(c) However, for individuals of advanced 
age who can no longer perform vocationally 
relevant past work and who have a history 
of unskilled work experience, or who have 
only skills that are not readily transferable 
to a significant range of semi-skilled or 
skilled work that is within the individual’s 
functional capacity, or who have no work 
experience, the limitations in .vocational 
adaptability represented by functional re
striction to light work warrant a finding of 
disabled. Ordinarily, even a high school edu
cation or more which was completed in the 
remote past will have little positive impact 
on effecting a vocational adjustment unless 
relevant work experience reflects use of 
such education.

(d) Where the same factors in paragraph 
(c) of this section regarding education and 
work experience are present, but where age, 
though not advanced, is a factor which sig
nificantly limits vocational adaptability (i.e„ 
closely approaching advanced age, 50-54) 
and an individual’s vocational scope is fur
ther significantly limited by illiteracy or in
ability to communicate in English, a finding 
of disabled is warranted.

(e) The presence of acquired skills that 
are readily transferable to a significant 
range of semi-skilled or skilled work within 
an individual’s residual functional capacity 
would ordinarily warrant a finding of not 
disabled regardless of the adversity of age, 
or whether the individual’s formal educa
tion is commensurate with his or her dem
onstrated skill level. The acquisition of work 
skills demonstrates the ability to perform 
work at the level of complexity demonstrat
ed by the skill level attained regardless of 
the individual’s formal educational attain
ments.

(f) For a finding of transferability of skills 
to light work for individuals of advanced 
age who are closely approaching retirement 
age (age 60-64), there must be very little, if 
any, vocational adjustment required in 
terms of tools, work processes, work set
tings, or the industry.

(g) While illiteracy or the inability to com
municate in English may significantly limit 
an individual’s vocational scope, the prima
ry work functions in the bulk of unskilled 
work relate to working with things (rather 
than with data or people) and in these work 
functions at the unskilled level, literacy or 
ability to communicate in English has the 
least significance. Similarly, the lack of rele

vant work experience would have little sig
nificance since the bulk of unskilled jobs re
quire no qualifying work experience. The 
capability for light work, which includes the 
ability to do sedentary work, represents the

'See 202.00(f).
»See 202.00(c).

203.00 M axim um  sustained work capabil
ity limited to m edium  work as a result o f  
severe medically determinable im pair
m en ts ).  (a) The functional capacity to per
form medium work as defined in 
§ 404.1510(d) includes the functional capac
ity to perform sedentary, light, and medium 
work. Approximately 2,500 separate seden
tary, light, and medium occupations can be 
identified, each occupation representing nu
merous jobs in the national economy which 
do not require skills or previous experience 
and which can be performed after a short 
demonstration or within 30 days.

(b) The functional capacity to perform 
medium work represents such substantial 
work capability at even the unskilled level 
that a finding of disabled is ordinarily not 
warranted in cases where a severely im
paired individual retains the functional ca-

capability for substantial numbers of such 
jobs. This, in turn, represents substantial 
vocational scope for younger individuals 
(age 18-49) even if illiterate or unable to 
communicate in English.

pacity to perform medium work. Even the 
adversity of advanced age (55 or over) and a 
work history of unskilled work may be 
offset by the substantial work capability 
represented by the functional capacity to 
perform medium work. (Note that the provi
sions of §404.1512 must have been given 
prior consideration.)

(c) However, the absence of any relevant 
work experience becomes a more significant 
adversity for individuals of advanced age (55 
and over). Accordingly, this factor, in combi
nation with a limited education or less, mili
tates against making a vocational adjust
ment to even this substantial range of work 
and a finding of disabled is appropriate. 
Further, for individuals closely approaching 
retirement age (60-64) with a work history 
of unskilled work and with marginal educa
tion or less, a finding of disabled is appro
priate.

T able N o. 2.—Residual functional capacity: M axim um  sustained work capability limited to 
light work as a result o f  severe medically determinable im pa irm en ts )

Rule Age Education Previous work experience Decision

202. 01..

202. 02..

Advanced age___ Limited or less.
___do......... ............. do____.........

202.03..

202.04..

..do. ..do.

202.05..

202.07..

202.08..

..do__________ High school graduate or
more—does not provide 
for direct entry into 
skilled work*.

..do______ ____  High school graduate or
more—provides for 
direct entry into skilled 
work*.

..do__________  High school graduate or
more—does not provide 
for direct entry into 
skilled work».

..do______________ do___________________

Unskilled or none.......... .
Skilled or semiskilled- 

skills not transferable. 
Skilled or semiskilled- 

skills transferable *. 
Unskilled or none...........

..do.

202.09..

202. 10..

202. 11.

202.12.............................. do.

___do___________High school graduate or
more—provides for 
direct entry into skilled 
work».

Closely Illiterate or unable to
approaching communicate in English, 
advanced age.

___do__________  Limited or less—At least
literate and able to 
communicate in English. 

___do__________  Limited or less___________

Skilled or semiskilled- 
skills not transferable.

Skilled or semiskilled- 
skills transferable 

Skilled or semiskilled- 
skills not transferable.

Disabled.
Do.

Not
disabled.

Disabled.

Not
disabled.

Disabled.

Not
disabled.

Do.

Unskilled or none...........  Disabled.

..do.

..do.

202.13. ..do_____ _____ High school graduate or
more.

Skilled or semiskilled- 
skills not transferable. 

Skilled or semiskilled- 
skills transferable. 

Unskilled or none___........

202.15 .....

202.16 .....

202.17.............

_______  Younger
individual.

Illiterate or unable to 
communicate in English.

skills not transferable. 
Skilled or semiskilled— 

skills transferable. 
Unskilled or none............

202.18.............

literate and able to 
communicate in English.

202 19............
skills not transferable.

202.20............. .... High school graduate or
skills transferable. 

Unskilled or none...........

202 21............
more.

202.22.............
skills not transferable. 

Skilled or semiskilled—

Not
disabled.

Do.

Do.

Do.

Do.

DO.

Do.

Do.

Do.

Do.

Do.

Do.

Do.
skills transferable.
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Table N o. 3 .—Residual functional capacity: Maxim um  sustained work capability lim ited to 
m edium work as a result o f  severe medically determinable im p a irm en ts )

Rule Age Education Previous work experience Decision

203.01.................. Closely Marginal or none............ Unskilled or none........... Disabled.

203 02

approaching 
retirement age.

Limited or less................ None.............................. Do.
203 03 Unskilled....................... Not

203 04 Skilled or semiskilled—
disabled.

Do.

203 OS ....do.............................
skills not transferable. 

Skilled or semiskilled— Do.

203 OA High school graduate or
skills transferable. 

Unskilled or none........... Do.

203.07...... _______
more.

High school graduate or Skilled or semiskilled— Do.

203 OR

more—does not provide 
for direct entry into 
skilled work.

skills not transferable. 

Skilled or semiskilled— Do.

203.Q9.................. High school graduate or
skills transferable. 

Skilled or semiskilled— Do.

203.10....

more—provides for 
direct entry into skilled 
work.

skills not transferable. 

None.............................. Disabled.
203.11 _ Unskilled....................... Not

203 12.................. ........... do............... Skilled or semiskilled—
disabled.

Do.

203 13
skills not transferable. 

Skilled or semiskilled— 
skills transferable. 

Unskilled or none...........

Do.

203 14 High school graduate or 
more.

High school graduate or

Do.

203.15____________ Skilled or semiskilled— Do.

203 1A

more—does not provide 
for direct entry into 
skilled work.

......do.............................

skills not transferable. 

Skilled or semiskilled— Do.

203 17 ................. High school graduate or
skills transferable. 

Skilled or semiskilled— Do.

203 1R.................. Closely.

more—provides for 
direct entry into skilled 
work.

Limited or less................

skills not transferable. 

Unskilled or none............ Do.

203.19..................

approaching 
advanced age.

Skilled or semiskilled— Do.

203.20...................
skills not transferable. 

Skilled or semiskilled— Do.

203 21 High school graduate or 
more.

High school graduate or

skills transferable. 
Unskilled or none... ........ Do.

203.22.................. Skilled or semiskilled— Do.

203.23..................

more—does not provide 
for direct entry into 
skilled work.

skills not transferable. 

Skilled or semiskilled— Do.

203.24....... ........................do............... High school graduate or
skills transferable. 

Skilled or semiskilled— Do.

203.25..................

more—provides for 
direct entry into skilled 
work.

Limited or l e s s . . .......

skills not transferable. 

Unskilled or none........... Do.

203 2A
individual.

Skilled or semiskilled— Do.

203.27..................
skills not transferable. 

Skilled or semiskilled— Do.

203.28.................. High school graduate or 
more.

High school graduate or

skills transferable. 
Unskilled or none............ Do.

203.29.................. Skilled or semiskilled— Do.

203.30..................

more—does not provide 
for direct entry into 
skilled work.

....do........... .................

skills not transferable. 

Skilled or semiskilled— Do.

203.31... .............. High school graduate or *'
skills transferable. 

Skilled or "semiskilled— Do.
more—provides for 
direct entry into skilled 
work.

skills not transferable.

204.00 Maximum sustained work capabil
ity limited to heavy work tor very heavy 
work) as a result of severe medically deter
minable impairments). The residual func
tional capacity to perform heavy work as de
fined in § 404.1510(e), or very heavy work as 
defined in § 404.1510(f), includes the func
tional capability for work at the lesser func
tional levels as well, and represents substan
tial work capability for jobs in the national

economy at all skill and physical demand 
levels. Individuals who retain the functional 
capacity, to perform heavy work (or very 
heavy work) ordinarily will not have a 
severe impairment or will be able to do their 
past work—either of which would have al
ready provided a basis for a decision of “not 
disabled”. Environmental restrictions ordi
narily would not significantly affect the 
range of work existing in the national econ

omy for individuals with the physical capa
bility for heavy work (or very heavy work). 
Thus an impairment which does not pre
clude heavy work (or very heavy work) 
would not ordinarily be the primary reason 
for unemployment, and generally is suffi
cient for a finding of not disabled, even 
though age, education, and skill level of 
prior work experience may be considered ad
verse.
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5. Section 416.902 is revised to read 
as follows:

§416.902 Evaluation o f disability in gener
al.

The provisions of §§416.902 through 
416.913 apply to cases involving sup
plemental security income benefits 
based on disability under § 1614 of the 
Act (except for statutory blindness 
and children under age 18). In general, 
the individual has the burden of prov
ing that he or she is disabled and of 
raising every issue with respect to his 
or her alleged disability. (See 
§§416.905, 416.924, 416.927.) Whether 
an impairment in a particular case 
constitutes a disability is determined 
from all the pertinent facts of that 
case. The determination of disability 
may be based on medical consider
ations alone, or on medical consider
ations and vocational factors as fol
lows:

(a ) Disability determinations on the 
basis of medical considerations alone. 
Medical evidence (i.e., signs, symptoms 
and laboratory findings) alone can jus
tify a finding that an individual is not 
under a disability, or absent evidence 
to the contrary, that an individual is 
under a disability.

(b ) Disability determinations in 
which vocational factors must be con
sidered along with the medical evi
dence. In those cases where a finding 
of disabled or not disabled cannot be 
made based on medical evidence alone, 
other evidence is required. This other 
evidence may include information 
about:

(1) The individual’s residual func
tional capacity;

(2) The individual’s age, education, 
and work experience; and

(3) The kinds of substantial gainful 
activity (work) which exist in signifi
cant numbers in the national economy 
for someone who can do only what the 
individual can do.

(c) Disability determinations in 
which vocational factors are extremely 
adverse. Where an individual with a 
marginal education and long work ex
perience (e.g., 35 to 40 years or more) 
limited to the performance of arduous 
unskilled physical labor is not working 
and is no longer able to perform such 
labor because of a significant impair
ment or impairments, such an individ
ual may be found to be under a dis
ability.

§416.903 through 416.907 [Redesignated 
§§416.914 through 416.918]

6. Sections 416.903 through 416.907 
are redesignated as sections 416.914 
through 416.918 respectively.

7. New §§416.903 through 416.913 are 
added to read as follows:

§416.903 Considerations in the sequential 
evaluation o f disability.

(a ) General. In the determination of 
whether or not an impairment in a 
particular case constitutes a disability 
as defined in §416.901, consideration is 
given to all the pertinent facts of that 
case. If the individual is engaging in 
substantial gainful activity, a determi
nation that he or she is not disabled 
shall be made. In all other cases, pri
mary consideration is given to the 
physical or mental impairment(s), 
which must be severe. The 
impairment(s) must also meet the du
ration requirement before disability 
can be found to exist. However, in de
termining whether an individual is dis
abled, a sequential evaluation process 
shall be followed, whereby current 
work activity, severity of the 
impairment(s), and vocational factors 
are assessed in that order. The follow- -  
ing evaluation steps shall be followed 
in the sequence shown, but when a de
termination that an individual is or is 
not disabled can be made at any step, 
evaluation under a subsequent step 
shall be unnecessary.

Vo) Is the individual currently engag
ing in substantial gainful activity? 
Where an individual is actually engag
ing in substantial gainful activity, a 
finding shall be made that the individ
ual is not under a disability without 
consideration of either medical or vo
cational factors. (See §§416.932, 
416.933, 416.934.)

(c) Does the individual have any 
severe impairments? Where an individ
ual does not have any impairment(s) 
which significantly limits his or her 
physical or mental capacity to perform  
basic work-related functions, a finding 
shall be made that he or she does not 
have a severe impairment and there
fore is not under a disability without 
consideration of the vocational fac
tors.

(d ) Does the individual have any 
impairment(s) which meets or equals 
those listed in Part A of Appendix 1? 
Where an individual’s impairment(s) 
meets the duration requirement and is 
either listed in Part A  of Appendix 1 
or is determined to be medically the 
equivalent of a listed impairment, a 
finding of disability shall be made 
without consideration of the vocation
al factors.

(e) Does the individual have any 
impairments) which prevents past rel
evant work? Where a finding of dis
ability or no disability cannot be made 
based on current work activity or on 
medical considerations alone, and the 
individual has a severe impairment(s), 
his or her residual functional capacity 
and. the physical and mental demands 
of his or her past relevant work shall 
be evaluated. If the impairment(s) 
does not prevent the individual from 
meeting the physical and mental de

mands of past relevant work, including 
arduous unskilled physical labor, dis
ability shall be found not to exist.

(f )  Does the individual’s impair
m ents) prevent other work? If an indi
vidual cannot perform any past rele
vant work because of a severe 
impairment(s), but the individual’s re
maining physical and mental capaci
ties are consistent with his or her 
meeting the physical and mental de
mands of a significant number of jobs 
(in one or more occupations) in the na
tional economy, and the individual has 
the vocational capabilities (consider
ing age, education, and past work ex
perience) to make an adjustment to 
work different from that which he or 
she has performed in the past, it shall 
be determined that the individual is 
not under a disability. However, if an 
individual’s physical and mental capa
cities in conjunction with his or her 
vocational capabilities (considering 
age, education, and past work experi
ence) do not permit the individual to 
adjust to work different from that 
which he or she has performed in the 
past, it shall be determined that the 
individual is under a disability.

§416.904 Determining whether disability 
exists—medical and other consider
ations.

(a ) Medical considerations.—(1)
Finding individual not disabled. Medi
cal considerations alone can justify a 
finding that an individual is not under 
a disability where'the medically deter
minable impairment is not severe. A  
medically determinable impairment is 
not severe if it does not significantly 
limit an individual’s physical or 
mental capacity to perform basic 
work-related functions.

(2) Finding individual disabled. 
Medical considerations alone (includ
ing the physiological and psychologi
cal manifestations of aging) can justi
fy a finding that an individual is under 
a disability, absent evidence to the 
contrary. Medical considerations 
which justify a finding that an individ
ual is under a disability are those that 
bring an individual’s impairment s) 
under the listing in Part A  of Appen
dix 1 of this subpart or which justify a 
determintion by the Secretary that 
the impairment(s) is the medical 
equivalent of an impairment listed in 
Part A  of Appendix 1 of this subpart.

(b ) Relevant work. Any medically de
terminable impairment(s) may justify 
a finding that an individual is under a 
disability if the impairment(s) is 
severe and prevents an individual from  
engaging in substantial gainful activi
ty. In determining whether 
impairment(s) not listed in Part A  of 
Appendix 1 of this subpart (nor found 
to be the equivalent of an impairment 
listed in Part A  of Appendix 1) meet 
this test, additional considerations are
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evaluated. These include determining 
whether an individual can qualify be
cause he or she has only performed ar
duous unskilled work for a long period 
of time or, if not, whether he or she 
can perform vocationally relevant 
work.

Cc) Vocational Factors. In those 
cases in which an individual is found 
Unable to perform vocationally rele
vant past work, age, education, and 
work experience must then be consid
ered in addition to the functional limi
tations imposed by the individual’s 
physical or mental impairments).

•
§416.905 Residual functional capacity.

(a ) General. Physical or mental 
impairment(s) may impose functional 
limitations on an individual’s ability to 
engage in substantial gainful activity. 
The kind and severity of the 
impairment(s) determine the individ
ual’s work limitations and residual 
functional capacity. The manner in 
which the impairment(s) affects the 
individual’s ability to perform work-re
lated physical and mental activities, 
and the kind and extent of function 
the individual retains, are assessed in 
determining the individual’s residual 
functional capacity. Where multiple 
impairments are involved, the assess
ment of residual functional capacity 
reflects the totality of restrictions re
sulting from all impairments. Assess
ments of residual functional capacity 
may be based solely on medical evi
dence where such evidence includes 
sufficient findings (e.g., signs, symp
toms, and laboratory findings) to 
permit and support the necessary 
judgments where relevant, with re
spect to the individual’s physical, 
mental, and sensory capabilities. In es
tablishing disability for purposes of 
title XVI, the Secretary will assist the 
individual in meeting that burden by 
securing and paying for medical evi
dence needed for a sound determina
tion. (See §§ 416.902, 416.924, 416.927.) 
Where all reasonably obtainable rele
vant medical findings alone are not 
sufficient for an adequate assessment 
of residual functional capacity, addi
tional factors may be considered. Such 
additional factors as the individual’s 
description of the impairment, record
ed observations of the individual, and 
any other evidence of record may be 
considered in conjunction with the 
medical findings.

(b ) Physical capacities. Assessment 
of physical capacities (e.g., strength 
and exertional capabilities) includes 
an evaluation of the individual and in
dicates the individual’s maximal resid
ual functional capacity for sustained 
activity on a regular basis. The assess
ment also includes the evaluation of 
the individual’s ability to perform sig
nificant physical functions such as 
walking, standing, lifting, carrying,
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pushing or pulling. The assessment in
cludes the evaluation of other physical 
traits and sensory characteristics such 
as reaching, handling, seeing, hearing, 
and speaking, insofar as limited capac
ity to perform these functions may 
also affect the individual’s capacity for 
work for which the individual would 
otherwise be qualified.

(c) Mental impairments. The assess
ment of impairments because of 
mental disorders includes a considera
tion of such factors as the capacity to 
understand, to carry out and remem
ber instructions, and to respond appro
priately to supervision, co-workers and 
customary work pressures in a routine 
work setting.

(d ) Non-exertional limitations. Any 
medically determinable impairment(s) 
resulting in non-exertional limitations 
(such as certain mental, sensory, or 
skin impairments) must be considered 
in terms of the limitations resulting 
from the impairment. When an indi
vidual has a non-exertional impair
ment in addition to an exertional 
impairment(s), the residual functional 
capacity must be assessed in terms of 
the degree of any additional narrow
ing of the individual’s work-related ca
pabilities.

(e ) When assessment is required. An  
assessment of residual functional ca
pacity is required only with respect to 
those specific physical or mental capa
cities that are in doubt by reason of 
the individual’s allegations or the evi
dence adduced. Where such doubt 
does not exist with respect to particu
lar physical or mental capacities, the 
individual is considered to have no re
strictions with respect to those capaci
ties.

( f ) Relationship o f residual function
al capacity to ability to do work. 
Where the residual functional capac
ity so determined is sufficient to 
enable the individual to do his or her 
previous work (i.e., usual work or 
other vocationally relevant past work), 
a determination is made that the indi
vidual is not under a disability. Where 
the residual functional capacity so de
termined is not sufficient to enable 
the individual to do his or her previ
ous work, it must be determined what 
work, if any, the individual can do, 
taking into consideration the individ
ual’s residual functional capacity, age, 
education, and work experience and 
whether work that the individual can 
do exists in significant numbers in the 
national economy.

§ 416.906 Age as a vocational factor..
(a ) General The term “age” refers 

to chronological age and the extent to 
which it affects the individual’s capa
bility to engage in work in competition 
with others. However, the factor of 
age in itself is not determinative of 
disability; the residual functional ca

pacity and the education and work ex
perience of the individual must also be 
considered. An individual who is un
employed because of age cannot be 
found incapable of engaging in sub
stantial gainful activity when the indi
vidual’s impairment and other voca
tional considerations, e.g., education 
and work experience, would enable the 
individual to perform a significant 
number of jobs which exist in the na
tional economy. The considerations 
given to age are appropriately reflect
ed in Appendix 2, but are not to be ap
plied mechanically in borderline situa
tions. 4

(b ) Younger individual. In the case 
of a younger individual (under age 50), 
age in itself is ordinarily not consid
ered to affect significantly the individ
ual’s ability to adapt to a new work sit
uation.

(c) Individual approaching ad
vanced age. For the individual not of 
advanced age but who is closely ap
proaching avanced age (age 50-54), the 
factor of age, in combination with a 
severe impairment and limited voca
tional background, may substantially 
affect the individual’s adaptability to 
a significant number of jobs in a com
petitive work environment.

(d ) Individual of advanced age. “Ad
vanced” age (age 55 or over) repre
sents the point where age significantly 
affects the ability to engage in sub
stantial work. Where a severely im
paired individual is of advanced age, 
such ability may be adversely affected 
except where the individual has skills 
that are readily transferable to jobs 
which exist in significant numbers in 
the national economy. Those individ
uals of advanced age who are age 60- 
64 are further described as closely ap
proaching retirement age.

§ 416.907 Education as a vocational factor.
(a ) General. The term “education” is 

primarily used in the sense of formal 
schooling or other training which con
tributes to the individual’s ability to 
meet vocational requirements, e.g., 
reasoning ability, communication 
skills, and arithmetical ability. Lack of 
formal schooling is not necessarily 
proof that the individual is uneducat
ed or lacks such capacities. For indi
viduals with past work experience, the 
kinds of responsibilities assumed when 
working may indicate the existence of 
such intellectual capacities although 
their formal education is limited. 
Other evidence of such capacities, for 
individuals with or without past work 
experience, may consist of daily activi
ties, hobbies, or the results of testing. 
The significance of an individual’s 
educational background may be mate
rially affected by the time lapse be
tween the completion of the individ
ual’s formal education and the onset 
of physical or mental impairment(s)
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and by what the individual has done 
with his or her education in a work 
context. Formal education that was 
completed many years prior to onset 
of impairment or unused skills and 
knowledge that were a part of such 
formal education may no longer be 
useful or meaningful in terms of the 
individual’s ability to work. Thus, the 
numerical grade level of educational 
attainment may not be representative 
of an individual’s present educational 
competences which could be higher or 
lower. However, in the absence of evi
dence to the contrary, the numerical 
grade level will be used. The term 
“education” also indicates whether an 
individual has the ability to communi
cate in English, since that ability is 
often acquired or enhanced through 
educational exposure. In evaluating 
the educational level of an individual, 
the following classifications are used:

(b ) Illiteracy. Illiteracy refers to the 
inability to read or write. An individu
al who is able to sign his or her name, 
but cannot read or write a simple com
munication (e.g., instructions, inven
tory lists), is considered illiterate. Gen
erally, an illiterate individual has had 
little or no formal schooling.

(c) Marginal education. Marginal 
education refers to competence in rea
soning, arithmetic, and language skills 
which are required for the perform
ance of simple, unskilled types of jobs. 
Absent evidence to the contrary, 
formal schooling at a grade level of 
sixth grade or less is considered a mar
ginal education.

(d ) Limited education. Limited edu
cation refers to competence in reason
ing, arithmetic, and language skills 
which, although more than that 
which is generally required to carry 
out the duties of unskilled work, does 
not provide the individual with the 
educational qualifications necessary to 
perform the majority of more complex 
job duties involved in semi-skilled or 
skilled jobs. Absent evidence to the 
contrary, a seventh grade through the 
eleventh grade level of formal educa
tion is considered a limited education.

(e ) High school education and above. 
High school education and above 
refers to competence in reasoning, 
arithmetic, and language skills ac
quired through formal schooling at a 
level of grade twelve or above. Absent 
evidence to the contrary, these educa
tional capacities qualify an individual 
for work at a semi-skilled through a 
skilled level of job complexity.

(f ) Inability to communicate in Eng
lish. Ability to communicate in Eng
lish is often acquired or enhanced 
through educational exposure, and 
this may be considered an educational 
factor. Where there is inability to 
communicate in English, the dominant 
language of the national economy, 
this may be considered a vocational
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handicap because it often narrows an 
individual’s vocational scope. For ex
ample, the inability to communicate in 
English may preclude an individual 
from performing jobs which require 
conversing with peers and supervisors 
in English, or reading instructions, 
signs, forms, etc., which are printed in 
English. However, the inability to 
communicate in English in no sense 
implies that an individual lacks formal 
schooling or intelligence. A  person 
unable to communicate in English 
may have a vocational handicap which 
must be considered in assessing what 
work, if any, the individual can do. 
The particular non-English language 
in which an individual may be fluent 
is generally immaterial.

§ 416.908 Work experience as a vocational 
factor.

The term “work experience” means 
skills and abilities acquired through 
work previously performed by the in
dividual which indicates the type of 
work the individual may be expected 
to perform. Work for which the indi
vidual has demonstrated a capability is 
the best indicator of the kind of work 
that the individual can be expected to 
do. Such work experience has current 
vocational relevance where the re
cency of the work and the skills ac
quired demonstrate the individual’s 
ability to perform work which exists in 
the national economy. Work per
formed 15 years or more prior to the 
point at which the claim is being con
sidered for adjudication (or when the 
earnings requirement was last met) is 
ordinarily not considered vocationally 
relevant. In our economic system, a 
gradual transition occurs in the job 
functions of most jobs so that by the 
time 15 years have elapsed, it is no 
longer realistic to assume that skills 
and abilities acquired in a job per
formed more than 15 years ago contin
ue to be relevant. The 15-year guide is 
essentially intended to insure that cur
rent vocational relevance is not imput
ed to remote work experience which 
could not reasonably be expected to 
enhance an individual’s vocational 
prospect as of the point of adjudica
tion. An individual who has no prior 
work experience or has worked only 
sporadically or for brief periods of 
time during the 15-year period may be 
considered to have no relevant work 
experience. Any skills acquired 
through work experience are vocation
al assets unless they are not transfer
able to other skilled or semi-skilled 
work within the individual’s current 
capacities. When acquired skills are 
not transferable, the indivdual is con
sidered capable of only unskilled work. 
However, an individual need not have 
work experience to qualify fo r  un
skilled work which requires little or no 
judgment in the performance of
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simple duties which can be learned in 
a short period of time.

§ 416.909 Work which exists in the nation
al economy.

(a ) General. Work is considered to 
exist in the national economy when it 
exists in significant numbers either in 
the region where the individual lives 
or in several other regions of the coun
try, regardless of whether such work 
exists in the immediate area in which 
the individual lives, or whether a spe
cific job vacancy exists for the individ
ual, or whether the individual would 
be hired if the individual applied for 
work. A  finding that work exists in the 
national economy is made when there 
is a significant number of jobs (in one 
or more occupations) having typical 
requirements which do not exceed the 
individual’s physical or mental capaci
ties and vocational qualifications. Iso
lated jobs of a type that exist only in 
very limited number or in relatively 
few geographic locations outside of 
the region where the individual resides 
are not considered to be “work which 
exists in the national economy” for 
purposes of determining whether an 
individual is under a disability; an in
dividual is not denied benefits on the 
basis of the existence of such jobs. If  
work that the individual can do does 
not exist in the national economy, dis
ability shall be determined to exist. If  
such work does exist in the national 
economy, disability shall be deter
mined not to exist.

(b ) Inability of individual to obtain 
work. I f  an individual’s residual func
tional capacity and vocational capa
bilities are consistent with the per
formance of work which exists in the 
national economy but the individual 
remains unemployed because the indi
vidual is unsuccessful in obtaining 
such work or because such work does 
not exist in the individual’s local area; 
or because of the hiring practices of 
employers, technological changes in 
the industry in which the individual 
has worked, or cyclical economic con
ditions; or because there are no job 
openings for the individual or the indi
vidual would not actually be hired to 
do work the individual could otherwise 
perform, the individual is considered 
not to be under a disability as defined 
in §416.901.

(c) Administrative notice of job data. 
In the determination of whether jobs 
as classified by their exertional and 
skill requirements exist in significant 
numbers either in the region or the 
national economy, administrative 
notice shall be taken of reliable job in
formation available from various gov
ernmental and other publications; e.g., 
“Dictionary of Occupational Titles,” 
published by the Department of 
Labor; “County Business Patterns,” 
published by the Bureau of the
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Census; “Census Reports,” also pub
lished by the Bureau of the Census; 
occupational analyses prepared for the 
Social Security Administration by var
ious State employment agencies; and 
the “Occupational Outlook Hand
book,” published by the Bureau of 
Labor Statistics.

§ 416.910 Exertional requirements.
(a ) General For the purpose of de

termining exertional requirements of 
work in the national economy, jobs are 
classified as “sedentary,” “light,” 
“medium,” “heavy,” and “very heavy.” 
Such terms have the same meaning as 
they have in the “Dictionary of Occu
pational Titles,” published by the De
partment of Labor, and when used in 
making disability determinations 
under this subpart, are defined as fol
lows:

(b ) Sedentary work. Sedentary work 
entails lifting 10 pounds maximum 
and occasionally lifting or carrying 
such articles as dockets (e.g., files), 
ledgers, and small tools. Although a 
sedentary job is defined as one which 
involves sitting, a certain amount of 
walking and standing is often neces
sary in carrying out job duties. Jobs 
are sedentary if walking and standing 
are required occasionally and other 
sedentary criteria are met.

(c) Light work. Light work entails 
lifting 20 pounds maximum with fre
quent lifting or carrying of objects 
weighing up to 10 pounds. Even 
though the weight lifted may be only 
a negligible amount, a job is in this 
category when it requires walking or 
standing to a significant degree, or 
when it involves sitting most of the 
time with a degree of pushing and 
pulling of arm or leg controls. To be 
considered capable of performing a 
full or wide range of light work, an in
dividual must be capable of perform
ing substantially all of the foregoing 
activities. The functional capacity to 
perform light work includes the func
tional capacity to perform sedentary 
work.

(d ) Medium work. Medium work en
tails lifting 50 pounds maximum with 
frequent lifting or carrying of objects 
weighing up to 25 pounds. The func
tional capacity to perform medium 
work includes the functional capacity 
to perform sedentary work and light 
work as well.

(e ) Heavy work. Heavy work entails 
lifting 100 pounds maximum with fre
quent lifting or carrying of objects 
weighing up to 50 pounds. The func
tional capacity to perform heavy work 
includes the functional capacity to 
perform work at all of the lesser func
tional levels.

(f ) Very heavy work. Very heavy 
work entails lifting objects in excess of 
100 pounds with frequent lifting or 
carrying of objects weighing 50 pounds
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or more. The functional capacity to 
perform very heavy work includes the 
functional capacity to perform work at 
all of the lesser functional levels.

§416.911 Skill requirements.
(a ) General. For purposes of assess

ing the skills reflected by an individ
ual’s work experience, and of deter
mining the existence in the national 
economy of work the individual is 
competent to do, occupations are clas
sified as unskilled, semi-skilled, and 
skilled. When used in making disabil
ity determinations under this subpart, 
these terms are used in the following 
sense:

(b ) Unskilled work. Unskilled work 
denotes work which requires little or 
no judgment in the preformance of 
simple duties that can be learned on 
the job in a short period of time. Con
siderable strength may or may not be 
required. As an example, where the 
primary work function of occupations 
consists of handling, feeding, and off- 
bearing (i.e., placing or removing ma
terials from machines which are auto
matic or operated by others), or ma
chine tending, and average successful 
job performance can ordinarily be 
achieved within 30 days, such occupa
tions are considered unskilled. Other 
types of jobs requiring little specific 
vocational preparation and little judg
ment 'are likewise unskilled. No ac
quired work skills can be attributed to 
individuals who have performed only 
unskilled work.

(c) Semi-skilled work. Semi-skilled 
work denotes work in which some 
skills are involved but the more com
plex work functions are not required. 
Semi-skilled jobs may require alert
ness and close attention to watching 
machine processes; or inspecting, test
ing or otherwise detecting irregulari
ties; or tending or guarding equip
ment, property, materials, or persons 
against loss, damage or injury; or 
other types of activities involving work 
functions of similar complexity. A  job 
may be classified as semi-skilled where 
coordination and dexterity are neces
sary as in the use of the hands or feet 
for the rapid performance of repet
itive tasks.

(d ) Skilled work. Skilled work re
quires qualifications in which the in
dependent judgment of the individual 
determines the machine and manual 
operations to be performed in obtain
ing the proper form, quality, or quan
tity of material to be produced. The 
individual may be required to lay out 
work, to estimate quality, suitability 
and needed quantities of materials, to 
make precise measurements, to read 
blueprints or other specifications, or 
to make necessary computations or 
mechanical adjustments to control or 
regulate processes. Other skilled jobs 
may require dealing with personnel,

data, or abstract ideas at a high level 
of complexity.

(e ) Transferable work skills. An indi
vidual is considered to have transfer
able skills when the skilled or semi
skilled work functions which he or she 
has demonstrated in his or her past 
work can be applied to meet the re
quirements of skilled or semi-skilled 
work functions of other jobs or kinds 
of work. Transferability depends 
largely on the similarity of occupa
tionally significant work functions 
among jobs. Transferability is most 
probable and meaningful among jobs 
in which the same or a lesser degree of 
skill is required; and the same or simi
lar tools and machines are used; and 
the same or similar raw materials, 
products, processes, or services are in
volved. There are degrees of transfera
bility ranging from a close approxima
tion of work functions involving all 
three factors to only remote and inci
dental similarities among jobs. A  com
plete similarity of all three factors is 
not necessary to warrant the inference 
of transferability. Where an individ
ual’s work skills are so specialized or 
have been acquired in such a limited 
vocational setting that they are not 
readily usable in other industries, jobs 
and work environments, they are not 
transferable and the individual may be 
considered as if he or she is unskilled. 
(Also see Appendix 2, §201.00 (e), <f), 
and §202.00 (e), (f).)

§416.912 Effect o f performance o f ardu
ous unskilled physical labor.

Where an individual with a marginal 
education and long work experience 
(e.g., 35 to 40 years or more) limited to 
the performance of arduous unskilled 
physical labor is not working and is no 
longer able to perform such labor be
cause of a significant impairment or 
impairments and, considering his or 
her age, education, and vocational 
background is unable to engage in 
lighter work, such individual may be 
found to be under a disability. On the 
other hand, a different conclusion 
may be reached where it is found that 
such individual is working or has 
worked despite his or her impairment 
or impairments (except where sucl 
work is sporadic or is medically con
traindicated) depending upon all the 
facts in the case. In addition, an indi
vidual who was doing heavy physical 
work at the time he or she suffered 
such impairment might not be consid
ered unable to engage in any substan
tial gainful activity if the evidence 
shows that he or she has the training 
or past work experience which quali
fies him or her for substantial gainful 
work in another occupation consistent 
with his or her impairment, either on 
a full-time or a reasonably regular 
part-time basis.
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Example. B, a 60-year old miner, with a 
fourth grade education, after a life-long his
tory of arduous physical labor alleged that 
he was under a disability because of arthri
tis of the spine, hips, and knees and other 
impairments. Medical evidence shows a com
bination of impairments and establishes 
that these impairments prevent B from per
forming his usual work or any other type of 
arduous physical labor. His vocational back
ground does not disclose either through per
formance or by similarly persuasive evi
dence that he has skills or capabilities 
needed to do lighter work which would be 
readily transferable to another work envi
ronment. Under these circumstances, B may 
be found to be under a disability.

§ 416.913 Listing o f medical-vocational 
guidelines in Appendix 2.

In light of information that is avail
able about jobs (classified by their ex
ertional and skill requirements) that 
exist in the national economy, Appen
dix 2 sets forth rules reflecting the 
major functional and vocational pat
terns which are encountered in cases 
which do not fall wfthin the criteria of 
§416.904 (a ) and (b ) or §416.912, where 
an individual is not engaging in sub
stantial gainful activity and is prevent
ed by medically determinable impair
ment from performing his or her voca
tionally relevant past work. The Ap
pendix 2 rules do not encompass all 
possible variations of factors and, as 
explained in §200.00 of Appendix 2, 
are not applicable in any case where 
any one of the findings of fact made 
with respect to the individual’s voca
tional factors and residual functional 
capacity does not coincide with the 
corresponding criterion of a rule. In 
such instances, full consideration must 
be given to all relevant facts in accord
ance with the definitions and discus
sions of each factor in §§416.905- 
416.911. However, when the findings 
of fact made as to all factors coincide 
with the criteria of a rule, that rule 
directs a conclusion of disabled or not 
disabled.

8. Subpart I of Part 416 is further 
amended by adding a new Appendix 2, 
to read as follows:

Appendix 2—Medical—Vocational 
Guidelines

Secs.
200.00 Introduction.
201.00 Maximum sustained work capability 

limited to sedentary work as a result 
of severe medically determinable 
impairment(s).

202.00 Maximum sustained work capability 
limited to light work as a result of 
severe medically determinable 
impairment(s).

203.00 Maximum sustained work capability 
limited to medium work as a result of 
severe medically determinable 
impairment^).

204.00 Maximum sustained work capability 
limited to heavy work (or very heavy 
work) as a result of severe medically de
terminable impairments).

RULES AND REGULATIONS

200.00 Introduction, (a) The following 
rules reflect the major functional and voca
tional patterns which are encountered in 
cases which do not fall within the criteria of 
§416.904 (a) and (b) or §416.912, where an 
individual with a severe medically determin
able physical or mental impairments) is not 
engaging in substantial gainful activity and 
the individual’s impairments) prevents the 
performance of his or her vocationally rele
vant past work. They also reflect the analy
sis of the various vocational factors (i.e„ 
age, education, and work experience) in 
combination with the individual’s residual 
functional capacity (used to determine his 
or her maximum sustained work capability 
for sedentary, light, medium, heavy, or very 
heavy work) in evaluating the individual’s 
ability to engage in substantial gainful ac
tivity in other than his or her vocationally 
relevant past work. Where the findings of 
fact made with respect to a particular indi
vidual’s vocational factors and residual 
functioned capacity coincide with all of the 
criteria of a particular rule, the rule directs 
a conclusion as to whether the individual is 
or is not disabled. However, each of these 
findings of fact is subject to rebuttal and 
the individual may present evidence to 
refute such findings. Where any one of the 
findings of fact does not coincide with the 
corresponding criterion of a rule, the rule 
does not apply in that particular case and, 
accordingly, does not direct a conclusion of 
disabled or not disabled. In any instance 
where a rule does not apply, full considera
tion must be given to all of the relevant 
facts of the case in accordance with the 
definitions and discussions of each factor in 
§§416.905-416.911.

(b) The existence of jobs in the national 
economy is reflected in the “Decisions” 
shown in the rules; i.e., in promulgating the 
rules, administrative notice Has been taken 
of the numbers of unskilled jobs that exist 
throughout the national economy at the 
various functional levels (sedentary, light, 
medium, heavy, and very heavy) as support
ed by the “Dictionary of Occupational 
Titles” and the “Occupational Outlook 
Handbook,” published by the Department 
of Labor; the “County Business Patterns” 
and “Census Surveys” published by the 
Bureau of the Census; and occupational sur
veys of light and sedentary jobs prepared 
for the Social Security Administration by 
various State employment agencies. Thus, 
when all factors coincide with the criteria of 
a rule, the existence of such jobs is estab
lished. However, the existence of such jobs 
for individuals whose remaining functional 
capacity or other factors do not coincide 
with the criteria of a rule must be further 
considered in terms of what kinds of jobs or 
types of work may be either additionally in
dicated or precluded.

(c) In the application of the rules, the in
dividual’s residual functional capacity (i.e., 
the maximum degree to which the individu
al retains the capacity for sustained per
formance of the physical-mental require
ments of jobs), age, education, and work ex
perience must first be determined.

(d) The correct disability decision (i.e., on 
the issue of ability to engage in substantial 
gainful activity) is found by then locating 
the individual’s specific vocational profile. 
If an individual’s specific profile is not listed 
within this Appendix 2, a conclusion of dis
abled or not disabled is not directed. Thus, 
for example, an individual’s ability to 
engage in substantial gainful work where
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his or her residual functional capacity falls 
between the ranges of work indicated in the 
rules (e.g., the individual who can perform 
more than light but less than medium 
work), is decided on the basis of the princi
ples and definitions in the regulations, 
giving consideration to the rules for specific 
case situations in this Appendix 2. These 
rules represent various combinations of ex
ertional capabilities, age, education and 
work experience and also provide an overall 
structure for evaluation of those cases in 
which the judgments as to each factor do 
not coincide with those of any specifc rule. 
Thus, when the necessary judgments have 
been made as to each factor and it is found 
that no specific rule applies, the rules still 
provide guidance for decisionmaking, such 
as in cases involving combindtions of impair
ments. For example, if the strength limita
tions resulting from an individual’s 
impairment(s) considered with the judg
ments made as to the individual’s age, edu
cation and work experience correspond to 
(or closely approximate) the factors of a 
particular rule, the adjudicator then has a 
frame of reference for considering the jobs 
or types of work precluded by other, non ex
ertional impairments in terms of numbers 
of jobs remaining for a particular individu
al.

(e) Since the rules are predicated on an in
dividual’s having an impairment which man
ifests itself by limitations in meeting the 
strength requirements of jobs, they may not 
be fully applicable where the nature of an 
individual’s impairment does not result in 
such limitations, e.g., certain mental, senso
ry, or skin impairments. In addition, some 
impairments may result solely in postural 
and manipulative limitations or environ
mental restrictions. Environmental restric
tions are those restrictions which result in 
inability to tolerate some physical 
features(s) of work settings that occur in 
certain industries or types of work, e.g., an 
inability to tolerate dust or fumes.

(1) In the evaluation of disability where 
the individual has solely a nonexertional

«type of impairment, determination as to 
whether disability exists shall be based on 
the principles of §§416.905-416.911, giving 
consideration to the rules for specific case 
situations in this Appendix 2. The rules do 
not direct factual conclusions of disabled or 
not disabled for individuals with solely non
exertional types of impairments.

(2) However, where an individual has an 
impairment or combination of impairments 
resulting in both strength limitations and 
nonexertional limitations, the rules in this 
subpart are considered in determining first 
whether a finding of disabled may be possi
ble based on the strength limitations alone 
and, if not, the rule(s) reflecting the individ
ual’s maximum residual strength capabili
ties, age, education, and work experience 
provide a framework for consideration of 
how much the individual’s work capability 
is further diminished in terms of any types 
of jobs that would be contraindicated by the 
nonexertional limitations. Also, in these 
combinations of nonexertional and exer
tional limitations which cannot be wholly 
determined under the rules in this Appen
dix 2, full consideration must be given to all 
of the relevant facts in the case in accord
ance with the definitions and discussion of 
ea^i factor in §§416.905-416.911, which will 
provide insight into the adjudicative weight 
to be accorded each factor.
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201.00 M axim um  sustained work capabil
ity limited to sedentary work as a result o f  
severe medically determinable im pair
m en ts ).  (a) Most sedentary occupations fall 
within the skilled, semi-skilled, professional, 
administrative, technical, clerical, and 
benchwork classifications. Approximately 
200 separate unskilled sedentary occupa
tions can be identified, each representing 
numerous jobs in the national economy. Ap
proximately 85 percent of these jobs are in 
the machine trades and benchwork occupa
tional categories. These jobs (unskilled sed
entary occupations) may be performed after 
a short demonstration or within 30 days.

(b) These unskilled sedentary occupations 
are standard within the industries in which 
they exist. While sedentary work represents 
a significantly restricted range of work, this 
range in itself is not so prohibitively re
stricted as to negate work capability for sub
stantial gainful activity.

(c) Vocational adjustment to sedentary 
work as defined in § 416.910(b) may be ex
pected where the individual has special 
skills or experience relevant to sedentary 
work or where age and basic educational 
competences provide sufficient occupational 
mobility to adapt to the major segment of 
unskilled sedentary work. Inability to 
engage in substantial gainful activity would 
be indicated where an individual who is re
stricted to sedentary work because of a 
severe medically -determinable impairment 
lacks special skills or experience relevant to 
sedentary work, lacks educational qualifica
tions relevant to most sedentary work (e.g., 
has a limited education or less) and the indi
vidual’s age, though not necessarily ad
vanced, is a factor which significantly limits 
vocational adaptability.

(d) The adversity of functional restriction 
to sedentary work at advanced age (55 and 
over) for individuals with no relevant past 
work or who can no longer perform voca
tionally relevant past work, and have no 
transferable skills, warrants a finding of dis
abled in the absence of the rare situation 
where the individual has recently completed 
education which provides a basis for direct 
entry into skilled sedentary work. Advanced 
age and a history of unskilled work or no 
work experience would ordinarily offset any 
vocational advantages that might accrue by 
reason of any remote past education, wheth
er it is more or less than limited education.

(e) The presence of acquired skills that 
are readily transferable to a significant 
range of skilled work within an individual’s 
residual functional capacity would ordinari
ly warrant a finding of ability to engage in 
substantial gainful activity regardless of the 
adversity of age, or whether the individual’s 
formal education is commensurate with his 
or her demonstrated skill level. The acquisi
tion of work skills demonstrates the ability 
to perform work at the level of complexity 
demonstrated by the skill level attained re
gardless of the individual's formal educa
tional attainments.

( f ) In order to find transferability of skills 
to skilled sedentary work for individuals 
who are of advanced age (55 and over), 
there must be very little, if any, vocational 
adjustment required in terms of tools, work 
processes, work settings, or the industry.

(g) Individuals approaching advanced age 
(age 50-54) may be significantly limited in 
vocational adaptability if they are restricted 
to sedentary work. When such individuals 
have no past work experience or can no 
longer perform vocationally relevant past

work and have no transferable skills, a find
ing of disabled ordinarily obtains. However, 
recently completed education which pro
vides for direct entry into sedentary work 
will preclude such a finding. For this age 
group, even a high school education or more 
(ordinarily completed in the remote past) 
would have little impact for effecting a vo
cational adjustment unless relevant work 
experience reflects use of such education.

(h) The term “younger individual’’ is used 
to denote an individual age 18 through 49. 
For those within this group who are age 45- 
49, age is a less positive factor than for 
those who are age 18-44. Accordingly, for 
such individuals (1) who are restricted to 
sedentary work, (2) who are unskilled or 
have no transferable skills, (3) who have no 
relevant past work or who can no longer 
perform vocationally relevant past work, 
and (4) who are either illiterate or unable to 
communicate in the English language, a 
finding of disabled is warranted. On the 
other hand, age is a more positive factor for 
those who are under age 45 and is usually 
not a significant factor in limiting such an 
individual’s ability to make a vocational ad
justment, even an adjustment to unskilled 
sedentary work, and even where the individ
ual is illiterate or unable to communicate in 
English. However, a finding of disabled is 
not precluded for those individuals under 
age 45 who do not meet all of the criteria of 
a specific rule and who do not have ability 
to perform a full range of sedentary work. 
The following examples are illustrative: Ex
ample 1: An individual under age 45 with a 
high school education can no longer do past 
work and is restricted to unskilled sedentary 
jobs because of a severe medically determin
able cardiovascular impairment (which does 
not meet or equal the listings in Part A  of 
Appendix 1). A  permanent injury of the

right hand limits the individual to seden
tary jobs which do not require bilateral 
manual dexterity. None of the rules in Ap
pendix 2 are applicable to this particular set 
of facts, because this individual cannot per
form the full range of work defined as sed
entary. Since the inability to perform jobs 
requiring bilateral manual dexterity signifi
cantly compromises the only range of work 
for which the individual is otherwise quali
fied; (i.e., sedentary), a finding of disabled 
would be appropriate. Example 2: An illiter
ate 41 year old individual with mild mental 
retardation (IQ  of 78) is restricted to un
skilled sedentary work and cannot perform 
vocationally relevant past work, which had 
consisted of unskilled agricultural field 
work; his or her particular characteristics 
do not specifically meet any of the rules in 
Appendix 2, because this individual cannot 
perform the full range of work defined as 
sedentary. In light of the adverse factors 
which further narrow the range of seden
tary work for which this individual is quali
fied, a finding of disabled is appropriate.

(i) While illiteracy or the inability to com
municate in English may significantly limit 
an individual’s vocational scope, the prima
ry work functions in the bulk of unskilled 
work relate to working with things (rather 
than with data or people) and in these work 
functions at the unskilled level, literacy or 
ability to communicate in English has the 
least significance. Similarly, the lack of rele
vant work experience would have little sig
nificance since the bulk of unskilled jobs re
quire no qualifying work experience. Thus, 
the functional capability for a full range of 
sedentary work represents sufficient num
bers of jobs to indicate substantial vocation
al scope for those individuals age 18-44 even 
if they are illiterate or unable to communi
cate in English.

T able No. 1.—Residual functional capacity: M axim um  sustained work capability lim ited to 
sedentary uoork as a result o f  severe medically determinable im p a irm en ts )

Rule Age Education Previous work experience Decision

201.01.
201.02.

201.03.

201.04.

201.05.

201.06.

201.07.

201.08.

201.09.

201.10. 

201.11. 

201.12,

201.13,

Advanced age___ Limited or less.
___do......... ............. do.__

..do. ,do.

„do....__ ______ High school graduate or
more—does not provide 
for direct entry into 
skilled work1.

..do___..._____  High school graduate or „
more—provides few 
direct entry into skilled 
work*.

..do_________ _ High school graduate or
more—does not provide 
for direct entry into 
skilled work *.

..do....................'...do. *___ _______ ____ _

Unskilled or none____ ...... Disabled.
Skilled or semiskilled— Do.

skills not transferable'.
Skilled or semiskilled— Not 

skills transferable *. disabled.
Unskilled or none....______ Disabled.

..do.

do......... ......  High school graduate or
more—provides for 
direct entry into skilled 
work *.

Limited or less_________....

Skilled or semiskilled- 
skills not transferable'.

Skilled or semiskilled- 
skills transferable*. 

Skilled or semiskilled- 
skills not transferable'.

Closely 
approaching 
advanced age.

Unskilled or none..

..do. ..do.

..do. ..do.

..do__________High school graduate or
more—does not provide 
for entry into skilled 
work *.

..do__________  High school graduate or
more—provides for 
direct entry into skilled 
work*.

Skilled or semiskilled- 
skills not transferable. 

Skilled or semiskilled- 
skills transferable. 

Unskilled or none..............

..do.

Not
disabled.

Disabled.

Not
disabled.

Do.

Disabled.

Do.

Not
disabled.
Disabled.

Not
disabled.
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Table N o. 1.— Residual functional capacity: Maxim um  sustained work capability lim ited to 
sedentary work as a result o f  severe medically determinable im pairm ent's )—Continued

Rule Age Education Previous work experience Decision

201.14.............................. do__________  High school graduate or Skilled or semiskilled— Disabled.
more—does not provide skills not transferable.

2 0 1 .1 5 .......

for direct entry into 
skilled work*.

Skilled or semiskilled— Not
skills transferable. disabled.

201.16,............ High school graduate or 
more—provides for

Skilled or semiskilled- 
skills not transferable.

Do.

direct entry into skilled

201.17.............
individual, age

work *.
Illiterate or unable to 

communicate in English.
Unskilled or none_______ Disabled.

2 0 1 .1 8 .....
45 to 49.

......do........ .................... Not
literate and able to disabled.

201.19.............
communicate in English. 

Limited or less................ Skilled or semiskilled— 
skills not transferable.

Do-

a m  a n ..... ............do............... Skilled or semiskilled— Do.
skills transferable.

201.21............

201 22

High school graduate or 
more.

Skilled or semiskilled— 
skills not transferable. 

Skilled or semiskilled—

Do.

Do.
skills transferable.

Unskilled or none........... Do. *
individual, age communicate in English.

2 0 1 .2 4 ......
18 to 44.

Limited or less—at least ___do___________________ Do.4

201 25

literate and able to 
communicate in English.

Skilled or semiskilled— Do.4
skills not transferable.

201 2 8  .. Skilled or semiskilled— Do.4
skills transferable.

201.27............ , High school graduate or Unskilled or none.----------- Do.4

201.28............
more. •

Skilled or semiskilled— 
skills not transferable.

Do.4

201.29............ Skilled or semiskilled— Do.4
«wig transferable.

'See 201.00(f).
•See 201.00(d).
•See 201.00(g).
•See 201.00(h).

202.00 M axim um  sustained work capabili
ty limited to light work as a result o f  severe 
medically determinable im pa irm en ts ). (a) 
The functional capacity to perform a full 
range of light work as defined in § 416.910(c) 
includes the functional capacity to perform 
sedentary as well as light work. Approxi
mately 1,600 separate sedentary and light 
unskilled occupations can be identified hi 
eight broad occupational categories, each 
occupation representing numerous jobs in 
the national economy. These jobs can be 
performed after a short demonstration or 
within 30 days, and do not require special 
skills or experience.

(b) The functional capacity to perform a 
wide or full range of light work represents 
substantial work capability compatible with 
making a work adjustment to substantial 
numbers of unskilled jobs and, thus, gener
ally provides sufficient occupational mobil
ity even for severely impaired individuals 
who are not of advanced age and have suffi
cient educational competences for unskilled 
work.

(c) However, for individuals of advanced 
age who can no longer perform vocationally 
relevant past work and who have a history 
of unskilled work experience, or who have 
only skills that are not readily transferable

to a significant range of Semi-skilled or 
skilled work that is within the individual’s 
functional capacity, or who have no work 
experience, the limitations in vocational 
adaptability represented by functonal re
striction to light work warrant a finding of 
disabled. Ordinarily, even a high school edu
cation or more which was completed in the 
remote past will have little positive impact 
on effecting a vocational adjustment unlessi 
relevant work experience reflects use of! 
such education.

(d) Where the same factors in paragraph
(c) of this section regarding education and 
work experience are present, but where age, 
though not advanced, is a factor which sig
nificantly limits vocational adaptability (Le., 
closely approaching advanced age, 50-54) 
and an individual’s vocational scope is fur
ther significantly limited by illiteracy or in
ability to communicate in English, a finding 
of disabled is warranted.

(e) The presence of acquired skills that 
are readily transferable to a significant 
range of semi-skilled or skilled work within 
an individual’s residual functional capacity 
would ordinarily warrant a finding of not 
disabled regardless of the adversity of age, 
or whether the individual’s formal educa
tion is commensurate with his or her dem

onstrated skill level. The acquisition of work 
skills demonstrates the ability to perform 
work at the level of complexity demonstrat
ed by the skill level attained regardless of 
the individual’s formal educational attain
ments.

( f ) For a finding of transferability of skills 
to light work for individuals of advanced 
age who are closely approaching retirement 
age (age 60-64), there must be very little, if 
any, vocational adjustment required in 
terms of tools, work processes, work set
tings, or the industry.

(g) While illiteracy or the inability to com
municate in English may significantly limit 
an individual’s vocational scope, the prima
ry work functions in the bulk of unskilled 
work relate to working with things (rather 
than with data or people) and in these work 
functions at the unskilled level, literacy or 
lability to communicate in English has the 
i least significance. Similarly, the lack of rele
vant work experience would have little sig
nificance since the bulk of unskilled jobs re
quire no qualifying work experience. The 
| capability for light work, which includes the 
ability to do sedentary work, represents the 
! capability for substantial numbers of such 
jobs. This, in turn, represents substantial 
vocational scope for younger individuals 
(age 18-49) eVen if illiterate or unable to 
communicate in English.

Table No. 2 .—Residual functional capacity: Maxim um  sustained work capability lim ited to 
light work as a result o f  severe medically determinable im pa irm en ts )

Rule Age Education Previous work experience Decision

\  202.01____.......______ ,. Advanced age...... Limited or less___________ Unskilled or none------------ Disabled.
wL' 202.02.............................. do...... ................do.......... ............. ....  Skilled or semiskilled— Do.
CS skills not transferable.
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Table No. 2.—Residual functional capacity: M axim um  sustained work capability limited to 
light work as a result o f  severe medically determinable im pa irm en ts ) —Continued

Rule Age Education Previous work experience Decision

202 03................... Skilled or semiskilled— Not

202.04.................... . High school graduate or
skill« transferable'. 

Unskilled or none............
disabled.
Disabled.

202.05....................

more—does not provide 
for direct entry into 
skilled work *.

. High school graduate or 
more—provides for 
direct entry into skilled 
work’.

. High school graduate or

do............................. Not

202.06.................... Skilled or semiskilled—

disabled.

Disabled.

202 07....................

more—does not provide 
for direct entry into 
skilled work’.

...... do.*..........................

skills not transferable. 

Skilled or semiskilled— Not

202.08.................... . High school graduate or
skills transferable'. 

Skilled or semiskilled—
disabled.

Do.

202.09....................

more—provides for 
direct entry into skilled 
work’.

Illiterate or unable to »

skills not transferable. 

Unskilled or none............ Disabled.

202 10....................

appo aching 
advanced age.

communicate in English.

Not

20211....................

literate and able to 
communicate in English.

disabled.

Do.

202.12....................
skills not transferable.

Do.

202.13.................... . High school graduate or 
more.

skills transferable. 
Unskilled or none............ Do.

202.14.................... Do.

202.15.....................
skills not transferable. 

Skilled or semiskilled— Do.

202.16.................... Illiterate or unable to
skills transferable. 

Unskilled or none........... Do.

202 17....................
individual. communicate in English.

Do.

202 1S

literate and able to 
communicate in English.

Do.

202 10....................
skills not transferable.

Do.

202.20.................... ..........do... T............ High school graduate or 
more.

skills transferable.
Do.

202.21_____________ Skilled or semiskilled— Do.

202.22________ _____ ..........do...............
skills not transferable. 

Skilled or semiskilled— Do.
skills transferable.

'See 202.00(f) 
•See 202.00(c)

203.00 M axim um  sustained work capabil
ity lim ited to m edium work as a result o f  
severe medically determinable im pair
m en ts ).  (a) The functional capacity to per
form medium work as defined in 416.910(d) 
includes the functional capacity to perform 
sedentary, light, and medium work. Ap
proximately 2,500 separate sedentary, light, 
and medium occupations can be identified, 
each occupation representing numerous 
jobs in the national economy which do not 
require skills or previous experience and 
which can be performed after a short dem
onstration or within 30 days.

(b) The functional capacity to perform 
medium work represents such substantial 
work capability at even the unskilled level 
that a finding of disabled is ordinarily not 
warranted in cases where a severely im
paired individual retains the functional ca
pacity to perform medium work. Even the 
adversity of advanced age (55 and over) and 
a work history of unskilled work may 'be 
offset by the substantial work capability 
represented by the functional capacity to 
perform medium work. (Note that the provi
sions of §416.912 must have been given prior 
consideration. )

(c) However, the absence of any relevant 
work experience becomes a more significant 
adversity for individuals of advanced age (55 
and over). Accordingly, this factor, In combi
nation with a limited education or less, mili
tates against making a vocational adjust
ment to even this substantial range of work 
and a finding of disabled is appropriate. 
Further, for individuals closely approaching 
retirement age (60-64) with a work history 
of unskilled work and with marginal educa
tion or less, a finding of disabled is appro
priate.

Table No. 3.—Residual functional capacity: Maxim um  sustained work capability limited to 
m edium work as a result o f  severe medically determinable im p a irm en ts )

Rule Age Education Previous work experience Decision

203.01............. Disabled.

Do.
Not

disabled.
Do.

203.02.............

approaching 
retirement age.

203.03............. . Unskilled...

203.04............. Limited or less............... .. Skilled or semiskilled

203.05.............
skills not transferable.

Do.

Do.203.06............. High school graduate or 
more.

skills transferable.

203.07............. High school graduate or Skilled or semiskilled— Do.
more—does not provide 
for direct entry into 
skilled work.

skills not transferable.
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Table N o. 3.—Residual functional capacity: Maxim um  sustained work capability limited to 
m edium work as a result o f  severe medically determinable im p a irm en ts )—Continued

Rule Age Education Previous work experience Decision

203.08.................. Skilled or semiskilled— Do.
skills transferable.

203.09.................. . High school graduate or Skilled or semiskilled— Do.
more—provides for 
direct entry into skilled 
work.

skills not transferable.

203.10..................
203.11.................. TTnskillPfl Not

disabled.
203.12.................. ........... do............... ...... do............................. Skilled or semiskilled— Do.

skills not transferable.
203.13.................. Do.

skills transferable.
203.14.................. . High school graduate or Unskilled or none........... Do.

more.
203.15.................. . High school graduate or Skilled or semiskilled— Do.

more—does not provide 
for direct entry into 
skilled work.

skills not transferable.

203.16.................. Do.
skills transferable.

203.17.................. Do.
more—provides for 
direct entry into skilled 
work.

skills not transferable.

203.18.................. -....  Closely Do.
approaching 
advanced age.

203.19.................. Do.
skills not transferable.

203.20.................. Do.
skills transferable.

203.21.................. . High school graduate or 
more.

Do.

203.22...... ........... . High school graduate or Skilled or semiskilled— Do.
more—does not provide 
for direct entry into 
skilled work.

skills not transferable.

203.23.................. Do.
skills transferable.

203.24.................. . High school graduate or Skilled or semiskilled— Do.
more—provides for 
direct entry into skilled 
work.

skills not transferable.

203.25.................. Do.
individual.

203.26.................. ...... do............................. Skilled or semiskilled— Do.
skills not transferable.

203.27............... . ........... do................ Skilled or semiskilled— Do.
skills transferable.

203.28.................. . High school graduate or 
more.

Unskilled or none............ Do.

203.29.................. .............do................. High school graduate or Skilled or semiskilled— Do.
more—does not provide 
for direct entry into 
skilled work.

skills not transferable.

203.30.................. ...... do............................. Skilled or semiskilled— Do.
skills transferable.

203.31.................. ........... do................. High school graduate or Skilled or semiskilled— Do.
more—provides for 
direct entry into skilled 
work.

skills not transferable.

204.00 Maximum sustained work capabil
ity limited to heavy work (or very heavy 
work) as a result of severe medically deter
minable impairments). The residual func
tional capacity to perform heavy work as de
fined in § 416.910(e), or very heavy work as 
defined in § 416.910(f) includes the function
al capability for work at the lesser function
al levels as well, and represents substantial 
work capability for jobs in the national 
economy at all skill and physical demand 
levels. Individuals who retain the functional 
capacity to perform heavy work (or very 
heavy work) ordinarily will not have a 
severe impairment or will be able to do their 
past work—either of which would have al
ready provided a basis for a decision of “not 
disabled”. Environmental restrictions ordi
narily would not significantly affect the 
range of work existing in the national econ
omy for individuals with the physical capa
bility for heavy work (or very heavy work). 
Thus, an impairment which does not pre
clude heavy work (or very heavy work) 
would not ordinarily be the primary reason

for unemployment, and generally is suffi
cient for a finding of not disabled even 
though age, education, and skill level of 
prior work experience may be considered ad
verse.
[PR  Doc. 78-32393 Filed 11-27-78; 8:45 am]

[4110-07-M ]
[Regulations No. 16]

PART 416— SUPPLEMENTAL SECURITY 
INCOME FOR THE AGED, BLIND, 
AN D DISABLED

Subpart B— Eligibility
El ig ib il it y  of Individuals  R esiding  

in  P u blic ly  Operated Co m m u n ity  
R esidences Serving N o M ore T han  
16 R esidents

AGENCY: Social Security Administra
tion, HEW.
ACTION: Pinal regulations.

SUM M ARY: This final rule provides 
that the term "public institution” does 
not include publicly operated commu
nity residences which serve no more 
than 16 residents and defines this kind 
of residence. Thus, individuals who are 
residing in publicly operated commu
nity residences which serve no more 
than 16 residents, and who are other
wise qualified, are eligible for Supple
mental Security Income (SS I) bene
fits.

This rule encourages the develop
ment of small residential facilities as 
an alternative to care in large institu
tions for persons who would benefit 
from a living arrangement closely ap
proximating independent living in a 
community setting while, at the same 
time, receiving supportive care and 
some degree of supervision. These pro
visions are designed to acclimate resi
dents to community living and to ease 
the transition into an independent 
living situation.
EFFECTIVE DATE: November 28, 
1978.
FO R  FUR TH ER  IN FO R M ATIO N  
CONTACT:

Mr. S. J. Weissman, Legal Assistant,
Social Security Administration, 6401
Security Boulevard, Baltimore, Md.
21235, telephone 301-594-7341. 

SUPPLEM ENTAR Y  INFORM ATION : 
On January 31, 1978, this amendment 
was published in the F ederal R egister 
(43 FR  4004) as an interim regulation.

Background

Prior to the enactment of section 
505(a) of Pub. L. 94-566, section 
1611(e)(1) of the Act provided only 
one exception to the general rule that 
no person shall be eligible to receive 
SSI benefits for any month through
out which the individual is an inmate 
of a public institution. The previous 
exception, which continues in effect, 
provides that an individual who is 
throughout a month in a public insti
tution may be eligible for SSI benefits 
If  the institution is receiving payments 
under a State plan approved under 
Title X IX  (Medicaid) on his or her 
behalf, assuming all other SSI eligibil
ity criteria are met. In this situation, 
the standard payment amount is $25 
for each full month of such 
institutionalization. This amount is 
then subject to reduction for any 
countable income which the individual 
may have. However, if the public insti
tution is not receiving title X IX  (Med
icaid) payments on his or her behalf, 
the individual is ineligible for SSI 
benefits. The rules implementing 
these statutory provisions are found in 
Title 20 of the Code of Federal Regu
lations, § 416.231.

Scope of R ules

1. Section 505(a) of Pub. L. 94-566 
added a second exception to the exclu
sion of inmates of public institutions. 
Section 1611(e)(1)(C) of the Act now
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provides that the term “public institu
tion” does not include publicly operat
ed community residences which serve 
no more than 16 residents. According
ly, we have amended § 416.231 by 
adding a new paragraph (a )(3 ) to state 
that for purposes of § 416.231 the term 
public institution does not include 
publicly operated community resi
dences which serve no more than 16 
residents. Thus, individuals residing in 
residences of this type are eligible for 
SSI benefits if all other SSI criteria 
are met.

2. W e have also amended §416.231 
by adding a new paragraph (b)(6 )(i). 
This paragraph defines publicly oper
ated community residences which 
serve no more than 16 residents as fol
lows: *

It must be publicly operated as de
fined in § 416.231(b)(2); and

It must be planned and designed to 
serve no more than 16 residents, or the 
plan and design was changed to serve 
no more than 16 residents; and

It must be serving no more than 16 
residents; and

It must make available some services 
beyond food and shelter such as social 
services or help with personal living 
activities, or training in socialization 
and life skills; occasional or incidental 
medical or remedial care may also be 
provided (as defined in 45 CFR 228.1).

In developing this definition we 
looked to the wording of the statute. 
W e also considered the background 
materials contained in the legislative 
history of the statute. (See Hearing on 
H.R. 10210 Before the Subcommittee 
on Public Assistance of the House 
Committee on Ways and Means, 94th 
Cong., 2nd Sess. (1976). Also see S. 
Rep. No. 1265, 94th Cong., 2nd Sess. 
page 29 (1976).)

The central theme in these materi
als is the underlying philosophy that 
community residences provide a desir
able alternative to large institutions 
because they can provide not only life 
sustaining services of food and shelter, 
but also can encourage personal inde
pendence in an atmosphere of mutual 
acceptance and support for emotional 
growth and life enrichment activities. 
Based on this information, the critical 
factors used in developing this defini
tion were size, location, and purpose.

W e also considered the problems 
which can arise because of fluctuating 
occupancy levels in this type of facili
ty. W e believe the most feasible and 
equitable way to meet the intent of 
the legislation is to look to the 
number of residents the facility is de
signed or planned to serve. This is in 
keeping with the intent of the statute 
which envisions a 16 resident capacity 
as an outer limit applicable to commu
nity residences. The test is whether or 
not community residences are de
signed or planned, according to their 
specifications, to house and provide 
services for no more than 16 residents,
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and whether no more than 16 persons 
are actually residing in the residence.

A  publicly operated community resi
dence, while not considered a “public 
institution” for purposes of making 
residents ineligible for SSI under sec
tion 161(a)(1)(A) of the Act, is never
theless an institution, and as such is 
expected to provide some services 
beyond food and shelter 
(§ 416.231(b)(1)). Thus, a publicly oper
ated community residence must make 
available some other services such as 
social services, or help with personal 
living activities, or training in social
ization and life skills. Such services 
may also include occasional or inciden
tal medical or remedial care. It is in
tended that these services will provide 
the individual with the skills necessary 
to return to community living.

3. To further insure clarity of the 
above definition, we also added a new 
paragraph (b)(6 )(ii) to §416.231. It de
scribes those public facilities which 
are not considered community resi
dences even if their accommodations 
are for 16 or fewer residents. Excluded 
are educational or vocational training 
institutions, correctional or holding fa
cilities, medical treatment facilities, 
and residential facilities located on the 
grounds of or immediately adjacent to 
any large institution or multiple-pur
pose complex.

Educational and vocational training 
institutions are designed to provide in
dividuals with approved, accredited or 
recognized educational or training pro
grams preparatory to gainful employ
ment. A  publicly operated community 
residence is designed to acclimate its 
residents to community living, thereby 
easing their transition into independ
ent living situations. Since each differs 
in its primary goal, educational and 
vocational training institutions cannot 
qualify as publicly operated communi
ty residences. Even though individuals 
residing in educational or vocational 
training institutions would not be eli
gible for SSI benefits under this final 
rule, such individuals may be eligible 
for SSI benefits under § 416.231(b)(3). 
This is so because § 416.231(b)(3) pro
vides that a person is not considered 
an “inmate o f a public institution” 
when he or she is in a public educa
tional or vocational training institu
tion for purposes of securing -educa
tion or vocational training.

Correctional or holding facilities are 
part of the criminal justice system, 
and medical treatment facilities pri
marily focus on providing medical or 
remedial care. Since none of these in
stitutions is designed to provide the 
desired living arrangement envisioned 
by the statute, they are excluded from  
the definition of publicly operated 
Community residences.

Residential facilities located on the 
grounds of or adjacent to a larger in
stitution or multiple-purpose complex

are excluded because their location is 
inconsistent with the statutory provi
sions and purposes regarding commu
nity residences. Colocated residential 
facilities are an integral part of the 
larger institution. Therefore, such a 
living arrangement would not be con
sidered as an alternative to institution
al living. Moreover, a facility so situ
ated is really not part of the communi
ty and thus could not as readily ac
complish the intended goal.

D iscussion  of Comments

Interested persons were given the 
opportunity to submit, within 90 days, 
data, views, or arguments with regard 
to the interim regulation. A  number of 
comments were received from private, 
State, and local organizations. Re
sponses to the comments are discussed 
below.

Comment: One commenter recom
mended that a payment of graded 
higher allowances be allowed based on 
the number of services provided by 
halfway houses and that those which 
do not furnish specified minimum  
services be eliminated by closing their 
doors.

Response: Concerning the first part 
of the comment, there is no statutory 
provision for varying the amount of 
Federal SSI benefits based on the 
number of services a community resi
dence may provide. The secónd part of 
the comment relates to the regula
tions published by the Office of 
Human Development Services (OHDS) 
on January 31, 1978 (43 FR  4016) 
which provides for States to establish 
standards for such facilities. Accord
ingly, this comment was forwarded to 
OHDS for their consideration of that 
issue.

Comment: Two commenters objected 
to § 416.231(b)(6)(ii)(o) because it ex
cludes from the definition of “publicly 
operated community residences which 
serve no more than 16 residents” resi
dential facilities located on the 
grounds of or immediately adjacent to 
any large institution or multiple-pur
pose complex. They state that this ex
clusion is inconsistent with the intent 
and purposes of the statute, consti
tutes poor social policy, and presents 
an unnecessary obstacle to the States.

Response: All of the pertinent back
ground information relating to section 
505(a) of Pub. L. 94-566 shows that 
the Congréss and other concerned or
ganizations intimately involved in the 
development of the statute, specifical
ly indicated the need for the limita
tion in § 416.231(b)(6)(ii)(a). The Con
gress intentionally chose the term 
"community residence” to refer to a 
small, free-standing, community-based 
living unit and clearly intended that 
facilities on the grounds of large insti
tutions or immediately adjacent to 
them be excluded from the definition 
of “publicly operated community resi-

FEDERAL REGISTER, V O L  43, NO. 229— TUESDAY, NOVEMBER 28, 1978



dences which serve no more than 16 
residents,” because these living ar
rangements are not considered to be 
alternatives to institutional living.

This is borne out in a letter we re
ceived from Congressman William  
Brodhead and Congresswoman 
Martha Keys (co-sponsors of this legis
lation) shortly after enactment of this 
statute in which they shared with us 
their thoughts on the direction the 
regulations should take. They specifi
cally stated that “small houses on the 
grounds of large institutions or imme
diately adjacent to them should not be 
considered community residences.” 
Since it was clearly the intent of Con
gress to exclude this type of residen
tial facility, we are not adopting this 
recommendation.

Comment: One commenter viewed 
the interim regulation as a positive 
step and hoped it would become per
manent.

Response: This amendment adopts 
the interim regulation as a final rule.

Comment: One commenter proposed 
that: (1) the interim regulation be re
vised to exclude SSI benefits only 
from those residences in which more 
than 16 people are receiving SSI bene
fits; and (2) the definition of “inmate” 
be revised to include anyone placed in 
an institution by court or doctor’s 
order.

Response: The first proposal cannot 
be adopted because it is not consistent 
with section 1611(e)(1)(C) of the 
Social Security Act and its legislative 
history. That section states “not more 
than 16 residents.” Congress intended 
that these residential facilities be 
small enough so that a financial incen
tive would not exist for the States to 
fragment their institutions which pro
vide custodial care to those who need 
it. Throughout the hearings and com
mittee reports on the amendment, the 
term “small residential facility” is 
used to refer to small, free-standing, 
community living units.

With respect to the second proposal, 
the term “inmate of a public institu
tion” is defined in current regulations 
(§ 416.231(b)(3)) as a person who is 
living in a public institution and re
ceiving treatment or services which 
are appropriate to the person’s re
quirements. This provision is based on 
section 1611(e)(1) (A ) and (B ) of the 
Act. These provisions were not 
changed by Pub. L. 94-566.

Comment: One commenter suggest
ed that the interim regulation be re
vised to include people who reside in 
private homes, private apartments, 
and family care centers. The com
menter also suggested changes con
cerning the trial work period as it re
lates to sheltered workshop employ
ment, increasing the limitation on re
sources, and a number of other points 
not related to this regulation.

Response: Individuals residing in pri
vate homes, private apartments, or
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family care facilities are not affected 
by this amendment. This rule con
cerns only public residences. Qualified 
individuals residing in private facilities 
have been and continue to be eligible 
for the full standard payment amount, 
unless the facility is receiving pay
ments under a State plan approved 
under Title X IX  (Medicaid) in which 
case the standard payment amount is 
$25. Thus, no change is made on this 
point.

With respect to the commenter’s 
suggestion that the limitation on re
sources be increased, a Notice of Pro
posed Rule Making proposing an in
crease for certain resources (e.g., auto
mobile, personal effects, and house
hold goods) was published in the F ed
eral R egister of April 28, 1978 (43 FR  
18206). However, the limitation of 
$1,500 for an individual ($2,250 for a 
couple) is set by law and cannot be in
creased by regulations. The com
menter’s other suggestions not related 
to this amendment will be studied and 
given further consideration.

T echnical Changes

Section 416.231(a)(3) was reserved at 
the time this amendment was pub
lished as an interim regulation. This 
reserved paragraph is being deleted 
and § 416.231(a)(4) is being redesignat
ed § 416.231(a)(3). Conforming editori
al corrections have been made to 
§ 416.231(a) and to § 416.231(b)(6)(i) to 
reflect this change.

Accordingly, with these editorial 
changes, the amendment is adopted as 
set forth below.
(Sections 1102, 1611, and 1631 of the Social 
Security Act as amended, 49 Stat. 647, as 
amended, 86 Stat. 1466 and 1475; 42 U.S.C. 
1302,1382(e) and 1383(d)(1).)
(Catalog of Federal Domestic Assistance 
Program No. 13.807, Supplemental Security 
Income Program.)

Dated: August 18, 1978.
D on  W ortm an , 

Acting Commissioner 
of Social Security.

Approved: November 17,1978.
Hale Ch a m pio n ,

Acting Secretary of Health, 
Education, and Welfare.

Part 416 of Chapter III  of Title 20 of 
the Code of Federal Regulations is 
amended as set forth below:

Section 416.231 is amended by revis
ing paragraph (a)(1 ) and adding para
graphs (a)(3), (b)(6 )(i), and (b )(6 )(ii) to 
read as follows:

§ 416.231 Limitation on eligibility due to 
institutional status.

(a ) General. (1) Except as provided 
in subparagraphs (2) and (3) of this 
paragraph, no person shall be an eligi
ble individual or eligible spouse for 
purposes of title X V I of the Act with 
respect to any month if throughout
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such month the person is an inmate of 
a public institution.

* * * * *

(3) The term “public institution,” as 
used in this section does not include a 
publicly operated community resi
dence which serves no more than 16 
residents. Where it is determined that 
a community residence is not publicly 
operated such residence is not a public 
institution as defined in § 416.231(b)(2) 
and this section will not apply.

(b ) Definitions. For purposes of this 
part the following definitions shall 
apply:

• * * * *
(6X1) The term “publicly operated 

community residence which serves no 
more than 16 residents” (see 
§ 416.231(a)(3)) means:

(а ) It must be publicly operated as 
defined in § 416.231(b)(2); and

(б) It must be designed and planned 
to serve no more than 16 residents, or 
the plan and design was changed to 
serve no more than 16 residents; and

(c) It must be serving 16 or fewer 
residents; and

(d ) It must make available some 
services beyond food and shelter such 
as social services, or help with person
al living activities, or training in social
ization and life skills; occasional or in
cidental medical or remedial care may 
also be provided (as defined in 45 CFR
228.1).

(ii) Excluded from the definition of 
“publicly operated community resi
dences” are the following facilities, 
even if their accommodations are for 
16 residents or less:

(а ) Residential facilities located on 
the grounds of or immediately adja
cent to any large institution or multi- 
ple-puprose complex: and

(б) Educational or vocational train
ing institutions that primarily provide 
an approved or accredited or recog
nized program to some or all of the in
dividuals residing within it; and

(c) Correctional or holding facilities 
which provide for individuals whose 
personal freedom is restricted because 
of a court sentence to confinement 
(prisoners), court ordered holding (ma
terial witness, juvenile) or a pending 
disposition of charges or status (indi
viduals who have been arrested or de
tained); and

(d ) Medical treatment facilities (hos
pitals and skilled nursing facilities, see 
42 U.S.C. 1395x and intermediate care 
facilities, see 42 U.S.C. 1396d) which 
provide medical or remedial care on an 
inpatient basis.
[FR Doc. 78-33192 Filed 11-27-78; 8:45 am]
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Title 21— Food and Drags

CHAPTER I— FOOD AND DRUG A D - 
MINISTRATION, DEPARTMENT OF 
HEALTH, EDUCATION, AND WEL
FARE

SUBCHAPTER D— DRUGS FOR HUMAN USE 

[Docket No. 78N-0294]

ANTIBIOTIC DRUGS 
Certification of Natamycin

AGENCY: Pood and Drug Administra
tion.
ACTION: Final rule.
SUM M ARY: This document amends 
the antibiotic drug regulations to pro
vide for the certification of natamycin. 
The manufacturer has supplied suffi
cient data and information to estab
lish the safety and efficacy of natamy
cin.
DATES: Effective November 28, 1978; 
comments by January 29,1979.
ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

Joan Eckert, Bureau of Drugs 
(HFD-140), Food and Drug Adminis
tration, Department of Health, Edu
cation, and Welfare, 5600 Fishers 
Lane, Rockville, M D  20857, 301-443- 
4290.

SUPPLEM ENTAR Y INFORM ATION: 
The Commissioner of Food and Drugs 
has evaluated data submitted in ac
cordance with regulations promulgat
ed under section 507 of the Federal 
Food, Drug, and Cosmetic Act (21 
U.S.C. 357), as amended, with respect 
to providing for the certification of na
tamycin and concludes that the data 
supplied by the manufacturer concern
ing this antibiotic drug product are 
adequate to establish its safety and ef
ficacy when the drug is used as direct
ed in the labeling and that the regula
tions should be amended in Parts 430, 
436, and 449 (21 CFR Parts 430, 436, 
and 449) to provide for the drug’s cer
tification.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 507, 59 
Stat. 463 as amended (21 U.S.C. 357)) 
and under authority delegated to the 
Commissioner (21 CFR 5.1), Parts 430, 
436, and 449 are amended as follows:

PART 430— ANTIBIOTIC DRUGS; 
GENERAL

1. Part 430 is amended as follows:
a. In §430.4 by adding new para

graph (a)(45) to read as follows:

§ 430.4 Definitions o f antibiotic sub
stances.

(a ) * * *
(45) Natamycin. Each of the antibi

otic substances produced by the 
growth of - Streptomyces natalensis, 
and each of the same substances pro
duced by any other means, is a kind of 
natamycin.

b. In §430.5 by adding new para
graphs (a)(63) and (b)(63) to read as 
follows:

§ 430.5 Definitions o f master and working 
standards.

(a ) * * •
(63) Natamycin. The term “natamy

cin master standard" means a specific 
lot of natamycin designated by the 
Commissioner as the standard of com
parison in determining the potency of 
the natamycin working standard.

(b ) * * *
(63) Natamycin. The term “natamy

cin working standard” means a specific 
lot of a homogeneous preparation of 
natamycin.

c. In §430.6 by adding a new para
graph (b)(65) to read as follows:

§ 430.6 Definitions o f the terms “unit”  and 
“microgram” as applied to antibiotic 
substances.

*  *  *  *  *

(b ) * * *
(65) Natamycin. The term “micro

gram" applied to natamycin means the 
natamycin activity (potency) con
tained in 1.0846 micrograms of the na
tamycin master standard.

PART 436— TESTS AN D METHODS OF 
ASSAY OF ANTIBIOTIC AN D A N TI- 
BIOTIC-CONTAINING DRUGS

2. Part 436 is amended:
a. In § 436.105(a) and (b ) by alpha

betically inserting a new item into the 
tables, as follows:

§ 436.105 Microbiological agar diffusion 
assay.

* .  * * * *

(a ) * * *
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Antibiotic

M<dia to be used 
(as listed  by 
medium number 

in § 436.102(b))

I'.rse Seed 
layer layer

M i l l i l i t e r s  of 
media to be used 

in the base and 
seed layers

Base Seed 
layer layer

Test
Organism

Suggested 
volume o f 

standardized 
inoculum to 
be added to 

each 100 
m illi l i t e r s  
o f seed agar

Incuba- 
tion 

Temper
ature 

for thè 
plates

*  *  * *  *  * *  *  k *  *  * *  *  * *  *  *

M i l l i l i t e r s

it it it

Degrees C.

k  it k

Natamyc in------------------- ----------- 19 None 8 E .0.25 30

* *  * * *  * * *  k *  *  * *  *  * k  k  k *  *  * *  *  *

Working standard stock solutions Standard response line  
concentrations

Drying conditions Diluent Final Storage Di Final concentrât ions
(method number as In it ia l ( solut ion concentration time luent units or micrograms
lis ted  in solvent number as units or m illi  under o f an tib io tic  act-
$ 436.200) lis ted  in grams per refrigeration iv ity pèr m i l l i l i t e r

S 436.101(a)) m i l l i l i t e r

Natamycin- 5/Dimethylsulfoxide 1 mg — Use same day 10 3.20, 4.00, 5.0Q
6.25, 7.81 Ug.

(Prepare the standard response 
line solutions simultaneously 

. with the sample solution to
be tested using red low 
actin ic glassware. Use 
solutions within 2 hours 
after preparation .)

— Further d ilu te aliquots o f the working standard stock solution with dimethylsulfoxide to give concentrations 
64.0, 80.0, 100, 125, and 156 micrograms per m i l l i l i t e r .
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PART 449— ANTIFUNGAL ANTIBIOTIC  
DRUGS

3. Part 449 is amended as follows:
a. In Subpart A, by adding new 

§ 449.40 to read as follows:

§ 449.40 Natamycin.
(a ) Requirements for certification—

(1) Standards of identity, , strength, 
quality, and purity. Natamycin is 22- 
[(3 - amino - 3,6 - dideoxy -y3-D-manno- 
pyranosyl) - oxy] - 1,3,26-trihydroxy - 
12-methyl- 10-oxo-6,11,28- 
trioxatricyclo [22.3.1.0*17] octacosa-
8,14,16,18,20 - pentaene-25-carboxylic 
acid. It is an off-white to cream col
ored powder which may contain up to 
3 moles of water. It is practically in
soluble in water, slightly soluble in 
methanol, and soluble in glacial acetic 
acid and dimethylformamide. It is so 
purified and dried that:

(1) Its potency is not less than 900 
micrograms of natamycin per milli
gram on an anhydrous basis.

(ii) Its moisture content is not less 
than 6.0 percent and not more than
9.0 percent.

(iii) Its pH in a 1 percent aqueous 
suspension is not less than 5.0 and not 
more than 7.5.

(iv) It passes the identity test.
(v) It is crystalline.
(2) Labeling. It shall be labeled in 

accordance with the requirements of 
§ 432.5 of this chapter.

(3) Requests for certification; sam
ples. In addition to complying with the 
requirements of § 431.1 of this chapter, 
each such request shall contain:

(i) Results of tests and assays on the 
batch for potency, moisture, pH, iden
tity, and crystallinity.

(ii) Samples required: 10 packages, 
each containing approximately 500 
milligrams.

(b ) Tests and methods of assay. 
Dilute solutions of natamycin are very 
sensitive to light and should be kept in 
the dark as much as possible or sub
stantial decomposition will take place.

(1) Potency. Proceed as directed in 
§ 436.105 of this chapter, preparing the 
sample for assay as follows: Dissolve 
an accurately weighed sample in di- 
methylsulfoxide and further dilute 
with sufficient dimethylsulfoxide to 
give a concentration of 100 micro
grams of natamycin per milliliter (esti
mated). Further dilute with 0.2M  po
tassium phosphate buffer, pH 10.5 (so
lution 10), to the reference concentra
tion of 5.0 micrograms of natamycin 
per milliliter (estimated).

(2) Moisture. Proceed as directed in 
§ 436.201 of this chapter.

(3) pH. Proceed as directed in 
§436.202 of this chapter, using a 1.0 
percent aqueous suspension.

(4) Identity. Accurately weigh ap
proximately 50 milligrams of the 
sample into a 200-milliliter volumetric

/
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flask. Add approximately 5.0 millili
ters of distilled water, and completely 
moisten the sample. Then add ap
proximately 100 milliliters of an acid- 
alcohol solvent (0.1 percent glacial 
acetic acid in methyl alcohol) and stir 
or shake mechanically in the dark 
until solution is complete. Dilute to 
volume with the acid-alcohol mix. 
Transfer 2.0 milliliters of this solution 
to a 100-milliliter volumetric flask and 
dilute to volume with the acid-alcohol 
mix. Using a suitable spectrophoto
meter with 1-centimeter cells and the 
acid-alcohol as a blank, record the ul
traviolet absorption spectrum from  
215 to 330 nanometers. The spectrum 
compares qualitatively to that of the 
natamycin working standard similarly 
treated.

(5) Crystallinity. Proceed as directed 
in § 436.203(a) of this chapter.

b. By adding new Subpart D, consist
ing of new § 449.340, to read as follows:

Subpart D— Ophthalmic Dosage 
Forms

§ 449.340 Natamycin ophthalmic suspen
sion.

(a ) Requirements for certification—
(1) Standards of identity, strength, 
quality, and purity. Natamycin oph
thalmic suspension contains natamy
cin with one or more suitable and 
harmless preservatives in a suitable 
and harmless aqueous vehicle. Each 
milliliter contains 50 milligrams of na
tamycin. Its potency is satisfactory if 
it is not less than 90 percent and not 
more than 125 percent of the number 
of milligrams of natamycin that it is 
represented to contain. It is sterile. Its 
pH is not less than 6.0 and not more 
than 7.5. The natamycin used con
forms to the standards prescribed by 
§ 449.40(a)(1).

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 432.5 of this chapter.

(3) Requests for certification; sam
ples. In addition to complying with the 
requirements of § 431.1 of this chapter, 
each such request shall contain:

(i) Results of tests and assays on:
(a ) The natamycin used in making

the batch for potency, moisture, pH, 
identity, and crystallinity.

(6) The batch for potency, sterility, 
and pH.

(ii) Samples required:
(а ) The natamycin used in making 

the batch: 10 packages, each contain
ing not less than 500 milligrams.

(б ) The batch:
(1) For all tests except sterility: A  

minimum of five immediate contain
ers.

(2) For sterility testing: 20 immedi
ate containers, collected at regular in
tervals throughout each filling oper
ation.

(b ) Tests and methods of assay. 
Dilute solutions of natamycin are very 
sensitive to light and should be kept in 
the dark as much as possible or sub
stantial decomposition will take place.

(1) Potency. Proceed as directed in 
§ 436.105 of this chapter, preparing the 
sample for assay as follows: Dilute an 
accurately measured representative 
portion of the sample with sufficient 
dimethylsulfoxide to give a stock solu
tion of convenient concentration. Fur
ther dilute an aliquot of the stock so
lution with dimethylsulfoxide to a 
concentration of 100 micrograms of 
natamycin per milliliter (estimated). 
Further dilute an aliquot with 0.2AÍ 
potassium phosphate buffer, pH 10.5 
(solution 10), to the reference concen
tration of 5.0 micrograms of natamy
cin per milliliter (estimated).

(2) Sterility. Proceed as directed in 
§ 436.20 of this chapter, using the 
method described in paragraph (e)(2) 
of that section, except use 0.25 millili
ter of sample in lieu of 1.0 milliliter.

(3) pH. Proceed as directed in 
§ 436.202 of this chapter, using the un
diluted suspension.

Because the conditions prerequisite 
to providing for certification of this 
drug have been complied with and be
cause the matter is noncontroversial, 
the Commissioner finds for good cause 
that prior notice and public procedure 
are impracticable and unnecessary, 
and that the amendment may become 
effective November 28, 1978.

Interested persons may, on or before 
January 29,1979, file with the Hearing 
Clerk (HFA-305), Food and Drug Ad
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, M D  20857, written 
comments, in four copies and identi
fied with the docket number found in 
brackets in the heading of this docu
ment. Comments received may be seen 
in the office of the Hearing Clerk be
tween thie hours of 9 a.m. and 4 p.m., 
Monday through Friday. Any changes 
in this regulation justified by such 
comments will be the subject of a fur
ther amendment.

Effective date. This regulation shall 
be effective November 28,1978.
(Sec. 507, 59 Stat. 463 as amended (21 U.S.C. 
357))

Dated: November 21,1978.
M a r y  A . M cE n ir y , 

Assistant Director for 
Regulatory Affairs, Bureau of Drugs. 
[FR Doc. 78-33226 Filed 11-27-78; 8:45 am]
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SUBCHAPTER E— ANIMAL DRUGS, FEEDS, AND  
RELATED PRODUCTS

PART 520— ORAL DOSAGE FORM 
NEW ANIM AL DRUGS N O T SUB
JECT TO  CERTIFICATION

Caramiphen Ethanedisulfonate and 
Ammonium Chloride Tablets

AGENCY: Food and Drug Administra
tion.
ACTION: Final Rule.
SUMMARY:. This document amends 
the regulations to reflect an approved 
new animal drug application (N A D A ) 
sponsored by Fort Dodge Laboratories 
providing for the use of caramiphen 
ethanedisulfonate and ammonium 
chloride tablets for the relief of cough 
in dogs. A  previously approved supple
ment reflects this product’s compli
ance with the conclusions of the Na
tional Academy of Sciences/National 
Research Council (NAS/NRC ) evalua
tion of the product.
EFFECTIVE DATE: November 28, 
1978.
FOR FURTH ER  IN FO R M ATIO N  
CONTACT:

Donald A. Gable, Bureau of Veteri
nary Medicine (HFV-114), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, M D  
20857, 301-443-3420.

SUPPLEM ENTARY INFO RM ATIO N : 
Fort Dodge Laboratories, 800 5th St. 
NW., Fort Dodge, LA 50501, is the 
sponsor of a new animal drug applica
tion (N A D A  9-339V), which was origi
nally approved April 1, 1954 for the 
relief of cough in small animals.

The product was the subject of a 
NAS/NRC review published in the 
Federal Register of December 6, 1968 
(33 FR  18204). The Academy conclud
ed, and the agency concurred, that the 
drug was probably effective, but the 
label claim “for use in small animals 
for relief of cough” was too broad. The 
Academy stated: (1) That the label 
should show species and dosage; (2) 
that data submitted would support use 
in dogs and cats; (3) that additional 
toxicity and effectiveness data would 
be required for other animals; (4) and 
that dosage studies were inadequate to 
allow for a complete evaluation. The 
firm responded with a supplement to 
its application bringing it into compli
ance with the results of the NAS/NRC  
review. The supplement was approved 
on April 7, 1969. This document codi
fies the conditions of that approval.

The conditions are those for which 
approval of an N A D A  for a similar 
product does not require efficacy data 
as specified by §§ 514.1(b)(8)(ii) or
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514.111(a)(5)(vi) of the animal drug 
regulations (21 CFR 514.1(b)(8)(ii) or 
514.111(a)(5)(vi)). These conditions, in
dicated by footnote, are those for 
which approval may require bioequiva
lency or similar data as suggested in 
the guideline for submitting N A D A ’s 
for NAS/NRC reviewed generic drugs, 
on file in the office of the Hearing 
Clerk (HFA-305), Food and Drug Ad
ministration.

This action, reflecting an approved 
NADA, does not constitute reaffirma
tion of the drug’s safety or efficacy. 
Since the application was originally 
approved before July 1, 1975, a sum
mary of safety and effectiveness data 
and other information submitted to 
support approval of the application in 
accordance with § 514.11(e)(2)(ii) is not 
required.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) and 
under authority delegated to the Com
missioner of Food and Drugs (21 CFR
5.1) and redelegated to the Director of 
the Bureau of Veterinary Medicine (21 
CFR 5.83), Part 520 is amended by 
adding a new § 520.310 to read as fol
lows:

§ 520.310 Caramiphen ethanedisulfonate 
and ammonium chloride tablets.

(a ) Specifications. Each tablet con
tains 10 milligrams of caramiphen eth
anedisulfonate and 80 milligrams of 
ammonium chloride.1

(b ) Sponsor. See No. 000856 in 
§ 510.600(c) of this chapter.

c) Conditions of use in dogs—(1) 
Amount One tablet per 15 to 30 
pounds of body weight every 4 to 6 
hours.1

(2) Indications for use. For relief of 
cough.1

Effective date. This regulation is ef
fective November 28,1978.
(Sec. 512(1), 82 Stat. 347 (21 U.S.C. 360b(i)))

Dated: November 20,1978.
Lester M. Crawford, 

Director of Bureau 
of Veterinary Medicine.

[FR Doc. 78-33225 Filed 11-27-78; 8:45 am]

[4110-03-M ]

PART 520— ORAL DOSAGE FORM 
NEW ANIM AL DRUGS N O T SUB
JECT TO  CERTIFICATION

Primidone Tablets
AGENCY: Food and Drug Administra
tion.

‘These conditions are NAS/NRC reviewed 
and deemed effective. Applications for these 
uses need not include effectiveness data as 
specified by §514.111 of this chapter, but 
may require bioequivalency and safety in
formation.

55385

ACTION: Final rule.
SUM M ARY: The regulations are 
amended to reflect approval of a new 
animal drug application (N A D A ) spon
sored by Fort. Dodge Laboratories. The 
N A D A  provides for the use of a 250- 
milligram primidone tablet for treat
ing dogs for convulsions associated 
with certain forms of epilepsy, distem
per, and hardpad disease. A  previously 
approved supplement reflects this 
product’s compliance with the conclu
sions of the National Academy of Sci
ences/National Research Council, 
Drug Efficacy Study Group (NSA/  
N R C ) review.
EFFECTIVE DATE: November 28, 
1978.
FO R  FURTH ER  INFO R M ATIO N  
CONTACT:

Donald A  Gable, Bureau of Veteri
nary Medicine (HFV-114), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, M D  
20857, 301-443-3420.

SUPPLEM ENTAR Y  INFORM ATION: 
Fort Dodge Laboratories, 800 5th St. 
NW., Fort Dodge, IA  50501, is a spon
sor of an N A D A  (10-09IV ) which was 
originally approved October 18, 1955. 
The product was one of two which 
were the subject of an NAS/NRC  
review published in the Federal Reg
ister of February 14, 1969 (34 FR  
2214). The NAS/NRC concluded, and 
the agency concurred, that the prod
uct was probably effective but that a 
proper package insert was needed. The 
NAS/NRC review set forth informa
tion which substantially reflects the 
conditions of use of the drug.

In response to the NAS/NRC review, 
the firm submitted a supplement to its 
application to bring it into compliance 
with the NAS/NRC conclusions. The 
supplement, approved April 24, 1969, 
provides for conditions o f use which 
are the same as those in § 520.1900 of 
the regulations (21 CFR 520.1900) for 
an identical drug, as published in the 
Federal Register of December 6, 1977 
(42 FR  61594) and amended December 
20, 1977 (42 FR  63773). The December 
6, 1977 publication provides for the 
NAS/NRC conditions of use.

This action, reflecting an approved 
NADA, does not constitute reaffirma
tion of the drug’s safety or effective
ness. Because this application was ap
proved before July 1, 1975, a summary 
of safety and effectiveness data and 
information submitted in accordance 
with § 514.11(e)(2)(ii) to support this 
application is not required.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) and 
under authority delegated to the Com
missioner of Food and Drugs (21 CFR
5.1) and redelegated to the Director of
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Veterinary Medicine (21 CFR 5.83), 
§ 520.1900 is amended by revising para
graph (b ) to read as follows:

§ 520.1900 Primidone tablets.

* * * * *

. (b ) Sponsor. See No. 000046 in 
§ 510.600(c) of this chapter for use of 
50- and 250-milligram tablets and Nos. 
000725 and 000856 in § 510.600(c) of 
this chapter for use of 250-milligram 
tablets.

*  *  * *  *

Effective date. This regulation shall 
be effective November 28,1978.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i)).) 

Dated: November 28,1978.
Lester M. Crawford, 

Director, Bureau of 
Veterinary Medicine. 

[FR Doc. 78-33136 Filed 11-27-78; 8:45 am]

[4110-03-M ]

PART 520— ORAL DOSAGE FORM 
NEW ANIM AL DRUGS N O T SUB
JECT TO  CERTIFICATION

Promazine Hydrochloride Tablets
AGENCY: Pood and Drug Administra
tion.
ACTION: Pinal rule.
SUM M ARY: The regulations are 
amended to reflect a previously ap
proved new animal drug application 
(N A D A ) sponsored by Wyeth Labs. 
The N A D A  provides for use of proma
zine hydrochloride tablets as a tran
quilizer in dogs and cats. A  previously 
approved supplement reflects this 
product’s compliance with the conclu
sions of the National Academy of Sci
ences—National Research Council, 
Drug Efficacy Study Group (NAS/  
NR C ) review.
EFFECTIVE DATE: November 28, 
1978.

FO R  FURTH ER  INFO R M ATIO N  
CONTACT:

Donald A. Gable, Bureau of Veteri
nary Medicine (HFV-114), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, M D  
20857, 301-443-3420.

SU PPLEM ENTAR Y  INFORM ATION: 
Wyeth Laboratories, Division of 
American Home Products Corp., P.O. 
Box 8299, Philadelphia, PA  19101, is 
sponsor of an N AD A  (10-783V) which 
was originally approved May 1, 1957. 
The product was one of several which 
were the subject of an NAS/NRC eval
uation published in the Federal Reg-
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ister of November 18, 1969 (34 FR  
18394). The NAS/NRC concluded, and 
the agency concurred, that the prod
uct was probably effective for veteri
nary use as a tranquilizer. The .evalua
tion described certain labeling changes 
and additional information needed to 
upgrade the product from probably ef
fective to effective.

Wyeth Labs complied with the NAS/ 
NRC review by submitting a supple
mental N A D A  (10-783V) which revised 
the labeling as recommended. No new 
efficacy data were required to upgrade 
the application from probably effec
tive to effective.

Applications need not include effica
cy data as specified by § 514.1(b)(8)(ii) 
or § 514.111(a)(5)(vi) (21 CFR
514.1(b)(8)(ii) or 514.111(a)(5)(vi)) of 
the animal drug regulations for simi
lar products having the same condi
tions of use. However, approval may 
require bioequivalency or similar data 
as suggested in the guidelines for sub
mitting N A D A ’s for generic drugs re
viewed by NAS/NRC. The guidelines 
are available from the Hearing Clerk 
(HFA-305), Food and Drug Adminis
tration, Rm. 4-65, 5600 Fishers Lane, 
Rockville, M D  20857.

This action, reflecting an approved 
NADA, does not constitute reaffirma
tion of the safety and effectiveness 
data supporting this approval. Because 
the N AD A  was approved before July 1, 
1975, a summary of safety and effec
tiveness data and information submit
ted in accordance with §514.11
(e)(2 )(ii) to support this approval is 
not required.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) and 
under authority delegated to the Com
missioner of Food and Drugs (21 CFR
5.1) and redelegated to the Director of 
the Bureau of Veterinary Medicine (21 
CFR 5.83), Part 520 is amended in 
§520.1962 by redesignating the exist
ing paragraphs (a), (b), (c), (d), and (e) 
as paragraph (a)(1), (2), (3), (4), and
(5) and adding new paragraph (b ) to 
read as follows:

§ 520.1962 Promazine hydrochloride. 

* * * * *

(b )(1 ) Specifications. Each tablet 
contains 25, 50, or 100 milligrams of 
promazine hydrochloride.

(2) Sponsor. No. 000008 in 
§ 510.600(c) of this chapter.

(3) Conditions of use—(i) Amount— 
Dogs and cats. 1 to 3 milligrams orally 
per pound of body weight in intervals 
of 4 to 6 hours.1

‘These conditions are NAS/NRC reviewed 
and deemed effective. Applications for these 
uses need not include effectiveness data as 
specified by §514.111 of this chapter, but 
may require bio-equivalency and safety in
formation.

(ii) Indications for use. The drug is 
used for control of central nervous 
system excitation; allaying anxiety, 
nervousness and apprehension; calm
ing agitated animals; and minimizing 
injury during shipment. As a prean
esthetic agent, the drug potentiates ef
fects of general anesthesia. It is indi
cated during physical and/or radiogra
phic examination, radiographic diag
nosis or therapy, and surgery. It re
duces self-mutilation associated with 
sutures, bandages, eczema, pruritis, 
and otitis. Oral administration before 
vermifuge prevents emesis in cats.1

(iii) Limitations. As with all phen- 
othiazine-derived compounds, proma
zine should not be used in conjunction 
with organophosphates because then- 
toxicity may be potentiated, nor with 
procaine hydrochloride for its activity 
may be increased. Prolonged depres
sion or motor restlessness may occur 
in sensitive animals or on excessive 
dosing. For use only by or on the order 
of a licensed veterinarian.1

Effective date. This regulation shall 
be effective November 28,1978.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i)).)

Dated: November 17,1978.
Lester M. Crawford, 

Director, Bureau of 
Veterinary Medicine. 

[FR Doc. 78-33135 Filed 11-27-78; 8:45 am]

[4110-03-M ]

PART 558— NEW ANIM AL DRUGS 
FOR USE IN ANIM AL FEEDS

Ferrous Fumarate
AGENCY: Food and Drug Adminisra- 
tion.
ACTION: Final rule.
SUM M ARY: The animal drug regula
tions are amended to reflect withdraw
al of approval of a new animal drug 
application (N A D A ) held by ConAgra, 
Inc. This action was requested by the 
firm.
EFFECTIVE DATE: November 28, 
1978.
FO R  FURTH ER  INFORM ATION :

David N. Scarr, Bureau of Veteri
nary Medicine (HFV-214), Food and 
Drug Administraion, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, MD 
20857, 301-443-1846.

SUPPLEM ENTAR Y  INFORM ATION: 
In a separate document published else
where in this issue of the Federal 
Register, the agency is withdrawing 
approval of N A D A  31-876 for Boost- 
O-Iron (20 percent ferrous fumarate) 
sponsored by ConAgra, Inc., 3801 
Harney St., Omaha, NE  68131.
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The N A D A  was approved in conjunc
tion with publication of a new food ad
ditive regulation, § 121.297 Ferrous fu - 
marate (21 CFR 121.297, subsequently 
recodified as § 558.258) in the Federal 
r e g i s t e r  of February 14, 1967 (32 FR  
2846). The regulation was issued in re
sponse to N A D A  31-876 and food addi
tive petition 5D1685 filed by Nixon &  
Co., Omaha, NE  68131, since renamed 
ConAgra, Inc. Accordingly, the new 
animal drug regulations are being 
amended to revoke § 558.258.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360tXi))) and 
under authority delegated to the Com
missioner of Food and Drugs (21 CFR
5.1), and redelegated to the Director of 
the Bureau of Veterinary Medicine (21 
CFR 5.84), Part 558 is amended by re
voking § 558.258 Ferrous fumarate.

Effective date. This regulation is ef
fective November 28,1978.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360(D).)

Dated: November 17,1978.
Lester M. Crawford, 

Acting Director, 
Bureau of Veterinary Medicine.

[FR Doc. 78-33134 Filed 11-27-78; 8:45 am]

[41-1003-M]

SUBCHAPTER J— RADIOLOGICAL HEALTH 

[Docket No. 77N-0074]

PART 1040— PERFORMANCE STAND
ARDS FOR LIGHT-EMITTING PROD
UCTS

Loser Products
AGENCY: Food and Drug Administra
tion.
ACTION: Final rule.
SUMMARY: This rule amends the 
laser products performance standard 
to remove unneeded criteria for deter
mining human access to laser or collat
eral radiation; specify more appropri
ate parameters for measuring the ac
cessible emission levels of laser and 
collateral radiation, including scanned 
laser radiation; relax the accessible 
emission limits for collateral radiation 
in the wavelength range of greater 
than 400 nanometers (nm); relax the 
labeling and performance require
ments for some Class II  laser products; 
and allow more administrative flexibil
ity in determining the wording of 
warning labels.
DATES: Effective December 8, 1978, 
except for § 1040.10(h)(2) (i) and (ii) 
which will be effective January 29, 
1979, for laser products that are manu
factured on or after these dates; com
ments by January 29,1979.
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ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

Glenn E. Conklin, Bureau of Radio
logical Health (HFX-460), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, Md. 
20857, 301-443-3426.

SUPPLEM ENTAR Y INFORM ATION: 
The Commissioner of Food and Drugs 
issued a notice of intent, published in 
the Federal Register of April 1, 1977 
(42 FR  17495), to amend the perform
ance standard for laser products 
(§1040.10 (21 CFR 1040.10)). That 
notice described the amendments 
being considered as a result of experi
ence gained in administering the per
formance standard. Interested persons 
were invited to submit written data, 
views, or arguments concerning those 
amendments and any associated po
tential environmental and economic 
impact. A  draft of the amendments 
was distributed widely to manufactur
ers, professional associations, consum
er groups, government agencies, and 
individuals who had requested infor
mation about laser products from the 
Bureau'of Radiological Health of the 
Food and Drug Administration (FDA ). 
Subsequently, the draft amendments 
and the basic concepts for them were 
discussed publicly at the May 5, 1977 
meeting of the Technical Electronic 
Product Radiation Safety Standards 
Committee. Under the Radiation Con
trol for Health and Safety Act of 1968, 
this statutory committee must be con
sulted prior to the establishment of 
any electronic product performance 
standard. The Committee and others 
generally supported the concepts in
volved in the amendments and sug
gested revisions to eliminate possible 
ambiguities.

The Commissioner therefore finds 
that further notice and public proce
dure on these amendments are unnec
essary, and that more than adequate 
notice and opportunity for comment 
have already been provided.

Effective Date

These amendments would reduce 
the burden on affected manufacturers 
and the cost to the consumers without 
compromising the public health and 
safety. Also, no manufacturer with a 
currently compliant product would 
need to redesign his or her products in 
order to comply with the proposed 
amendments, and there would be 
greater design latitude within each of 
the graded risk classes for laser prod
ucts. Therefore, it has been deter
mined that pre-effectiveness delay 
concerning these amendments is un-
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necessary and would be contrary to 
the public interest by delaying realiza
tion of the cost savings that are antici
pated to result from their implementa
tion.

The Commissioner concludes, there
fore, that good cause exists and that 
the public interest would best be 
served by making this amendment to 
the performance standard effective 
December 8, 1978, except for
§ 1040.10(h)(2) (i) and (ii) which will be 
effective January 29, 1979; the pur
chasing and servicing information 
specified in § 1040.10(h)(2) pertaining 
to Class Ha laser products will need to 
be printed. -

At the same time, the Commissioner 
invites and encourages public com
ment on this action. Interested per
sons may on or before Janaury 29, 
1979, file with the Hearing Clerk 
(HFA-305), Food and Drug Adminis
tration, Room 4-65, 5600 Fishers Lane, 
Rockville, Md. 20857, four copies of 
written conaments on this amendment, 
identified with the docket number 
found in brackets in the heading of 
this document. Comments received 
may be seen in the office of the Hear
ing Clerk between 9 a.m. and 4 p.m., 
Monday through Friday. Any changes 
in this regulation justified by the com
ments will be the subject of a further 
amendment.

Human Access

As indicated in the April 1, 1977 
notice, the Commissioner has reviewed 
the criteria of § 1040.10 for determin
ing human access to laser and collater
al radiation and has concluded that 
some of these criteria can be eliminat
ed without affecting the protection af
forded the public by the standard.

The current definition of “human 
access” in § 1040.10(b)(12) involves the 
concepts of access to laser or collateral 
radiation at a point by any part of the 
human body, by a straight line having 
an unobstructed length of 100 centi
meters (cm), or by any line having an 
unobstructed length of 10 cm. The ref
erence to a* 10-cm line was included in 
the original definition to account for 
the possible insertion of flexible opti
cal fibers, mirrors, or similar materials 
into a laser product. However, the 
Commissioner has concluded that the 
additional degree of safety provided 
by this requirement does not justify 
the added design difficulty that it 
poses. The Commissioner also finds 
the definition of “human access” 
overly restrictive when the criterion 
involving a 100-cm straight line is ap
plied to collateral radiation. Collateral 
radiation arises from other than point 
sources and is difficult to collect and 
to focus into a diffraction-limited spot. 
Therefore, the Commissioner has re
vised the definition for “human 
access” to clarify the definition and to
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delete (1) any reference to a 10-cm line 
and (2) reference to a 100-cm line for 
collateral radiation. The revised defi
nition now clearly states that human 
access means access at a particular 
point to laser or collateral radiation by 
any part of the human body or access 
to laser radiation (but not collateral 
radiation) by a straight unobstructed 
path of up to 100 cm from any part of 
the body, including the eye.

The Commissioner notes that, after 
reviewing the draft amendments and 
in response to the April 1, 1977 notice, 
several persons, including members of 
the Technical Electronic Product Ra
diation Safety Standards Committee, 
suggested that the definition of 
"human access” should specify a mini
mum diameter for the 100-cm straight 
line.

The Commissioner disagrees with 
this suggestion and notes that a test 
object of specified diameter was in
cluded in the performance standard 
for microwave ovens in § 1030.10 (21 
CPR 1030.10) and was found unsatis
factory as a concealed safety interlock 
criterion. Products could be designed 
to meet the literal requirements of 
this criterion, although many common 
household objects could be used to cir
cumvent its intent (see 40 PR  27038 
(June 26, 1975) and 40 PR  52007 (Nov. 
7, 1975)). The new definition for 
human access and the acceptance 
angle and collimating optics (discussed 
later in this preamble) will enable 
manufacturers to design a more open 
protective housing using perforated or 
grille panels for their products, as long 
as the design does not permit any un
obstructed straight-line path of less 
than 100 cm through the protective 
housing to the laser radiation. The 
Commissioner concludes that specify
ing a minimum diameter for the line 
would defeat the benefits of the new 
definition without any apparent in
crease in protection of the public 
health.

Other portions of § 1040.10 have 
been revised to clarify concepts of 
human access. The definition of "ac
cessible emission level” in 
§ 1040.10(b)(1) has been changed to ex
press more clearly that the term refers 
to the magnitude of the radiation at a 
particular point. Section 1040.10(f)(3) 
concerning the remote control connec
tor has been clarified by substituting 
"available” for "accessible.” For con
sistency, “human” has been added to 
§ 1040.10(h)(2)(ii) so that the require
ment reads, in part, “displaceable por
tions of the protective housing that 
could allow human access to laser or 
collateral radiation.”

The experience of PD A  is that the 
beam attenuator specified in 
§ 1040.10(f)(6) is used only with laser 
products for which access to laser and 
collateral radiation during operation is
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necessary to perform the product’s 
function, and that the criteria of 
§ 1040.10(b)(12) for determining 
human access to the radiation are not 
appropriate. Thus, the Commissioner 
is amending § 1040.10(f)(6) to specify 
that the beam attenuator, when in 
use, shall simply prevent access to ra
diation by any part of the human 
body. The emission indicator and aper
ture label would still indicate the pos
sible presence of the laser radiation.

A  comment made by some members 
of the Technical Electronic Product 
Radiation Safety Standards Commit
tee indicated the term “viewable” in 
§ 1040.10(f)(8) was not clear.

The Commissioner agrees with this 
comment, and the viewing optic re
quirement in § 1040.10(f)(8) has been 
restated to include the specific con
cept of accessibility of laser and collat
eral radiation to the human eye only 
by means of viewing optics, viewports, 
or display screens, rather than the 
generalized concept of accessible radi
ation; access of the human eye to laser 
or collateral radiation is the key issue.

Acceptance Angle and Collimating 
Optics for Measurements

The accessible emission limits for 
laser products, expressed in terms of 
irradiance, radiant energy, or radiant 
power, are based in part on collimated 
laser and collateral radiation that can 
be collected in an optical system 
having a small angle of acceptance and 
can be made equivalent to a narrower 
beam of radiation. The Commissioner 
concludes that the performance stand
ard is overly restrictive with regard to 
multiple, extended, and divergent 
sources of radiation, and that differ
ent parameters for measuring the ac
cessible emission levels of laser and 
collateral radiation need to be speci
fied. Therefore, the Commissioner is 
amending § 1040.10(b)(18), (e)(3), and
(e)(4 ) to include the concepts of the 
acceptance angle and collimating 
optics. By this change the standard 
will be more appropriate for multiple, 
extended, and divergent sources of ra
diation that do not present the same 
hazard as virtual point sources capable 
of producing highly collimated beams. 
The Commissioner is not amending 
that part of § 1040.10(e)(3)(ii) relating 
to the measurement of radiant expo
sure because these measurements of 
accessible laser radiation are needed 
only to determine if the upper limits 
of Class III, as specified in Table I-C  
of § 1040.10(d), are exceeded and these 
levels of laser radiation are both eye 
and skin hazards even upon diffuse re
flection.

The Commissioner adds that, except 
for radiance measurements, the ac
ceptance angle for the measurement 
of the other radiometric quantities is 
not specified directly in the standard.

An acceptance angle of 2 pi steradians, 
established as part of the tests for de
termining compliance, is however 
based upon the criteria in 
§ 1040.10(e)(2) and considers the maxi
mum collectible radiation. This regula
tory interpretation was necessary to 
account for the most hazardous situa
tion, but may be unnecessarily restric
tive with regard to multiple, extended, 
and divergent sources, when the ques
tion to be considered is how well colli
mated the laser and collateral radi
ation must be to be collected and fo
cused on a small area of the skin, 
cornea, or retina.

One comment in response to the 
April 1977 notice suggested the intro
duction of a variable acceptance angle 
to match the dual accessible emission 
limits specified in § 1040.10(d)(4) to de
termine if laser or collateral radiation 
exceeds the limits of Class I. The com
ment recommended that magnitudes 
of the limiting angular subtense 
(a(m in)) in the American National 
Standard Z136.1-1976 be used for the 
acceptance angle.

The Commissioner rejects the com
ment and maintains that using a vari- 
ble acceptance angle for the instru
mentation would unnecessarily com
plicate the measurements needed to 
determine a product’s compliance with 
the standard. Further, the Commis
sioner intended the integrated radi
ance alternative o f the dual limits in
cluded in § 1040.10(d)(4) to accommo
date extended sources (real or virtual) 
such as holographic images, diffuse re
flections, transmissions through dif
fusers, or diffuse collateral radiation, 
and notes that the dual limits of Class 
I are exceeded only if the limits for ra
diant energy and integrated radiance 
are exceeded; consequently, the dual 
limits of Class I are less restrictive 
than if a variable acceptance angle 
were used.

The standard in § 1040.10(d)(4) es
tablishes limits for Class I from two 
perspectives. One limit, expressed as 
integrated radiance, pertains to the ac
cessible emission level measured as a 
function of the brightness of the 
source; the other relates to the accessi
ble emission level measured as the ra
diant energy incident upon the detec
tor. The largest acceptance angle de
rived from these accessible emission 
limits for radiant energy measure
ments is 5 x  10-4 steradian, using a 7- 
millimeter (mm) diameter aperture 
stop. A  somewhat larger solid angle of 
acceptance of 1 x  10-3 steradian pro
vides more safety and is equivalent to 
a circular cone of acceptance of ap
proximately 2 degrees diameter. 
Therefore the standard is being 
amended in § 1040.10(e)(3) and (e)(4), 
where appropriate, to require a specif
ic acceptance angle of 1 x  10“3 stera
dian when determining the accessible
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emission levels of laser and collateral 
radiation.

The Commissioner has determined 
that § 1040.10(e) is ambiguous as to 
the minimum size of a source of laser 
or collateral radiation that must be 
considered when measuring the radi
ance or integrated radiance because a 
source may be small or have a nonuni
form spatial distribution. The size of 
the source to be considered depends 
upon the distance of the detector from 
the product. The closest approach of a 
person's eye to a point source of light 
at which a sharply focused retinal 
image is still produced is called the 
distance of njaximum accommodation; 
moving closer to the point source 
would cause the spot formed on the 
retina to enlarge and the image to 
blur. According to published research, 
20 cm is the average distance of maxi
mum accommodation expected for 37- 
year old humans; older persons are ex
pected to have a greater accommoda
tion distance and younger persons a 
lesser distance (Ref. 1). A  power of 5 
diopters (the focusing power of a lens, 
expressed in diopters, is the reciprocal 
of the focal length, expressed in 
meters) for the collimating optics rep
resents a 20-cm minimum focal dis
tance. Utilizing the collimating optics 
of 5 diopters or less means that the 
source area of approximately 0.7 mm 
or larger in diameter that results in 
the maximum level will be considered 
in determining the accessible emission 
level in terms of radiance. Therefore, 
the standard is being amended to re
quire collimating optics of 5 diopters 
or less as an additional measurement 
parameter to be used in conjunction 
with the aperture, stops in the tests for 
determining compliance.

The Commissioner also recognizes 
that the combination of collimating 
optics and aperture stop establishes a 
collection angle for the aperture stop 
for divergent radiation emitted by a 
point source. The collection angle is 
twice that angle whose tangent is the 
ratio of the aperture stop radius to the 
distance of the aperture stop from  
point of emission of radiation on the 
product. In most instances this dis
tance will be the focal distance of the 
collimating optics, modified by the ac
ceptance angle of the aperture stop to 
maximize the collection of accessible 
radiation. The maximum collection 
angle is about 22 degrees for the 80- 
mm diameter aperture stop and about 
2 degrees for the 7-mm diameter aper
ture stop.

The concepts of the acceptance 
angle of 1 x  10"s steradian and the 
collimating optics of 5 diopters have 
been developed using information ap
plicable primarily to the visible spec
trum; however, the original intent of 
the agency is retained when these con
cepts are utilized in the ultraviolet and
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infrared spectral regions. Simple fo
cusing optics are available that will 
concentrate well collimated radiation 
in these spectral regions.

Radiation Intended To Be V iewed

Laser products have accessible laser 
and collateral radiation that may be 
grouped into two categories: (1) radi
ation that is intended to be viewed di
rectly and frequently, though not ex
clusively, by way of display screens, 
viewports, or microscopes when such 
viewing is necessary to achieve the in
tended function of the product; and
(2) radiation that is not likely to be 
viewed for extended periods of time, 
either because use of the product 
would not require operators and 
others to view the radiation to per
form the functions of the product or 
because no characteristics of the radi
ation would attract a person’s gaze for 
long periods. The Commissioner be
lieves the second category can be in
corporated into the standard for ap
propriate types of laser products.

Accessible laser radiation of Class III  
is at levels at which biological damage 
to human tissue is possible from acute 
direct exposure. Similarly, accessible 
laser radiation of Class IV  is at levels 
at which biological damage is possible 
from acute direct or diffuse exposure. 
Thus, the requirements relating to 
Class III  and IV  cannot be relaxed on 
the above basis. By contrast, Class II 
accessible laser radiation is at levels of 
visible radiation at which eye damage 
from chronic exposure is possible. 
However, Class n  laser radiation is 
bright and can be uncomfortable to 
view, especially the higher levels of 
Class II. The Commissioner believes a 
person would not view such a light 
source for more than 1x10s seconds 
(16.7 minutes), unless there were some 
compelling reason. Chance viewing of 
Class II levels of laser radiation that 
do not exceed the accessible emission 
limits of Class I for any emission dura
tion less than or equal to 1x10s sec
onds is not expected to be hazardous.

Therefore, the Commissioner is 
amending the standard to add a new 
subclass for laser products, Class lia, 
and to amend § 1040.10 (f)(5 ), (f)(6 ),
(g)(1), and (g )(4 ) to provide for special 
considerations within Class Ha. Class 
H a products are exempted from the 
requirements for a laser radiation 
emission indicator, beam attenuator, 
Class II warning logotype, and aper
ture label. As amended, the standard 
requires Class H a laser products to 
bear a class designation label with 
instructions to avoid long-term view
ing of the direct laser radiation. The 
class designation label, because it does 
carry a warning statement to the oper- 
tor of the Class Ha product, must be 
visible during operation as required by 
§ 1040.10(g)(10) and must be repro-
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duced in purchasing and servicing in
formation as required b y 1 
§ 1040.10(h)(2)(i).

Also, the Commissioner is extending 
this concept to collateral radiation by 
amending the standard to increase the 
long-term level of collateral radiation 
permitted by reducing the applicable 
maximum emission duration used in 
determining the accessible emission 
level (Table III  of § 1040.10(d)). This 
change for radiation in the wave
length range of greater than 400 nm 
but less than 13,000 nm decreases the 
maximum emission duration from 
lx lO 4 seconds to 1x10s seconds, but 
does not apply either to radiation that 
is accessible to the human eye by 
means of viewing optics, viewports, or 
display screens (§ 1040.10(f)(8)), or to 
ultraviolet collateral radiation because 
a cumulative damage mechanism is 
likely.

Emission Indicators and Collateral 
Radiation

Some members of the Technical 
Electronic Products Radiation Safety 
Standards Committee have comment
ed extensively in their last two meet
ings concerning the provisions of the 
laser standard and the agency’s policy 
with respect to the light emitted from 
the pilot light on laser products.

The standard requires in 
§ 1040.10(f)(5) that each laser product 
of Class II or greater incorporate an 
emission indicator. Nowhere does the 
standard require that the emission in
dicator be a pilot light, although man
ufacturers have found a pilot light a 
convenient means for satisfying the 
requirements of § 1040.10(f)(5). The 
Commissioner believes that the radi
ation from laser product pilot lights 
should not be considered collateral ra
diation because, to be collateral radi
ation, such radiation must be emitted 
by a laser product as a result of the 
operation of the laser(s) or be emitted 
by any component that is physically 
necessary for the operation of the 
laser(s) incorporated into that prod
uct. Collateral radiation includes, for 
example, light from the laser-tube 
plasma glow, light from the flashlamp 
for exciting the laser medium, and x- 
radiation from the laser energy source 
(components that are physically neces
sary for the operation of the laser). 
Collateral radiation does not include 
emissions from a pilot light because it 
is not physically necessary to the oper
ation of the laser. The Commissioner 
concludes that the definition for col
lateral radiation needs clarification 
and amends § 1040.10(b)(9) according
ly.
Measurement Parameter for Scanned 

Laser Radiation

A  comment received before the ef
fective date of the standard, August 2,
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1976, suggested that in some cases, 
high levels of accessible scanned laser 
radiation could be reduced below the 
Class I limits by varying the apparent 
origin from which the scanned pattern 
is emitted. This type of radiation 
source can be regarded as an apparent 
extended source.

The Commissioner believes the 
standard should provide for the appar
ent extended sources of laser radi
ation. The standard currently provides 
in § 1040.10(e)(4) that the accessible 
emission levels of scanned laser radi
ation shall be determined by the mea
surement of radiation detectable 
within a stationary circular aperture 
stop having a 7-mm diameter. The re
sulting temporal variation of detected 
radiation is considered as a pulse or 
series of pulses. Under 
§ 1040.10(e)(3)(iii), measuring integrat
ed radiance involves a solid angle of 
acceptance of 1 x 10“5 steradian. How
ever, under § 1040.10(e)(2)(iv) the ac
ceptance angle of the instrument for 
measuring integrated radiance must 
be instantaneously so positioned and 
so oriented with respect to the laser 
product “as to result in the maximum  
detection of radiation by the instru
ment.” Conceptually the orientation 
of the instrument must track the 
source, but its aperture stop remains 
stationary. As noted in § 1040.10(e)(3), 
techniques, including computations, 
that provide results equivalent to the 
above are permitted.

Apparent extended sources formed 
by a moving, well collimated, laser 
beam can be more hazardous than 
conventional extended sources. The 
eye can follow and fix upon a slowly 
moving source of visible light, but the 
source can also move so rapidly (e.g., a 
television image formed by a rapidly 
scanning electron beam) that the eye 
cannot follow. The human eye has dif
ficulty tracking an angular motion of 
2 radians/second or greater (Refs. 2 
and 3.) An effective extended source is 
achieved when the angular motion of 
the source transversely to the line of 
sight of the eye is 5 radians/second or 
greater. Therefore, the Commissioner 
is amending § 1040.10(e)(4) to provide 
that the solid angles of acceptance uti
lized in the measurement of radiant 
energy and radiance need not track 
the source at an angular speed greater 
than 5 radians/second to maximize 
the measurement of radiation.

Change in  W avelength Range for 
V isible Radiation

The introduction of Class lia  into 
the standard results in anomalies in 
the classification of certain products 
that emit accessible laser radiation be
tween 700 nm and 711 nm and at radi
ant exposure values below the accessi
ble emission limits of Class Ha at 700 
nm. For example, a 1-microwatt laser

product would be classified in Class 
Ha if emission were at 699 nm, Class 
III if emission were at 701 nm, and 
Class I at 711 nm. However, the origi
nal rationale for Class II remains valid 
because the relative spectral luminous 
efficiency value, a measure of relative 
photochemical response of the eye at 
710 nm, is still half the value at 700 
nanometers (Ref. 4).

Thus, the Commissioner is changing 
the Class II and Class Ha wavelength 
boundary to 710 nm where the Class 
Ha accessible emission limit curve in
tercepts that for Class I, and all por
tions of the standard that contain the 
wavelength 700 nanometers have been 
revised accordingly.

Flexibility in  Labeling

Wording of the warning statements 
specified in § 1040.10(g) has been 
found on occasion to be inappropriate. 
Problems in which the size, configura
tion, or design of the laser product 
precludes compliance with the label 
requirements have been readily re
solved using the mechanism estab
lished in § 1040.10(g)(10); without this 
mechanism, the lengthy variance pro
cedure of § 1010.4 would have to be 
used. The Commissioner concludes 
that similar provisions are appropriate 
for wording and is amending 
§ 1040.10(g)(10) to permit the Director, 
Bureau of Radiological Health, on his 
own initiative or upon written applica
tion by the manufacturer, to approve 
the use of alternate wording on warn
ing labels when the wording pre
scribed by the standard is inappropri
ate or would be ineffective because of 
the size, configuration, design, or func
tion of the laser product.

The warning required by 
§ 1040.10(g)(8) for invisible radiation is 
amended to permit use of the words 
“visible and/or invisible” whenever 
the product may emit any combina
tion of visible and invisible radiation.
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Pertinent background data and in
formation supporting the Commission
er’s action are available for public 
review in the office of the Hearing 
Clerk (HFA-305), Food and Drug Ad
ministration.

On the basis of an amendment to 
the environmental impact analysis 
report for the performance standard 
for laser products, the Commissioner 
concludes that promulation of this

amendment to the standard will not 
significantly affect the quality of the 
human environment and, therefore, 
that no environmental impact state
ment is necessary under § 25.1(b) (21 
CFR 25.1(b)). A  copy of the FD A  envi
ronmental impact assessment is on file 
with the Hearing Clerk, Food and 
Drug Administration.

Therefore, under the Public Health 
Service Act, as amended by the Radi
ation Control for Health and Safety 
Act of 1968 (sec. 358, 82 Stat. 1177- 
1179 (42 U.S.C. 263f)) and under au
thority delegated to the Commissioner 
(21 CPU  5.1), Part 1040 is amended as 
follows:

1. In § 1040.10, by revising paragraph
(b ) (1), (6)(i), (9), (12), and (18); the 
wavelength column in Table I-B  and 
item 1 of Table III in paragraph (d); 
paragraph (e)(3)(i), (ii), and (iii) and
(4); paragraph (f)(3 ), (5)(i), (6), and
(8); paragraph (g)(1), (2)(i), the intro
ductory text of (4), (6 )(i)(a ), (iiXb), 
and (iiiXb), (7 )(i)(a ), (ii)(6), and
(iii)(6), (8 )(i) and (ii), and (10); and 
paragraph (h )(2 )(i) and (ii) to read as 
follows:

§ 1040.10 Laser Products.

*  *  *  * *

(b ) * * *
(1) “Accessible emission level” means 

the magnitude of accessible laser or 
collateral radiation of a specific wave
length and emission duration at a par
ticular point as measured according to 
paragraph (e) of this section. Accessi
ble laser or collateral radiation is radi
ation to which human access is possi
ble, as defined in paragraph (b)(9), 
(12), and (18) of this section.

*  *  *  *  *

(6) *  * *
(i) Permits human access to laser ra

diation in excess of the accessible 
emission limits of Class I, but not in 
excess of the accessible emission limits 
of Class II in the wavelength range of 
greater than 400 nanometers (nm), but 
less than or equal to 710 nanometers 
for emission durations greater than
0.25 second; and

♦ * * * *

(9) “Collateral radiation” means any 
electronic product radiation, except 
laser radiation, emitted by a laser 
product as a result of the operation of 
the laser(s) or any component of the 
laser product that is physically neces
sary for the operation of the laser(s).

* * ♦ * *

(12) “Human access” means access at 
a particular point to:

(i) Laser or collateral radiation by 
any part of the human body, or
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(ii) Laser radiation by a straight un
obstructed path of up to 100 centi
meters from any part of the human 
body.

* * * * *

(18) “Laser radiation” means all elec
tromagnetic radiation emitted by a 
laser product within the spectral 
range specified in paragraph (b)(15) of

* * * * *

Table III—Accessible Emission Limits for 
Collateral Radiation From Laser 

Products

1. Accessible emission limits for collateral 
radiation having wavelengths greater than 
250 nanometers but less than or equal to 
13,000 danometers are identical to the acces
sible emission liinits of Class I laser radi
ation, as determined from Tables I-A  and 
II-A  in this paragraph:

i. In the wavelength range of less than or 
equal to 400 nanometers, for all emission 
durations;

ii. In the wavelength range of greater 
than 400 nanometers, for all emission dura
tions less than or equal to 1 x 10s seconds 
and, when applicable under paragraph (f)(8) 
of this section, for all emission durations.

*  *  •  ■ •  *

(e) * * *
(3) * * *
(i) The radiant power (W ) or radiant 

energy (J) detectable through a circu
lar aperture stop having a diameter of 
80 millimeters (except for scanned 
laser radiation) and within a circular 
solid angle of acceptance of 1 x  10"* 
steradian with collimating optics of 5 
diopters or less.

(ii) The irradiance (W  cm- *) or radi
ant exposure (J cm"2) equivalent to 
the radiant power (W ) or radiant 
energy (J ) detectable through a circu
lar aperture stop having a diameter of 
7 millimeters and, for irradiance, 
within a circular solid angle of accept
ance of 1x10 cm"* steradian with colli-

this section that is produced as a 
result of controlled stimulated emis
sion or that is detectable with radi
ation so produced through the appro
priate aperture stop and within the 
appropriate solid angle of acceptance, 
as specified in paragraph (e) of this 
section.

*  *  *  *  *

(d ) * * *

mating optics of 5 diopters or less, di
vided by the area of the aperture stop 
(cm-2).

(iii) The radiance (W  cm-2 sr-1) or in
tegrated radiance (J cm"2 sr"1) equiva
lent to the radiant power (W ) or radi
ant energy (J ) detectable through a 
circular aperture stop having a diame
ter of 7 millimeters and within a circu
lar solid angle of acceptance of 1x10"* 
steradian with collimating optics of 5 
diopters or less, divided by that solid 
angle (sr) and by the area of the aper
ture stop (cm2).

(4) Measurement parameters for 
scanned laser radiation. Accessible 
emission levels of scanned laser radi
ation shall be based upon the mea
surement of radiation detectable 
through a stationary circular aperture 
stop having a 7-millimeter diameter 
and within the circular solid angle of 
acceptance with collimating optics ap
plicable under paragraph (e)(3 ) of this 
section, or the equivalent. The direc
tion of the solid angle of acceptance 
shall change as needed to maximize 
detectable radiation, with an angular 
speed of up to 5 radians/second.
- ( f ) *  * *

(3) Remote control connector. Each 
laser system classified as a Class III  or 
IV  laser product shall incorporate a 
readily available remote control con
nector having an electrical potential 
difference of no greater than 130 root- 
mean-square volts between the termi
nals of the remote control connector.

When the terminals of the connector 
are -not electrically joined, human 
access to all laser and collateral radi
ation from the laser product in excess 
of the accessible emission. limits of 
Class I and Table III  of paragraph (d) 
of this section shall be prevented.

* * * * *

(5) * * *
(i) Each laser system classified as a 

Class II laser product, except Class II 
laser products that do not exceed the 
accessible emission limits of Class I for 
any emission duration less than or 
equal to l x  10"* seconds, shall incorpo
rate an emission indicator that pro
vides a visible or audible signal during 
emission of accessible laser radiation 
in excess of the accessible emission 
limits of Class I.

*  *  *  ♦  *

(6) Beam attenuator. Each laser 
system classified as a Class II, III, or 
IV  laser product, except Class II laser 
products that do not exceed the acces
sible emission limits of Class I for any 
emission duration, less than or equal to 
1x10* seconds, shall be provided with 
one or more permanently attached 
means, other than laser energy source 
switch(es), electrical supply main con
nectors, or the key-actuated master 
control, capable of preventing access 
by any part of the human body to all 
laser and collateral radiation in excess 
of the accessible emission limits of 
Class I and Table III.

* * * * *

(8) Viewing optics. A ll viewing 
optics, viewports, and display screens 
incorporated into a laser product, re
gardless of its class, shall at all times 
limit the levels of laser and collateral 
radiation accessible to the human eye 
by means of such viewing optics, view
ports, or display screens to less than 
the accessible emission limits of Class 
I and Table III  of paragraph (d ) of 
this section. For any shutter or vari
able attenuator incorporated into such 
viewing optics, viewports, or display 
screens, a means shall be provided:

(i) To prevent access by the human 
eye to laser and collateral radiation in 
excess of the accessible emission limits 
of Class I and Table III  of paragraph
(d ) of this section whenever the shut
ter is opened or the attenuator varied.

(ii) To preclude, upon failure of such 
means as required in paragraph
(f)(8 )(i) of this section, opening the 
shutter or varying the attenuator 
when access by the human eye is pos
sible to laser or collateral radiation in 
excess of the accessible emission limits

TABLE I—B

CLASS II ACCESSIBLE EMISSION LIMITS FOR LASER RADIATION

W a ve le n g th E m is s io n  dura tio n Class 11 —  A cce ssib le

(n a n o m e te rs ) (se co nd s) e m issio n  lim its

> 4 0 0

b u t

< 7 1 0

>  2 .5  X  1 0 " 1 1 .0  X  1 0 — 3 Ar1Ar2 r J
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of Class I and Table III of paragraph
(d) of this section.

♦ * * • *

(g ) • * *
(1) Class I I  designation and warn

ing. (i) Each Class II laser product 
which does not exceed the accessible 
emission limits of Class I for any emis
sion duration less than or equal to 
1x10s seconds, shall have affixed a 
label bearing the following wording: 
“Class Ha Laser Product—Avoid Long- 
Term Viewing of Direct Laser Radi
ation.”

(ii) Each Class II laser product other 
than those described in paragraph
(g ) ( l ) ( i )  of this section shall have af
fixed a label bearing the warning logo
type A  (Figure 1 in this paragraph) 
and including the following wording:

[Position 1 on the logotype]

“LASER R A D IA T IO N —DO N O T
STARE INTO  BEAM ”; and

[Position 3 on the logotype] 

“CLASS II LASER PR O D U C T”.

* * # * *

(2) Class I I I  designation and warn
ing. (i) Each laser product classified in 
Class III solely because of the emis
sion of accessible laser radiation for 
emission durations greater than 
3.8x10"4 second and in the wavelength 
range of greater than 400 nanometers 
but less than or equal to 710 nano
meters with an irradiance of less than 
or equal to 2.5x 10"* W  cm-2 and with a 
radiant power of less than or equal to 
5.0x10“3 W  shall have affixed a label 
bearing the warning logotype A  
(Figure 1 of paragraph (g)(1 ) of this 
section) and including the following 
wording:

[Position 1 on the logotype]

“LASER R A D IA T IO N —D O  N O T
STARE INTO  BEAM  OR V IE W  D I
R ECTLY W IT H  O PTICAL IN 
STRUM ENTS”; and,

[Position 3 on the logotype] 

“CLASS I lia  LASER PR O D U C T”.

* *  *  *  *

(4) Aperture label. Each laser prod
uct, except medical laser products and 
Class II laser products that do not 
exceed the accessible emission limits 
of Class I for any emission duration 
less than or equal to lx lO -3 seconds, 
shall have affixed, in close proximity 
to each aperture through which is 
emitted accessible laser or collateral 
radiation in excess of the accessible 
emission limits of Class I and Table III  
of paragraph (d ) of this section, a

label(s) bearing the following wording 
as applicable:

* * * * *

(6) * * *
(i) * * *
(а ) In excess of the accessible emis

sion limits of Class I for emission du
rations greater than 0.25 second and in 
the wavelength range greater than 400 
nanometers but less than or equal to 
710 nanometers; and,

* * * • *

(ii) * * *
(5) In excess of either an irradiance 

of 2.5x lO -3 W  cm-2 or a radiant power 
of 5.0x10“* W  for emission durations 
greater than 3.8xl0“4 second for wave
lengths greater than 400 nanometers 
but less than or equal to 710 nano
meters; and,

*  *  *  *  * *

(iii) * * *
(б) In excess of either an irradiance 

of 2.5x lO “3 W  cm“2 or a radiant power 
of 5 .0xl0"3 W  for «mission durations 
greater than 3.8x 10"4 second for wave
lengths greater than 400 nanometers 
but less than or equal to 710 nano
meters; or,

* * * * *

(7) * * *
(i) * * *
(а ) In excess of the accessible emis

sion limits of Class I for emission du
rations greater than 0.25 second and in 
the wavelength range greater than 400 
nanometers by less than or equal to 
710 nanometers; and,

* * * * *

(ii) * * *
(6) In excess of neither an irradiance 

of 2.5x10"* W  cm-2 nor a radiant 
power of 5.0x10"* W  for emission du
rations greater than 3.8x10"4 second 
for wavelengths greater than 400 nan
ometers but less than or equal to 710 
nanometers; and,

* * * * *

(iii) * * *
(б ) In excess of either an irradiance 

of 2.5x10"* W  cm-2 or a radiant power 
of 5.0x10"* W  for emission durations 
greater than 3.8 x  10"4 second for wave
lengths greater than 400 nanometers 
but less than or equal to 710 nano
meters; or,

* * • * *

(8) * * *
(i) Less than or equal to 400 nano

meters or greater than 710 nano
meters, the word “invisible” shall ap

propriately precede the word “radi
ation”; or,

(ii) In a range specified in paragraph
(g)(8 )(i) of this section and also within 
the range of greater than 400 nano
meters but less than or equal to 710 
nanometers, the words “visible and in
visible” or “visible and/or invisible” 
shall appropriately precede the word 
“radiation.”

•  *  *  *  *

(10) Label specifications. Labels re
quired by this section and § 1040.11 
shall be permanently affixed to, or in
scribed on, the laser product, legible, 
and clearly visible during operation, 
maintenance, or service, as appropri
ate. If the size, configuration, design, 
or function of the laser product would 
preclude compliance with the require
ments for any required label or would 
render the required wording of such 
label inappropriate or ineffective, the 
Director, Bureau of Radiological 
Health, on the Director’s own initia
tive or upon written application by the 
manufacturer, may approve alternate 
means of providing such label(s) or al
ternate wording for such label(s) as 
applicable.

(h ) * * *
(2) *  * *
(i) In all catalogs, specification 

sheets, and descriptive brochures per
taining to each laser product, a legible 
reproduction (color optional) of the 
class designation and warning required 
by paragraph (g ) of this section to be 
affixed to that product, including the 
information required for positions 1, 2, 
and 3 of the applicable logotype 
(Figure 1 or 2 of paragraph (g)(1 ) and
(2)(ii) of this section).

(11) To servicing dealers and distribu
tors and to others upon request at a 
cost not to exceed the cost of prepara
tion and distribution, adequate 
instructions for service adjustments 
and service procedures for each laser 
product model, including clear warn
ings and precautions to be taken to 
avoid possible exposure to laser and 
collateral radiation in excess of the ac
cessible emission limits in Tables I-A, 
I-B, I-C  and III of paragraph (d ) of 
this section, and a schedule of mainte
nance necessary to keep the product in 
compliance with this section and 
§ 1040.11; and, in all such service 
instructions, a  listing of those controls 
and procedures that pould be utilized 
by persons other than the manufac
turer or his agents to increase accessi
ble emission levels of radiation and a 
clear description of the location of dis
placeable portions of the protective 
housing that could allow human 
access to laser or collateral radiation 
in excess of the accessible emission 
limits in Tables I-A, I-B, I-C, and III 
of paragraph (d ) of this section. The 
instructions shall include protective
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procedures for service personnel, and 
legible reproductions (eolor optional) 
of required labels and hazard warn
ings.

* * * * *

2. In § 1040.11, by revising paragraph
(b)(1) to read as follows:

§ 1040.11 Specific purpose laser products.

*  *  *  *  *  •

( b ) * * *
(1) Shall not permit human access to 

laser radiation in the wavelength 
range of greater than 400 nanometers 
but less than or equal to 710 nano
meters with a radiant power that ex
ceeds 5.0x l0~s W  for any emission du
ration greater than 3.8x10"4 second; 
and,

• * * * *

Effective date. This regulation shall 
be effective December 8, 1978, except 
for § 1040.10(h)(2) (i) and (ii) which 
will be effective January 29,1979.
(Sec. 358, 82 Stat. 1177-1179 (42 U.S.C. 
2631). F

Dated: November 17,1978.
W illiam F. Randolph, 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-33137 Filed 11-27-78; 8:45 am]

[4710-08-M ]
Title 22— Foreign Relations 

CHAPTER I— DEPARTMENT OF STATE

[Dept. Reg. 108.762]

PART 3a— -ACCEPTANCE OF EMPLOY
MENT FROM FOREIGN GOVERN
MENTS BY MEMBERS OF THE UNI
FORMED SERVICES

Final Rule
AGENCY: Department of State. 
ACTION: Final rule.
SUM M ARY: This rule establishes reg
ulations governing the procedure^ for 
approving civil employment by a for
eign government of retired and reserve 
members of the uniformed services 
(Army, Navy, etc.) and commissioned 
Corps of the Public Health Service 
and the National Oceanic and Atmos
pheric Administration. The regula
tions implement section 509 of Pub. L. 
95-105 (37 U.S.C. 801 note).
EFFECTIVE DATE: November 28, 
1978.
FOR FUR TH ER  INFO R M ATIO N  
CONTACT:

Capt. John E. Burgess, United States 
Navy, Office of International Secur
ity Operations, Bureau of Politico- 
Military Affairs, Department of 
State, Washington, D.C 20520, 
phone 202-632-8688.

SUPPLEM ENTAR Y  INFORM ATION: 
A  notice of proposed rulemaking was 
published in the Federal Register on 
May 31, 1978 (43 FR  23593) inviting in
terested persons to submit comments 
regarding the proposed regulations. 
No comments were received.

The title of the new Part 3a has 
been changed from “Acceptance of 
Employment from Foreign Govern
ments by Retired and Reserve O ffi
cers” to “Acceptance of Employment 
from Foreign Governments by Mem
bers of the Uniformed Services.” This 
change reflects more accurately and 
generally the category of persons to 
whom the regulation applies. In addi
tion, the words “no authority”, which 
were inadvertently omitted from the 
text of §3a.2(b) in the notice of pro
posed rulemaking, have been added. 
W ith these exceptions, the text jpub- 
lished in the notice of proposed rule- 
making is adopted without change.

Adoption op Amendment

Chapter I of 22 CFR is amended by 
adding a new Part 3a as set forth 
below.

Dated: November 18, 1978.
W arren Christopher, 

Deputy Secretary of State.

Sec.
3a. 1 Definitions.
3a.2 Requirement for approval of foreign 

government employment.
3a.3 Authority to approve or disapprove 

proposed foreign government employ
ment.

3a.4 Procedure for requesting approval.
3a.5 Basis for approval or disapproval.
3a.6 Notification of approval.
3a.7 Notification of disapproval and recon

sideration.
3a.8 Change in status.

Authority: Sec. 509, 91 Stat. 859 (37 
U.S.C. 801 Note); Sec. 4, as amended, 63 
Stat. I l l  (22 U.S.C. 2658).

§ 3a.l Definitions.
For purposes of this part—
(a ) “Applicant” means any person 

who requests approval under this part 
to accept any civil employment (and 
compensation therefor) from a foreign 
government and who is: (1) Any re
tired member of the uniformed serv
ices;

(2) Any member of a Reserve compo
nent of the Armed Forces; or

(3) Any member of the commis
sioned Reserve Corps of the Public 
Health Service.

The term “applicant” also includes 
persons described in subparagraph (1),
(2), or (3), who have already accepted

foreign government employment and 
are requesting approval under this 
part to continue such employment.

(b ) “Uniformed services” means the 
Armed Forces, the^commissioned Reg
ular and Reserve Corps of the Public 
Health Service, and the commissioned 
corps of the National Oceanic and At
mospheric Administration.

(c) “Armed Forces” means the Army, 
Navy, Air Force, Marine Corps, and 
Coast guard.

(d ) “Secretary concerned” means: (1) 
The Secretary of the Army, with re
spect to retired members of the Army 
and members of the Army Reserve;

(2) The Secretary of the Navy, with 
respect to retired members of the 
Navy and the Marine Corps, members 
of the Navy and Marine Corps Re
serves, and retired members of the 
Coast Guard and members of the 
Coast Guard Reserve when the Coast 
Guard is operating as a service in the 
Navy;

(3) The Secretary 6i the Air Force, 
with respect to retired members of the 
Air Force and members of the Air 
Force Reserve;

(4) The Secretary of Transportation, 
with respect to retired members of the 
Coast Guard and members of the 
Coast Guard Reserve when the Coast 
Guard is not operating as a service in 
the Navy;

(5) The Secretary of Commerce, 
with respect to retired members of the 
commissioned corps of the National 
Oceanic and Atmospheric Administra
tion; and

(6) The Secretary of Health, Educa
tion, and Welfare, with respect to re
tired members of the commissioned 
Regular Corps of the Public Health 
Service and members of the commis
sioned Reserve Corps of the Public 
Health Service.

§3a.2 Requirement for approval o f for
eign government employment.

(a ) The United States Constitution 
(Article I, Section 9, clause 8) prohib
its the acceptance of civil employment 
with a foreign government by an offi
cer of the United States without the 
consent of Congress. Congress has con
sented to the acceptance of civil em
ployment (and compensation therefor) 
by any person described in §3a.l(b) 
subject to the approval of the Secre
tary concerned and the Secretary of 
State (37 U.S.C. 801 Note). Civil em
ployment with a foreign government 
may not be accepted without such ap
proval by any person so described.

(b ) The Secretary of State has no 
authority to approve employment 
with a foreign government by any offi
cer of the United States other than a 
person described in §3a.l(a). The ac
ceptance of employment with a for
eign government by any other officer 
of the United States remains subject
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to the constitutional prohibition de
scribed in paragraph (a ) of this sec
tion.

(c) Any person described in § 3a.l(a) 
who accepts employment with a for
eign government without the approval 
required by this section or otherwise 
obtaining the consent of Congress is 
subject to forfeiture of retired pay to 
the extent of his or her compensation 
from the foreign government, accord
ing to the Comptroller General of the 
United States (44 Comp. Gen. 139 
(1964)). This forfeiture is in addition 
to any other penalty which may be im
posed under law or regulation.1

§ 3a.3 Authority to approve or disapprove 
proposed foreign government employ
ment.

The Director, Bureau of Politico- 
Military Affairs, is authorized to ap
prove or disapprove any request by an 
applicant for approval under this part 
to accept civil employment (and com
pensation therefor) from a foreign 
government. The Director may dele
gate this authority within the Bureau 
of Politico-Military Affairs, Depart
ment of State.

§ 3a.4 Procedure for requesting approval.
(a ) An applicant must submit a re

quest for approval of foreign govern
ment employment to the Secretary 
concerned, whose approval is also re
quired by law for the applicant’s ac
ceptance of civil employment from a 
foreign government. The request must 
contain information concerning the 
applicant’s status, the nature of the 
proposed employment in as much 
detail as possible, the identity of and 
relationship to the foreign govern
ment concerned, and other matters as 
may be required by the Secretary con
cerned.

(b ) Requests approved by the Secre
tary concerned will be referred to the 
Director, Bureau of Politico-Military 
Affairs, for approval. Requests re
ceived by the Director, Bureau of Po
litico-Military Affairs, directly from an 
applicant will be initially forwarded to 
the Secretary concerned, or his desig
nee, for approval of disapproval.

§ 3a.5 Basis for approval or disapproval.
Decisions by the Director, Bureau of 

Politico-Military Affairs, under this 
part shall be based on whether the ap
plicant’s proposed employment with a 
foreign government would adversely 
affect the foreign relations of the 
United States, in light of the appli
cant’s official status as a retiree or re
servist.

1 Approval under this Part does not consti
tute an exception to the provisions of the 
Immigration and Nationality Act concern
ing loss of United States citizenship, for ex
ample, by becoming a citizen of or taking an 
oath of allegiance to another country. See 8 
U.S.C. 1481 et seq.

§ 3a.6 Notification o f approval.
The Director, Bureau of Politico- 

Military Affairs, will notify the Secre
tary concerned when an applicant’s 
proposed foreign government employ
ment is approved. Notification of ap
proval to the applicant will be made 
by the Secretary concerned or his des
ignee.

§ 3a.7 Notification o f disapproval and re
consideration.

(a ) The Director, Bureau of Politico- 
Military Affairs, will notify the appli
cant directly when an applicant’s pro
posed foreign employment is disap
proved, and will inform the Secretary 
concerned.

(b ) Each notification of disapproval 
under this section must include a 
statement of the reasons for the disap
proval, with as much specificity as se
curity and foreign policy consider
ations permit, together with a notice 
of the applicant’s right to seek recon
sideration of the disapproval under 
paragraph (c) of this section.

(c) Within 60 days after receipt of 
the notice of disapproval, an applicant 
whose request has been disapproved 
may submit a request for reconsider
ation by the Director, Bureau of Po
litico-Military Affairs. A  request for 
reconsideration should provide infor
mation relevant to the reasons set 
forth in the notice of disapproval.

(d ) The disapproval of a request by 
the Director, Bureau of Politico-Mili
tary Affairs, will be final, unless a 
timely request for reconsideration is 
received. In the event of a request for 
reconsideration, the Director, Bureau 
of Politico-Military Affairs, will make 
a final decision after reviewing the 
record of the request. A  final decision 
after reconsideration to approve the 
applicant’s proposed employment with 
a foreign government will be commu
nicated to the Secretary concerned as 
provided in § 3a.6. A  final decision 
after reconsideration to disapprove 
the applicant’s proposed employment 
with a foreign government will be 
communicated directly to the appli
cant as provided in paragraph (a ) of 
this section and the Secretary con
cerned will be informed. The Direc
tor’s authority to make a final decision 
after reconsideration may not be re
delegated.

§ 3a.8 Change in status.

In the event that an applicant’s for
eign government employment ap
proved under this part is to be materi
ally changed, either by a substantial 
change in duties from those described 
in the request upon which the original 
approval was based, or by a change of 
employer, the applicant must obtain 
further approval in accordance with

this part for such changed employ
ment.
[PR Doc. 78-33341 Filed 11-27-78; 8:45 am]

[4410-01-M ]

Title 28— Judicial Administration

CHAPTER I— DEPARTMENT OF 
JUSTICE

[Order No. 809-78]

PART 0— OR GANIZATIO N OF THE 
DEPARTMENT OF JUSTICE

Subpart M— Land and Natural 
Resources Division

A ssignment of R e s po n s ib il ity  Under 
Section  201(f) of the Surface 
M in in g  Control and R eclamation 
A ct of 1977

AGENCY: Department of Justice. 
ACTION; Pinal rule.
SUM M ARY: Section 201(f) of the Sur
face Mining Control and Reclamation 
Act of 1977, 91 Stat. 450, provides that 
no federal employee performing any 
function under the Act may hold any 
direct or indirect financial interest in 
surface or underground coal mining, 
and it directs the Secretary of the In
terior to promulgate regulations en
forcing it. Under regulations promul
gated at 30 CPR Part 706, 42 PR  56060 
(October 20, 1977), the head of each 
Executive Department performing any 
function under the Act is required to 
implement a system of disclosure of 
employee financial interests in cooper
ation with the Director, Office of Sur
face Milling Control and Reclamation, 
Department of the Interior. This 
order designates the Assistant Attor
ney General, Land and Natural Re
sources Division, to carry out the re
sponsibilities of the Department of 
Justice under these regulations.
EFFECTIVE DATE: November 20, 
1978.
FOR  FUR TH ER  INFORM ATION  
CONTACT:

Lois J. Schiffer, Land and Natural 
Resources Division, Department of 
Justice, Washington, D.C. 20530, 
202-633-2704.
By virtue of the authority vested in 

me by 5 U.S.C. 301 and 28 U.S.C. 509, 
510, §0.65 of Subpart M  of Part 0 of 
Chapter I of Title 28, Code of Federal 
Regulations, is amended by adding a 
new paragraph (h ) to read as follows:

§ 0.65 General functions.

*  *  *  *  *

(h ) Performance of the Depart
ment’s functions under §706.5 of the
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regulations for the prevention of con
flict of interests promulgated by the 
Secretary of the Interior under the au
thority of the Surface Mining Control 
and Reclamation Act of 1977, section 
201(f), 91 Stat. 450, and contained in 
30 CFR Part 706. *

Dated: November 20,1978.
Griffin B. Bell, 
Attorney General.

[FR Doc. 78-33273 Piled 11-27-78; 8:45 am]

[4410-01-M ]

[Order No. 810-78]

PART 0— OR GANIZATIO N OF THE 
DEPARTMENT OF JUSTICE

Subpart O — Office of Management 
and Finance

Responsibility for Audiovisual 
Activities

AGENCY: Department of Justice. 
ACTION: Final rule.
SUM M ARY: This order expressly as
signs the Department-wide responsibil
ity for the management of audiovisual 
programs to the Assistant Attorney 
General for Administration. His func
tions include the issuance of policies 
and procedures for audiovisual pro
grams, the design of a recordkeeping 
and reporting system, and the approv
al or disapproval of production and 
equipment requests. The purpose of 
the order is to clarify the authority of 
the Assistant Attorney General for 
Administration to centralize audiovisu
al program management and to pre
vent duplication and waste.
EFFECTIVE DATE: November 20, 
1978.
FOR FUR TH ER  IN FO R M ATIO N  
CONTACT:

Harry Fair, Acting Director, Admin
istrative Programs Management 
Staff, Office of Management and Fi
nance, Department of Justice, Wash
ington, D.C. 20530, 202-633-2728.
By virtue of the authority vested in 

me by 28 U.S.C. 509, 510, and 5 U.S.C. 
301, § 0.75(j) of Subpart O of Part 0 of 
Chapter I of Title 28, Code of Federal 
Regulations, is revised to read as fol
lows:

§ 0.75 Policy functions.

* * * ♦

(j) Plan, direct, and administer De
partment-wide policies, procedures, 
and regulations concerning records, re
ports, procurement, printing, graphics, 
audiovisual activities (including the 
approval or disapproval of production 
and equipment requests), forms man-

RULES AN D REGULATIONS

agement, supply management, motor 
vehicles, real and personal property, 
space assignment and utilization, and 
all other administrative services func
tions.

Dated: November 20,1978.
Griffin B. Bell, 
Attorney General.

[FR Doc. 78-33274 Filed 11-27-78; 8:45 am]

[3510-16-M ]
Title 37— Patents, Trademarks, and 

Copyrights

CHAPTER I— PATENT AN D TRADE
MARK OFFICE, DEPARTMENT OF 
COMMERCE

PART 4— FORMS FOR TRADEMARK 
CASES

AGENCY: Patent and Trademark 
Office, Commerce.
ACTION: Final rule.
SUM M ARY: The Patent and Trade
mark Office adopts revisions to the 
suggested forms for use in trademark 
cases. These revisions are intended to 
improve suggested forms which had 
been found to be confusing or suscep
tible to misinterpretation and provide 
a new suggested form to eliminate the 
need for the user to combine two 
forms.
DATES: Effective date: January l, 
1979.
FO R  FUR TH ER  IN FO R M ATIO N  
CONTACT:

Miss Katharine I. Hancock by tele
phone at (703) 557-5380, or by mail 
marked to her attention and ad
dressed to the Commissioner of Pat
ents and Trademarks, Washington, 
D.C. 20231.

SUPPLEM ENTAR Y  INFO RM ATIO N : 
In the Federal Register of May 3, 
1977 (42 FR  22378) there was pub
lished a Patent and Trademark Office 
proposal to revise certain existing 
forms and provide one new form for 
trademark cases. Comments were re
ceived from six persons. Two persons 
suggested that the the word “swears,” 
proposed at the beginning of verifica
tions and affidavits, was not appropri
ate and that language relating to oath 
should be confined to the jurat. This 
suggestion has been adopted. It was 
suggested by two persons that double 
signatures be eliminated from the 
forms for opposition and petition to 
cancel, and this suggestion has been 
adopted. Also, after further considera
tion with the object of eliminating 
confusion, inconsistency and error 
from the forms, some additional 
changes to forms set out in the pro
posal, and to forms 4.7, 4.9, 4.11 and

55395

4.23 which were not included in the 
proposal, are being adopted.

Changes which have not been pub
lished for comment do not represent 
any change in practice but are editori
al in nature and do not impose a 
burden on anyone; further opportuni
ty for comment is therefore deemed 
not necessary.

The ways in which the changes 
being adopted vary from the published 
proposal are summarized as follows:

The words “hereby swears” prop- 
posed at the beginning of verifications 
and affidavits are replaced by the 
word “states.” This change appears in 
forms 4.1, 4.5, 4.6, 4.13, 4.14, 4.15, 4.16, 
4.16 (Combined 8 &  15), 4.17 and 4.18.

In forms 4.1, 4.1a 4.7, 4.8, 4.9 and 
4.10, where goods or services are set 
forth, the terms “(Common, usual or 
ordinary name of (goods or services))” 
and “(Insert illustrative èxamples of 
the goods or services)” are deleted and 
the term “the following (goods or serv
ices):” is inserted instead, although 
the format of form 4.8 makes it neces
sary to use the variation “Name the 
goods or services.”

In forms 4.1 and 4.1a, the term 
“trade style” is deleted and “business 
trade name” put in its place in indenti- 
fying an individual applicant in order 
to conform more closely to the lan
guage of the statute. The wording “in
cluding street, city and State” is de
leted from the address lines. The same 
changes have been made, where appro
priate, in forms 4.17 and 4.18.

In form 4.1a, last clause, the word 
“herein” is deleted as unclear; the 
word “further” and the last occur
rence of the word “that” are deleted 
as unnecessary.

In form 4.5, “firm” is changed to 
“partnership” as a more definite term 
for the entity for which the form is 
designed; “member of firm” is changed 
to “partner;” and the wording “includ
ing street, city and State” in the ad
dress, as well as the wording and space 
for domicile, are deleted.

In form 4.6, the proposed change of 
the word “affidavit” to “application” 
in the verification is not adopted; in
stead, the word “affidavit” is changed 
to “instrument” because the paper 
being executed contains both an appli
cation and an affidavit (verification) 
and the term “instrument” will en
compass both. The wording “including 
street, city and State” in the address is 
deleted.

In forms 4.8 and 4.10, footnôte (5) is 
replaced by new footnote (16) in order 
to clarify instructions for setting forth 
the manner of use of the mark; as a 
result, present footnote numbers (16),
(17) and (18) in companion forms 4.9 
and 4.11 are changed to numbers (17),
(18) and (19), respectively.

In form 4.8, last sentence, the words 
“declaration from form” are inserted
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before “4.1a” in order to make it clear 
that form 4.1a is a declaration form.

In form 4.9, in the heading, the 
words “(I f  known)” under Class No. 
are replaced by “(A, for Goods; B, for 
Services)” in view of the fact that 
those are the only classes for certifica
tion marks. The term “(or form 4.7)” 
is placed after “footnote (5 )” to accom
modate either goods or services. For 
the sake of clarity, footnote (17) which 
explains certification has been reword
ed slightly.

In form 4.10 the phrase “Use form 
4.1” is changed to “Use body of form  
4.1, 4.7 or 4.8” in order to be more 
clear and to accomodate services and 
collective mark situations; under 
“Notes,” reference is made to form 4.8 
in addition to form 4.1 for the same 
reason.

In form 4.13, the statement in the 
verification “that the applicant for re
newal owns the above identified regis
tration” is deleted as it constitutes 
repetition.

In forms 4.13 and 4.16, where goods 
are listed, the words “or services” and 
“or ‘all the services’ ” are added, 
where appropriate, to accommodate 
services as well as goods.

In forms 4.13, 4.14, 4.15 and 4.16 
(Combined 8 &  15), in the Note relat
ing to designation of a domestic repre
sentative, for purposes of clarity the 
word “made” is changed to “submitted 
with this form” and the word “prior” 
is added before “unrevoked.”

In forms 4.13, 4.17 and 4.18, in the 
caption under the line where the sign
er’s name is to appear, the words “a 
juristic” are added after the phrase 
“to sign for,” and in the body of forms 
4.17 and 4.18, the word “juristic” is 
added after the phrase “to sign for 
the.” The purpose of these changes is 
to make clear who is an authorized 
signer and to provide uniformity with 
other forms.

In form 4.14, footnote (3) is deleted. 
The footnote relates to services but 
this form is not applicable to services 
because registration of service marks 
was not available under the acts to 
which the form pertains. Footnote 
numbers (4) and (5) are changed to 
numbers (3) and (4), respectively. Im
mediately above the signature, the no
tation footnote (3) (inadvertently 
omitted) is inserted.

In forms 4.14 and 4.16, in the clause 
for listing goods or services, the word 
“recited” is replaced by “stated,” to 
conform to the language of the stat
ute.

Proposed new form 16(a) has been 
redesignated as form 16 (Combined 8 
&  15), in order to coordinate properly 
with the numbering system used for 
the forms.

The following changes are made in 
new form 16 (Combined 8 &  15): after 
“footnote (5 )” in the body of the form,

“recited” is replaced by “stated” to 
conform to the language of the stat
ute; under the space for listing goods, 
wording is added to accommodate serv
ices as well as goods; before “footnote
(4)” in the body of the form the word
ing “or the date of publication under 
section 12(c) of the act” (inadvertently 
omitted) is inserted; and after the 
phrase “that such mark is still in use”
the wording “in ( 3 ) ----------------- (Type
of commerce) commerce” (inadvert
ently omitted) is inserted.

Forms 4.17 (Opposition) and 4.18 
(Petition to cancel) are made single 
signature forms by deletion of the pro
vision for signature at the end of the 
body of the form, leaving a signature 
only at the end of the verification. 
This accords with forms for applica
tions, which also require only a single 
signature at the end of the verification 
or declaration. In the verification of 
forms 4.17 and 4.18, the words “the 
foregoing” (two occurrences) are re
placed by the word “this,” and the 
words “and signed” which follow the 
words “has read” are deleted.

In the parenthetical sentence relat
ing to grounds of damage, the word 
"he” is changed to “opposer” or “peti
tioner” in each form, respectively.

In form 4.21, first sentence, “he” is 
replaced by “said assignor.”

In forms 4.21 and 4.22, third para
graph, the letter “s” is deleted from  
the word “rights.” At the end of foot
note (2) the wording “changing the 
word ‘applicant’ to ‘assignee’ ” is 
added.

The words “he,” “himself” and “his” 
have been replaced by “he/she,” “him- 
self/herself,” “his/her” or “it/he/ 
she,” as appropriate, in forms 4.1, 4.1a, 
4.5, 4.6, 4.13, 4.17, 4.18, 4.21 and 4.22, 
to give choice of gender.

In form 4.23 (Certificate of mailing), 
the fifst line at the bottom is labeled 
“Print or Type Name of-Person Sign
ing Certificate” and the second line is 
labeled “Signature of Person Signing 
Certificate,” in order to make it clear 
that in addition to a person’s signa
ture, such person’s name is to be set 
out legibly in typing or printing; under 
the third line, the words “of Signa
ture” are added after “Date” to distin
guish the date of signature clearly 
from the date of deposit which is to be 
set forth in the body of the form. In 
the heading of the form, the words “of 
mailing” are added after “Certificate” 
for the sake of clarity.

Accordingly, pursuant to the author
ity contained in section 41 of the act 
of July 5, 1946, as amended, 37 CFR  
Part 4 is amended as follows:

1. By revising § 4.1 to read as follows:

§ 4.1 Trademark application by an individ
ual; Principal Register with oath.

Mark — ----------------------------------- ------ --■—
(Identify the mark)

Class No.------------------------------------------------—
(If known)

TO THE COMMISSIONER OF PATENTS 
AND TRADEMARKS:

(Name of applicant, and business trade 
name, if any)

(Business address)

(Residence address)

(Citizenship of applicant)
The above identified applicant has adopt

ed and is using the trademark shown in the 
accompanying drawing (1) for the following 
goods:

and requests that said mark be registered in 
the United States Patent and Trademark 
Office on the Principal Register established 
by the Act of July 5,1946.

The trademark was first used on the
goods (2) on ---------------- (Date); was first
used in ---------------- (Type of commerce)
commerce (3) on ----------------(Date); and is
now in use in such commerce.
(4)

The mark is used by applying it to (5) 
---------------------------and five specimens show
ing the mark as actually used are presented 
herewith.
(6)

State of — 

County of
ss.

(Name of applicant)
states that he/she believes himself/herself 
to be the owner of the trademark sought to 
be registered; to the best of his/her knowl
edge and belief no other person, firm, corpo
ration or association has the right to use 
said mark in commerce, either in the identi
cal form or in such near resemblance there
to as to be likely, when applied to the goods 
of such other person, to cause confusion, or 
to cause mistake, or to deceive; and the facts 
set forth in this application are true.

(Signature of applicant)
JURAT:

Subscribed and sworn to before me, this
--------day o f ------;---------- , ----- .* _______________________________

Notary Public

Representation

(See form 4.2 and Note (7) below.)

NOTES
(1) If registration is sought for a word or 

numeral mark not depicted in any special 
form, the drawing may be the mark typed in 
capital letters on letter-size bond paper; oth
erwise, the drawing shall comply with sec
tion 2.52.

*The person who signs the jurat must be 
authorized to administer oaths by the law 
of the jurisdiction where executed, and the 
seal or stamp of the notary, or other evi
dence of authority in the jurisdiction of ex
ecution, must be affixed.
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(2) If more than one item in a class is set 
forth and the dates given for that class 
apply to only one of the items listed, insert 
the name of the item to which the dates 
apply.

(3) Type of commerce should be specified 
as "interstate,” “territorial,” "foreign,” or 
other type of commerce which may lawfully 
be regulated by Congress. Foreign appli
cants relying upon use must specify com
merce which Congress may regulate, using 
wording such as commerce with the United 
States or commerce between the United 
States and a foreign country.

(4) If the mark is other than a coined, ar
bitrary or fanciful mark, and the mark is be
lieved to have acquired a secondary mean
ing, insert whichever of the following para
graphs is applicable:

(a) The mark has become distinctive of ap
plicant’s goods as a result of substantially
exclusive and continuous use in ------ ----------
(Type of commerce) commerce for the five 
years next preceding the date of filing of 
this application.

(b) The mark has become distinctive of 
applicant’s goods as evidenced by the show
ing submitted separately.

(5) Insert the manner or method of using 
the mark with the goods, i.e., "the goods,” 
“the containers for the goods,” “displays as
sociated with the goods,” “tags or labels af
fixed to the goods,” or other method which 
may be in use.

(6) The required fee of $35.00 for each 
class must be submitted.

(7) If the applicant is not domiciled in the 
United States, a domestic representative 
must be designated. See form 4.4. .

2. By revising Section 4.1a to read as fol
lows:

Section 4.1a Trademark application by an 
individual; Principal Register with declara
tion.
Mark ------------------------------------------------------

(Identify the mark)
Class No. -------- :---------------------------------------

(If known)
TO THE COMMISSIONER OF PATENTS

AND TRADEMARKS:

(Name of applicant, and business trade 
name, if any)

(Business address)

(Residence address)

(Citizenship of applicant)
The above identified applicant has adopt

ed and is using the trademark shown in the 
accompanying drawing (1) for the following 
goods:

and requests that said mark be registered in 
the United States Patent and Trademark 
Office on the Principal Register established 
by the Act of July 5,1946.

The trademark was first used on the
goods (2) on ---------------- (Date) was first
used in ---------------- (Type o f 'C o m m e r c e )
commerce (3) o n ----------------(Date) and is
now in use in such commerce.
(4)

The mark is used by applying it to (5) 
--------------- ---------- and five specimens show

ing the mark as actually used are presented 
herewith.
( 6)

(Name of applicant)
being hereby warned that willful false state
ments and the like so made are punishable 
by fine or imprisonment, or both, under 
Section 1001 of Title 18 of the United States 
Code and that such willful false statements 
may jeopardize the validity of the applica
tion or any registration resulting therefrom, 
declares: That he/she believes himself/her- 
self to be the owner of the trademark 
sought to be registered; that to the best of 
his/her knowledge and belief no other 
person, firm, corporation or association has 
the right to use said mark in commerce, 
either in the identical form or in such near 
resemblance thereto as may be likely, when 
applied to the goods of such other person, 
to cause confusion, or to cause mistake, or 
to deceive; that the facts set forth in this 
application are true; and that all statements 
made of his/her own knowledge are true 
and all statements made on information and 
belief are believed to be true.

(Signature of applicant)

(Date)

Representation

(See form 4.2 and Note (7) under form 4.1.)

NOTES
For Notes referred to in this form but not 

set out here, see same numbered Notes 
under form 4.1.

3. By revising Section 4.2 to read as fol
lows:

Section 4.2 Power of attorney at law 
(which may accompany application).*

Applicant hereby appoints (8 ) ----------------,
----------------(Address) an attorney at law or
attorneys at law, to prosecute this applica
tion to register, to transact all business in 
the Patent and Trademark Office in connec
tion therewith, and to receive the certificate 
of registration.

N ote.—(8) An individual attorney at law 
or individual attorneys at law must be 
named here. I f  the name o f a law firm  is 
given, it will be regarded merely as a desig
nation of address for correspondence.

4. By revising Section 4.5 to read as fol
lows:

Section 4.5 Trademark application by a 
partnership; Principal Register.
Mark ------------------------------------------------------

(Identify the mark)
Class No. -------------------------------------------------

(If known)
TO THE COMMISSIONER OF PATENTS

AND TRADEMARKS:

(Name of partnership)

(Names of partners)

*An attorney at law is not required to file 
a power of attorney; an attorney at law may 
represent a trademark applicant on the 
basis of being an attorney at law without 
presenting a power of attorney.

(Business address of partnership)

(Citizenship of partners)
(Body of application is same as in form

4.1.)
State of —

County of

(Name of partner) states that he/she is a 
partner of applicant partnership; he/she be
lieves said partnership to be the owner of 
the trademark sought to be registered; to 
the best of his/her knowledge and belief no 
other person, firm, corporation or associ
ation has the right to use said mark in com
merce, either in the identical form or in 
such near resemblance thereto as to be 
likely, when applied to the goods df such 
other person, to cause confusion, or to cause 
mistake, or to deceive; and the facts set 
forth in this application are true.

(Signature of partner)
JURAT:

Subscribed and sworn to before me, this 
--------day o f -----------------, ----- .

' Notary Public 

Representation

(See form 4.2 and Note (7) under form 4.1.)
5. By revising Section 4.6 to read as fol

lows:
Section 4.6 Trademark application by a 

corporation; Principal Register.
Mark —----------------------------------------------------

(Identify the mark)
Class No.---------------------------------------------------

(If known)
TO THE COMMISSIONER OF PATENTS 

AND TRADEMARKS:

(Corporate name and State or country of 
incorporation) (10) ’

(Business address)
(Body of application is same as in form

4.1.)
State of —

County of

(Name of officer of corporation) states that
he/she i s ---------------------------(Official title)
of applicant corporation and is authorized 
to execute this instrument on behalf of said 
corporation; he/she believes said corpora
tion to be the owner of the trademark 
sought to be registered; to the best of his/ 
her knowledge and belief no other person, 
firm, corporation or association has the 
right to use said mark in commerce, either 
in the identical form or in such near resem
blance thereto as to be likely, when applied 
to the goods of such other person, to cause

•The person who signs the jurat must be 
authorized to administer oaths by the law 
of the jurisdiction where executed, and the 
seal or stamp of the notary, or other evi
dence of authority in the jurisdiction of ex
ecution, must be affixed.
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confusion, or to cause mistake, or to deceive; 
and the facts set forth in this application 
are true.

(Name of corporation)
B y ------------------------ ----------------------------------

(Signature of officer of corporation, and 
official title of officer)

JURAT:
Subscribed and sworn to before me, this 

--------day o f -----------------, ----- .

Notary Public 

Representation

(See form 4.2 and Note (7) under form 4.1.)
N ote.—( 10) I f  applicant is an association 

or other collective group, the word "associ
ation” or other appropriate designation 
should be substituted for “ corporation” 
when referring to applicant.

6. By revising Section 4.7 to read as fol
lows:

Section 4.7 Service mark application; 
Principal Register.
Mark ------------------------------------------------------

(Identify the mark)
Class No.---------------------------------------------------

(If known)
TO THE COMMISSIONER OP PATENTS 

AND TRADEMARKS:
(Insert appropriate identification of appli

cant in accordance with form 4.1, 4.5, or 
4.6.)

The above identified applicant has adopt
ed and is using the service mark shown in 
the accompanying drawing (11) for the fol
lowing services: ---------------------------, and re
quests that said mark be registered in the 
United States Patent and Trademark Office 
on the Principal Register established by the 
act of July 5,1946.

The service mark was first used in connec
tion with the services (2) on
------------------------  (Date); was first used in
connection with the sendees rendered in (3)
---------------- (Type of commerce) commerce
o n ---------------------------(Date); and is now in
use in such commerce. (4)
The mark is used by--------------------------------- -

(State method of using the mark in 
connection with the services)

and five (12)---------------------------showing the
mark as actually used are presented here
with.

(Insert appropriate verification of declara
tion from form 4.1, 4.1a, 4.5 or 4.6, changing 
the word “trademark” to “service mark” 
and the word “goods” to “services.”)

Representation

(See form 4.2 and Note (7) under form 4.1.)

NOTES
For Notes referred to jn this from but not 

set out here, see same numbered Notes 
under form 4.1.

(11) See Note (1) under form 4.1, and if 
drawing is not practicable, insert description

•The person who signs the jurat must be 
authorized to administer oaths by the law 
of the jurisdiction where executed, and the 
seal or stamp of the notary, or other evi
dence of authority in the jurisdiction of ex
ecution, must be affixed.

of the mark instead of reference to the 
drawing.

(12) Insert “specimens,” or state the 
nature of the representation of the mark 
which is furnished.

7. By revising Section 4.8 to read as fol
lows:

Section 4.8 Collective mark application 
(including collective membership mark); 
Principal Register.
M a r k ------------------------------------------------------

(Identify the mark)
Class No.-------------------------------- -------------------

(If known)
TO THE COMMISSIONER OF PATENTS

AND TRADEMARKS:
(Insert identification of applicant in ac

cordance with form 4.6.)
The above identified applicant has adopt

ed and is exercising legitimate control over 
the use of the collective mark shown in the 
accompanying drawing (1) for (13) 
---------------------------(Name the goods or serv
ices) to indicate (14)---------------------------, and
requests that said mark be registered in the 
United States Patent and Trademark Office 
on the Principal Register established by the 
act of July 5, 1946.

The collective mark was first used on the
(2)  ----------- (Insert “goods” or
“services”) (15) by members of applicant on
---------------------------(Date); was first used by
said members in (3) ---------------------------
(Type of commerce) commerce on
---------------------------(Date); and is now in use
in such commerce. (4)

The mark is used by applying it to (16)
------- --------------------and five specimens of the
mark as actually used are presented here
with.

(Insert verification from form 4.6 or decla
ration from form 4.1a, changing the word
ing as necessary to agree with applicant’s 
legal entity.)

Representation

(See form 4.2 and Note (7) under form 4.1.)

NOTES
For notes referred to in this form but not 

set out here, see same numbered Notes 
under form 4.1.

(13) If the application is for a membership 
mark, omit the word “for” and the space for 
the name of the goods or services.

(14) If the application is for a membership 
mark, insert “membership in applicant orga
nization,” or similar appropriate statement. 
If not for a membership mark, omit the 
words “to indicate” and the following space.

(15) If the application is for a membership 
mark, the phrase “on the goods or services” 
should be omitted.

(16) For goods, see Note (5); for services, 
see form 4.7; for membership, insert the 
manner or method of using the mark to in
dicate membership, such as membership 
cards, wall plaques, or other method which 
may be in use.

8. By revising Section 4.9 to read as fol
lows:

Section 4,9 Certification mark application; 
Principal Register.
Mark---------------------------------------------------------

(Identify the mark)
Class No.----------=--------------i-------------------------

(A, for Goods; B, for Services)
TO THE COMMISSIONER OF PATENTS

AND TRADEMARKS:

(Insert appropriate identification of appli
cant in accordance with form 4.1, 4.5 or 4.6.)

The above identified applicant has adopt
ed and is exercising legitimate control over 
the use of the certification mark shown in 
the accompanying drawing (1) for the fol
lowing goods or services:

and requests that said mark be registered in 
the United States Patent and Trademark 
Office on the Principal Register established 
by the act of July 5,1946.

The certification mark, as used by persons 
authorized by applicant, certifies (17)
---------------------------; said mark was first used
under the authority of applicant on
---------------------------(Date); was first used in
( 3 ) ---------------------------(Type of commerce)
commerce on -------------------------- ■ (Date); and
is now in use in such commerce. (4)

The mark is used by applying it to (5) (or
see form 4.7)----------------, and five specimens
showing the mark as actually used are pre
sented herewith.

Applicant is not engaged in the produc
tion or marketing of any goods or services to 
which the mark is applied.

(Insert appropriate verification or declara
tion from form 4.1, 4.1a, 4.5 or 4.6 and add 
after the word “association” the words 
“other - than those authorized by appli
cant.”)

Representation

(See form 4.2 and Note (7) under form 4.1.) 

notes

For Notes referred to in this form but not 
set out here, see same numbered Notes 
under form 4.1.

(17) Insert an appropriate statement as to 
what the mark certifies, relating to regional 
origin, or to material, mode of manufacture, 
quality, accuracy or other characteristic of 
the goods or services, or that the work or 
labor on the goods or in rendering the serv
ices was performed by members of appli
cant.

9. By revising Section 4.10 to read as fol
lows:

Section 4.10 Application based on concur
rent "use; Principal Register.
Mark--------------------------------------------------------

(Identify the mark)
Class No.---------------------------------------------------

(If known)
TO THE COMMISSIONER OF PATENTS

AND TRADEMARKS:
(Insert appropriate identification of appli

cant in accordance with form 4.1, 4.5 or 4.6.)
Use body of form 4.1, 4.7 or 4.8, and add at 

the end of the first paragraph: “for the area
comprising --------------------------- (List the
States for which registration is sought)”; 
and add as final paragraph of application:

The following exception(s) to applicant’s 
right to exclusive use are:

By ----------------, doing business at
---------------------------, who is using the mark
--------------------------- (Identify the mark and
Reg. No. or Ser. No., if any) for the follow
ing goods (or services):--------------------- -----in
the States o f ---------------------------by applying
the mark to (16) ---------------- from
--------------------------- (Earliest known date of
such use) to the present.

(Insert appropriate verification of declara
tion from form 4.1, 4.1a, 4.5 or 4.6 and add 
after the word “association” the words 
“other than specified in the application.”)
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Representation

(See form 4.2 and Note (7) under form 4.1.)

NOTES
For Notes referred to in this form but not 

set out here, see same numbered Notes 
under forms 4.1 and 4.8.

10. By revising Section 4.11 to read as fol
lows:

Section 4.11 Application to register on 
Supplemental Register.
Mark— ---------- -------------------------------------------

(Identify the mark)
Class No.---------------------------------------------------

(If known)
TO THE COMMISSIONER OF PATENTS

AND TRADEMARKS:
(Insert appropriate identification of appli

cant in accordance with form 4.1, 4.5 or 4.6.)
For the body of an application for a trade

mark registration (18), yse form 4.1, 4.5 or 
4.6, whichever is appropriate, changing the 
word “Principal” to “Supplemental,” and 
adding a final paragraph to the application 
as follows:

“The mark sought to be registered has
been in lawful use in — ------------(Type of
commerce) commerce in connection with 
the goods for the year preceding the date of 
filing of this application.” (19)

(Insert appropriate verification or declara
tion from form 4.1, 4.1a, 4.5 or 4.6.)

Representation

(See form 4.2 and Note (7) under form 4.1.)

NOTES
(18) For the body of service mark, collec

tive mark or certification mark applications 
on the Supplemental Register, use form 4.7, 
4.8 or 4.9, whichever Is applicable, with the 
change and addition indicated in this form.

(19) If the mark has not been in use for 
the year next preceding the filing date, and 
registration in the United States is required 
as a basis for obtaining foreign protection of 
the mark, substitute the following state
ment for the last sentence: The mark 
sought to be registered is now in use in
---------------- (Type of commerce) commerce
and domestic registration is required as a 
basis for foreign protection of the mark.

In this instance applicant will be required 
to make a showing that U.S. registration is 
required as a basis for foreign protection of 
the mark.

11. By revising Section 4.13 to read as fol
lows:

Section 4.13 Application for renewal.
Mark ------------------------------------------------------

(Identify the mark)
Reg. N o .---------------------------------------------------
Class No.---------------------------------------------------
TO THE COMMISSIONER OF PATENTS

AND TRADEMARKS:
(Insert appropriate identification of appli

cant for renewal in accordance with form
4.1, 4.5 or 4.6.X1)

The above identified applicant for renewal 
requests that the above identified registra
tion, granted to --------------------------- (Name
of original registrant) o n ---------------------------
(Date of Issuance); which applicant for re
newal now owns, as shown by records in the 
Patent and Trademark Office, be renewed 
in accordance with the provisions of section 
9 of the act of July 5,1946.

The mark shown in said registration is 
still in use in (2 ) ----------------(Type of com-

merce) commerce on each of the following 
goods (3) recited ih the registration: 
--------------------;------, (List the goods or serv
ices or insert the words “all the goods” or 
“all the services”), the attached specimen 
(or facsimile) showing the mark as currently 
used. (4)
(5)
State of —

County of

(Name of renewal applicant or of person au
thorized to sign for a juristic renewal appli
cant) states that to the best of his/her 
knowledge and belief the facts set forth in 
this application are true.

(Signature of renewal applicant; if renewal 
applicant is a corporation or other juristic 
organization, give the official title of the 
person who signs for renewal applicant)
(JURAT) (Use Jurat from form 4.1.) 

Representation

(See form 4.2 and Note (6) below.)
NOTES

(1) Applicant for renewal must be the pre
sent owner of the registration.

(2) Type of commerce should be specified 
as “interstate,” “foreign,” “territorial,” or 
other type of commerce which may lawfully 
be regulated by Congress. Foreign regis
trants must specify commerce which Con
gress may regulate, using wording such as 
commerce with the United States or com
merce between the United States and a for
eign country.

(3) If a service mark registration, state “in 
connection with each of the following serv
ices * * *”.

(4) If the mark is not in use in commerce 
at the time of filing the application for re
newal, but there is no intention to abandon 
the mark, facts must be recited to show that 
the nonuse is due to special circumstances. 
A specimen (or facsimile) illustrating use, or 
facts as to nonuse, must be submitted for 
each class sought to be renewed.

(5) The required fee for renewal sought 
prior to expiration is $25.00 for each class; 
and for delayed renewal filed within three 
months after expiration, an additional $5.00 
for each class. If renewal is sought for less 
than the total number of classes in the reg
istration, the classes for which renewal is 
sought should be specified.

(6) If applicant for renewal is not domi
ciled in the United States, a domestic repre
sentative must be designated. See form 4.4. 
If a designation is not submitted with this 
form, a prior unrevoked designation will 
meet the requirement if such is already in 
the registration file.

12. By revising Section 4.14 to read as fol
lows:

Section 4.14 Affidavit for publication 
under section 12(c).
Mark ------------- ,----------------------------------------

(Identify the mark)
Reg. N o .---------------------------------------------------
Date of Issue -------------------------------------------
To:-----------------------------------------------------------

(Name of original registrant)
State of —

County of

(Name of registrant or of person authorized 
to sign for a juristic registrant) states that
(1 ) ---------------------------(Name of registrant)
owns the above identified registration, as 
shown by records in the Patent and Trade
mark Office; that said registration is now in 
force; that the mark shown therein is in use 
in (2 ) ----------------(Type of commerce) com
merce on each of the following goods stated 
in the registration:

--------------------------- (List the goods or
insert the words “all the goods”) and that 
the benefits of the act of July 5, 1946, are 
hereby claimed for said registration.

(3)

(Signature; if a corporation or other juristic 
organization, give the official title of the 
person who signs.)
(JURAT) (Use jurat from form 4.1.)

Representation

(See form 4.2 and Note (4) below.)

NOTES

(1) The present owner of the registration 
must file the affidavit as registrant.

(2) Type of commerce should be specified 
as “interstate,” “territorial,” “foreign,” or 
other type of commerce which may lawfully 
be regulated by Congress. Foreign regis
trants must specify commerce which Con
gress may regulate, using wording such as 
commerce with the United States or com
merce between the United States and a for
eign country.

(3) The required fee of $10.00 must be sub
mitted.

(4) If registrant is not domiciled in the 
United States, a domestic representative 
must be designated. See form 4.4. If a desig
nation is not submitted with this form, a 
prior unrevoked designation will meet the 
requirement if such is already in the regis
tration file.

13. By revising Section 4.15 to read as fol
lows:

Section 4.15 Affidavit required by section
8.
Mark ------------------------------------------------------

(Identify the mark)
Reg. No. -  
Class No.-
State of —

County of

(Name of registrant or of person authorized 
to sign for a juristic registrant) states that
(1 ) ---------------------------(Name of registrant)
owns the above identified registration issued
---------------------------(Date) (2), as shown by
records in the Patent and Trademark 
Office; and that the mark shown therein is 
still in use (3) as evidenced by (4)

(5)

(Signature; if a corporation or other juristic 
organization, give the official title of the 
person who signs.)
(JURAT) (Use jurat from form 4.1.)
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Representation

(See form 4.2 and Note (6) below.)

NOTES
The affidavit of which this form is an il

lustration must be filed within the sixth 
year after the date of registration under the 
act of 1946 or after the date of publication 
under section 12(c) of said act.

(1) The present owner of the registration 
must file the affidavit as registrant.

(2) If the registration issued under a prior
act and has been published under section 
12(c), add: “and published under section 
12(c) on ---------------------------(Date)”.

(3) If the mark is not in use at the time of 
filing the affidavit, but there is no intention 
to abandon the mark, facts must be recited

_to show that the nonuse is due to special cir
cumstances.

(4) Insert “the specimen included showing 
the mark as currently used,” or recite facts 
as to sales or advertising which will show 
that the mark is in current use. Specimen il-

i lustrating use, or facts as to use or nonuse,
I are required for each class for which action 
is sought.

(5) The required fee of $10.00 must be sub
mitted for each class for which action is 
sought, and if action is sought for less than 
the total number of classes in the registra
tion, the classes for which action is sought 
should be specified.

(6) If registrant is not domiciled in the 
United States, a domestic representative 
must be designated. See form 4.4. If a desig
nation in not submitted with this form, a 
prior unrevoked designation will meet the 
requirement if such is already in the regis
tration file.

14. By revising Section 4.16 to read as fol
lows:

Section 4.16 Affidavit under section 15.
Mark ------------------------------------------------------

(Identify the mark)
Reg. No. -  
Class No.-
State of —

County of

(Signature: if a corporation or other juristic 
organization, give the official title of the 
person who signs.)
(JURAT) (Use jurat from form 4.1.) 

Representation 

(See form 4.2.)

NOTES
(1) The present owner of the registration 

must file the affidavit as registrant.
(2) If the registration issued under a prior

act and has been published under section 
12(c), add: “and published under section 
12(c) on --------------------------- (Date).”

(3) Type of commerce must be specified as 
“interstate,” “territorial,” “foreign,” or such 
other commerce as may lawfully be regulat
ed by Congress. Foreign registrants must 
specify commerce which Congress may reg
ulate, using wording such as commerce with 
the United States or commerce between the 
United States and a foreign country.

(4) The date should be the -beginning of a 
five year period of continuous use, all of 
which five year period falls after the date of 
registration under the act of 1946 or after 
the date of publication under section 12(c). 
A date which would produce a period of con
tinuous use which is longer than five years 
may be stated provided the period indicated 
includes five years of continuous use after 
registration under the act of 1946 or publi
cation under section 12(c)

(5) If a service mark registration, state: 
“in connection with each of the following 
services.”

15. By adding a new Section 4.16 (Com
bined'8 &  15) to read as follows:

Section 4.16 (Combined 8 &  15) Combined 
affidavit under Sections 8 and 15.
Mark ------------------------------------------------------

(Identify the mark)
Reg. No. -  
Class No.-
State of —

County of

(Name of registrant or of person authorized 
to sign for a juristic registrant) states that
(1 ) --------------------- ‘—  (Name of registrant)
owns the above identified registration issued
--------------------------- (Date) (2), as shown by
records in the Patent and Trademark 
Office; that the mark shown therein has
been in continuous use in (3) ----------------
(Type of commerce) commerce for five con
secutive years from (4) -------------- ------------
(Date) to the present, on each of the follow
ing goods (5) stated in the registration:

(Name of registrant or of person authorized 
to sign for a juristic registrant) states that
(1 ) ---------------------------(Name of registrant)
owns the above identified registration issued
--------------------------- (Date) (2), as shown by
records in the Patent and Trademark 
Office; that the mark shown therein has
been in continuous use in (3) ----------------
(Type of commerce) commerce for five con
secutive yeafs from the date of the registra
tion or the date of publication under section 
12(c) (4) to the present, on each of the fol
lowing goods (5) stated in the registration:

(List the goods or services or insert the 
words “all the goods” or “all the services”); 
that such mark is still in use in (3)
---------------- (Type of commerce) commerce;
that there has been no final decision ad
verse to registrant’s claim of ownership of 
such mark for such goods or services, or to 
registrant’s right to register the same or to 
keep the same on the register, and that 
there is no proceeding involving said rights 
pending and not disposed of either in the 
Patent and Trademark Office or in the 
courts.

(List the goods or services or insert the 
words “all the goods” or “all the services”); 
that such mark is still in use in (3)
-------------- 7- (Type of commerce) commerce;
that such mark is still in use as evidenced by
(6 ) ----------------; that there has been no final
decision adverse to registrant’s claim of 
ownership of such mark for such goods or 
services, or to registrant’s right to register 
the same or to keep the same on the regis
ter, and that there is no proceeding involv
ing said rights pending and not disposed of 
either in the Patent and Trademark Office 
or in the courts.

(7)

(Signature; if a corporation or other juristic 
organization, give the official title of the 
person who signs.)
(JURAT) (Use jurat from form 4.1.)

Representation

(See form 4.2 and note (8) below.)

NOTES
This combined form should not be used 

with the section 8 portion of the affidavit is 
based on nonuse.

(1) The present owner of the registration 
must file the affidavit as registrant.

(2) If the registration issued under a prior
act and has been published under section 
12(c), add: “and published under section 
12(c) on ---------------------------(Date).”

(3) Type of commerce must be specified as 
“interstate,” “territorial,” “foreign,” or such 
other commerce as may lawfully be regulat
ed by Congress. Foreign registrants must 
specify commerce which Congress may regu
late, using wording such as commerce with 
the United States or commerce between the 
United States and a foreign country.

(4) This form is only appropriate when 
the five year period of continuous use which 
is required for section 15 is also the first five 
years after registration or after publication 
under section 12(c) which is required for 
section 8.

(5) If a service mark registration, state: 
“in connection with each of the following 
services.”

(6) Insert “the specimen included showing 
the mark as currently used,” or recite facts 
as to sales or advertising which will show 
that the mark is in current use.

(7) The required fee of $10.00 for section 8 
must be submitted for each class for which 
action is sought, and if action is sought for 
less than the total number of classes in the 
registration, the classes for which action is 
sought should be specified.

(8) If registrant is not domiciled in the 
United States, a domestic representative 
must be designated for section 8. See form 
4.4. If a designation is not submitted with 
this form, a prior unrevoked designation 
will meet the requirement if such is already 
in the registration file.

16. By revising Section 4.17 to read as fol
lows: Section 4.17 Opposition in the United 
States Patent and Trademark Office.

In the matter of application Serial No. 
----------------. Published in the Official Ga
zette on ---------------------------(Date)

(Name of opposer) 
v.

(Name of applicant)
Opposition No.---------------------------(To be in
serted by Patent and Trademark Office)
--------------------------- (Name of opposer),
a (n )(l) --------------------------- (Legal entity of
opposer), located and doing business at
--------------------------- (Address), believes that
it/he/she will be damaged by registration of 
the mark shown in the above identified ap
plication, and hereby opposes the same.

As grounds of opposition, it is alleged 
that:

(Numbered paragraphs should state the 
grounds and recite facts tending to show 
why opposer believes opposer will be dam
aged.)

(2)
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State of — 

County of } ss.

(Name of opposer or of person authorized to 
sign for a juristic opposer) states that he/ 
she is the opposer named in this opposition, 
or is the person authorized to sign for the 
juristic opposer named in this opposition; 
that he/she has read the opposition and 
knows the contents thereof; and that the al
legations are true, except as to the matters 
stated therein to be upon information and 
belief, and as to those matters he/she be
lieves them to be true.

(Signature of opposer; if opposer is a corpo
ration or other juristic organization, give 
the official title of the person who signs for 
opposer.)
(JURAT) (Use Jurat from form 4.1) 

Representation

(See form 4.2 and Note (7) under from 4.1 
For opposers who are foreigners, is is cus
tomary to regard a power of attorney as the 
equivalent of a domestic representative.)

NOTES
(1) If an individual, state: “an individual,”

or “an individual trading a s ----------------,” if
there is a business trade name. If a partner
ship, state: “a partnership composed of
---------------------------(Names óf partners).” If
a corporation, association, or other organi
zation, state “a corporation (or specify other 
type of organization) organized and existing
under the laws of ---------------- (State or
country).” 1

(2) The required fee of $25.00 must be sub
mitted for each class to be opposed, and if 
opposition is sought for less than the total 
number of classes, the classes to be opposed 
should be specified.

17. By revising Section 4.18 to read as fol
lows:

Section 4.18 Petition to cancel a registra
tion in the United States Patent and Trade
mark Office.

In the matter of Registration No. 
----------------. Date of Issue

(Name of petitioner) 
v.

(Name of registrant)
Cancellation N o .---------------------------(To be
inserted by Patent and Trademark Office)
-----— -----------------  (Name of petitioner),
a (n ) ( l ) -------------------------- r (Legal entity of
petitioner), located and doing business at
-------------------------- (Address), believes that
it/he/she is or will be damaged by the above 
identified registration, and hereby petitions 
to cancel the same.

As grounds therefor, it is alleged that:
(Numbered paragraphs should state the 

grounds and recite facts tending to show 
why petitioner believes that petitioner is or 
will be damaged.)

( 2)

State of —

County of

(Name of petitioner or of person authorized 
to sign for a juristic petitioner) states that 
he/she is the petitioner named in this peti
tion to cancel, or is the person authorized to 
sign for the juristic petitioner named in this 
petition to cancel; that he/she has read the 
petition to cancel and knows the contents 
thereof; and that the allegations are true, 
except as to the matters stated theiein to be 
upon information and belief, and as to those 
matters he/she believes them to be true.

(Signature of petitioner to cancel; if peti
tioner is a corporation or other juristic orga
nization, give the official title of the person 
who signs for petitioner.)
(JURAT) (Use jurat from form 4.1.)

Representation

(See form 4.2 and Note (7) under form 4.1. 
For petitioners who are foreigners, it is cus
tomary to regard a power of attorney as the 
equivalent of a domestic representative.)

NOTES

(1) If an individual, states: “an individu
al,” or “an individual trading as ----------------
,” if there is a business trade name. If a 
partnership, state: “a partnership composed
o f ---------------------------(Names of partners).”
If a corporation, association, or other orga
nization, state “a corporation (or specify 
other type of organization) organized and 
existing under the laws of 
-------------------------- (State or country).”

(2) The required fee of $25.00 must be sub
mitted for each class sought to be cancelled, 
and if cancellation is sought for less than 
the total number of classes, the classes 
sought to be cancelled should be specified.

18. By revising Section 4.21 to read as fol
lows: Section 4.21 Assignment of applica
tion.

W hereas---------------------------(Name of as
signor), o f --------------- ----------- (Address), has
adopted and is using a mark for which said 
assignor has filed application in the United 
States Patent and Trademark Office for 
registration, Serial N o .---------------; and

W hereas---------------------------(Name of as
signee), of (1 ) ---------------------------- (Address),
is desirous of acquiring said mark;

Now, therefore, for good and valuable con
sideration, receipt of which is hereby ac
knowledged, sa id ---------------------- —  (Name
of Assignor) does hereby assign unto the
said --------------------------  (Name of assignee)
all right, title and interest in and to the said 
mark, together with the good will of the 
business symbolized by the mark, and the 
above identified application for registration 
of said mark.

( 2)
The Commissioner of Patents and Trade

marks is requested to issue the certificate of 
registration to said assignee.

person who signed this instrument, who ac
knowledged that he/she signed it as a free 
act on his/her own behalf (or on behalf of 
the identified corporation or other juristic 
entity with authority to do so).

Notary Public

NOTES

(1) If the postal address of the assignee is 
not given either in the instrument or in an 
accompanying paper, registration to the as
signee may be delayed.

(2) If assignee is not domiciled in the 
United States, a domestic representative 
must be designated. See form 4.4, changing 
the word “applicant” to “assignee.”

19. By revising Section 4.22 to read as fol
lows:

Section 4.22 Assignment of registration.
Whereas---------------------------(Name of as

signor), o f ---------------------------(Address), has
adopted, used and is using a mark which is 
registered in the United States Patent and 
Trademark Office, Registration
No.-------------- -, dated ■,-------------------------- ;
and

W hereas--------------------- ;—  (Name of as
signor), of --------------------------- (Address), is
desirous of acquiring said mark and the reg
istration thereof;

Now, therefore, for good and valuable con
sideration, receipt of which is hereby ac
knowledged, sa id -------------------   (Name
of assignor) does hereby assign unto the
sa id -----—------------------  (Name of assignee)
all right, title and interest in and to the said 
mark, together with the good will of the 
business symbolized by the mark, and the 
above identified registration thereof.

(2)

(Signature of assignor; if assignor is a corpo
ration or other juristic organization, give 
the official title of the person who signs for 
assignor.)
State o f -------------------------

County o f ----------------------

On this -------- day of ----------------, ----- ,
before me appeared---------------------------, the
person who signed this instrument, who ac
knowledged that he/she signed it as a free 
act on his/her own behalf (or on behalf of 
the identified corporation or other juristic 
entity with authority to do so).

Notary Public

NOTES

(1) If the postal address of the assignee is 
not given either in the instrument of in an

(Signature of assignor; if assignor is a corpo
ration or other juristic organization, give 
the official title of the person who signs for 
assignor.)
State o f ------------------------

County o f ----------------------
On this -------- day of

before me appeared-------

*(The wording of the acknowledgement 
may vary from this illustration but should 
be wording acceptable under the law of the 
jurisdiction where executed; the person who 
signs the acknowledgement must be author
ized to do so by the law of the jurisdiction 
where executed, and the seal or stamp of 
the notary, or other evidence of authority 
in the jurisdiction of execution, must be af
fixed.)

FEDERAL REGISTER, VOL. 43, NO. 229— TUESDAY, NOVEMBER 28, 1978



55402 RULES AN D REGULATIONS

accompanying paper, recording may be de
layed pending receipt of such address.

(2) If assignee is not domiciled in the 
United States, a domestic representative 
must be designated. See form 4.4, changing 
the word “applicant” to “assignee.”

20. By revising Section 4.23 to read as fol
lows:

Section 4.23 A suggested format for the 
certificate of mailing under 37 CFR 1.8(a). to 
be included with the correspondence.

I hereby certify that this correspondence 
is being deposited with the United States 
Postal Service as first class mail in an enve
lope addressed to: Commissioner of Patents 
and Trademarks, Washington, D.C. 20231, 
on---------------------------(Date of Deposit).

Print or Type Name of Person Signing 
Certificate

Signature of Person Signing Certificate

Date of Signature
The Patent and Trademark Office has de

termined that these rule changes have no 
potential major economic consequences re
quiring the preparation of a regulatory 
analysis under Executive Order 12044.

Dated: September 18,1978.
D onald  W . B anner , 

Commissioner of Patents 
and Trademarks.

Approved: November 21,1978.
Jordan J. B aruch ,

Assistant Secretary for 
Science and Technology.

Dated: November 21,1978.
[PR  Doc. 78-33269 Piled 11-27-78; 8:45 am]

[6560-01-M ]
Title 40— Protection of Environment

CHAPTER I— ENVIRONMENTAL 
PROTECTION AGENCY

SUBCHAPTER E— PESTICIDE PROGRAMS 

[PRL 1013-5; PP 8E2015/R176]

PART 180— TOLERANCES AN D EX- 
EMPTIONS FROM TOLERANCES 
FOR PESTICIDE CHEMICALS IN OR  
O N  RAW AGRICULTURAL COM 
MODITIES

Thiabendazole
AG ENCY: Office of Pesticide Pro
gram^, Environmental Protection 
Agency (EPA).
ACTION: Pinal rule.
SUM M ARY: This rule establishes a 
tolerance for residues of the fungicide 
thiabendazole on bananas for prehar
vest application. The regulation was 
requested by Merck Sc Co. This rule 
establishes a maximum permissible

level for residues of thiabendazole on 
bananas and banana pulp from pre
harvest application.
EFFECTIVE DATE: Effective on No
vember 28,1978.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

Henry Jacoby, Product Manager
(P M ) 21, Registration Division (T S -
767), Office of Pesticide Programs,
EPA, 401 M  Street SW., Washing
ton, D.C. 20460, 202-426-2456.

SU PPLEM ENTAR Y  INFORM ATION : 
On April 28, 1978, notice was given (43 
FR  18246) that Merck Sc Co., Inc., P.O. 
Box 2000, Rahway, N.J. 07065, had 
filed a pesticide petition (P P  8E2015) 
with the EPA. Since the petition was 
for tolerances of residues of a pesticide 
on imported bananas, it was reclassi
fied as an “E ” petition and was exam
ined under Section 408(e) of the Fed
eral Food, Drug, and Cosmetic Act.

The petition proposed that 40 CFR  
180.242 be amended to establish a tol
erance for residues of the fungicide 
thiabendazole (2-(4-thiazolyl)ben-zimi- 
dazole) in or on the raw agricultural 
commodity bananas at 3 parts per mil
lion (ppm), of which no more than 0.4 
ppm of residues shall be present in the 
pulp after the peel is removed and dis
carded, resulting from both preharvest 
and postharvest applications. No com
ments were received in response, to 
this notice of filing.

Since the proposed tolerances are 
the same as those presently estab
lished for postharvest application to 
bananas, there will be no change in 
the dietary exposure to thiabendazole.

The scientific data considered in 
support of the tolerance included an 
acute oral toxicity test (LD M) showing 
an LDso of 3.3 grams (g)/kilogram (kg) 
of body weight (bw); two-year rat and 
dog feeding studies with a no-observ- 
able-effect level (N O EL ) of 10 and 50 
milligrams mg/kg bw/day, respective
ly; a five-generation mouse reproduc
tion study with an NO EL of 30 mg/kg 
bw/day {the highest dose used); a rat 
three-generation reproduction study 
with an NO EL of 20 mg/kg bw/day; a 
rabbit teratology study (negative at 
800 mg/kg bw/day) (highest dose); a 
rat teratology study with a NO EL of 
80 mg/kg bw/day; subacute studies on 
rats, sheep, and other farm animals; 
and a 24-week study in humans with 
no observable effects noted at a dosage 
of 250 mg/person/day.

Based on a rat study, the NO EL is 10 
mg/kg bw/day. This results in an ac
ceptable daily intake (A D I) of 0.1 mg/ 
kg bw/day and a maximum permissi
ble intake (M P I) of 6 mg/day for a 60- 
kg man. Existing and proposed toler
ances result in a theoretical maximal 
residue contribution of about 1 mg/ 
day. Tolerances have previously been 
established for residues of thiabenda

zole in or on a variety of raw agricul
tural commodities, ranging from 10 
ppm to 0.1 ppm. An adequate analyt
ical method (spectrophotofluoro- 
metry) is available to enforce the to
lerances established by this regulation. 
A  tolerance for residues of thiabenda
zole in or on sugar beets is currently 
pending (P P  6F1860).

The existing meat and milk toler
ances are adequate to cover any resi
dues resulting from the proposed use 
as delineated in 40 CFR 180.6(a)(2). 
There are no desirable data lacking 
from the petition, nor are there any 
actions currently pending against con
tinued registration of the pesticide, 
nor are any other considerations in
volved in establishing the proposed to
lerances. It has been determined that 
the tolerances established by amend
ing 40 CFR 180.242 will protect the 
public health, and it is concluded, 
therefore, that the tolerances be es
tablished as set forth below.

Any person adversely affected by 
this regulation may, on or before De
cember 28,1978, filé written objections 
with the Hearing Clerk, EPA, Room 
M-3708, 401 M  Street SW., Washing
ton, D.C. 20460. Such objections 
should be submitted and should speci
fy both the provisions of the regula
tion deemed to be objectionable and 
the grounds for the objections. If a 
hearing is requested, the objections 
must state the issues for the hearing. 
A  hearing will be granted if the objec
tions are supported by grounds legally 
sufficient to justify the relief sought.

Effective on November 28, 1978, Part 
180 is amended as set forth below.
(Sec. 408(d)(2) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 346a(d)(2)).)

Dated: November 17,1978.
James M. C o n lo n , 

Acting Deputy Assistant Admin
istrator for Pesticide Pro
grams.

Part 180, Subpart C, § 180.242 is 
amended by revising the items “Ba
nanas” and “Bananas, pulp” in the 
table in paragraph (a ) to read as fol
lows:

§ 180.242 Thiabendazole; 
residues.

(a ) * * *

Commodity:

tolerances for

Parts
per

mi l l ion

* * * * *

Bananas (PRE-H and POST-H).........  3
Bananas, pulp (PRE-H and POST-H).. 0.4

•  *  *  *  *

[FR Doc. 78-33097 Filed 11-27-78; 8:45 am]
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[FRL 1013-6; OPP—300016A]

PART 180— TOLERANCES AND EX
EMPTIONS FROM TOLERANCES 
FOR PESTICIDE CHEMICALS IN OR 
O N  RAW AGRICULTURAL COM 
MODITIES

Exemptions from Requirement of a 
Tolerance for Certain Inert Ingredi
ents in Pesticide Formulations

AGENCY: Office of Pesticide Pro
grams, Environmental Protection 
Agency (EPA).
ACTION: Final rule.
SUM M ARY: This rule establishes ex
emptions from the requirement of a I 
tolerance for two new inert (or occa- ' 
sionally active) ingredients in pesticide 
formulations and changes the use pat
tern of a third. The regulation was re
quested by various firms. This rule 
permits the use of two inert ingredi
ents in pesticide formulations and ex
pands the use pattern of a third to in
clude wheat.
EFFECTIVE DATE: Effective on No- i 
vember 28,1978.
FOR FURTH ER  INFO R M ATIO N  I 
CONTACT:

Mr. David L. Ritter, Hazard Evalua
tion Division (TS-769), Office of Pes
ticide Programs, EPA, 401 M  Street, 
SW, Washington DC (202/426-2680).

SUPPLEM ENTAR Y  INFORM ATION : 
On September 21, 1978, the EPA  pub
lished a notice of proposed rulemaking 
in the F ederal R egister (43 FR  42769) 
to amend 40 CFR 180.1001 by exempt
ing two pesticide chemicals which are 
additional inert (or occasionally 
active) ingredients in pesticide formu
lations from tolerance requirements 
and by expanding the use pattern of a 
third inert ingredient under provisions 
of Section 408(e) of the Federal Food, 
Drug, and Cosmetic Act. No comments 
or requests for referral to an advisory 
committee were received by the 
Agency with regard to this notice. It 
has been concluded that the amend
ment will protect the public health 
and, therefore, that the amendment to 
the regulations should be adopted as 
proposed.

Any person adversely affected by 
this regulation may, on or before De
cember 28, 1978, file written objections 
with the Hearing Clerk, EPA, Room 
M-3708, 401 M  St., SW, Washington 
DC 20460. Such objections should be 
submitted in quintuplicate and should 
specify both the provisions of the reg
ulation deemed to be objectionable 
and the grounds for the objections. If 
a hearing is requested, the objections

RULES AN D REGULATIONS

must state the issue for the hearing. A  
hearing will be granted if the objec
tions are supported by grounds legally 
sufficient to justify the relief sought.

Effective on November 28, 1978, Part 
180, Subpart D, § 180.1001 is amended 
as set forth below.

Dated: November 17,1978.

James M . C o n lo n , 
Deputy Assistant Administrator 

for Pesticide Programs.

55403

(Sec. 408(e) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 346a(e)))

Part 180, Subpart D, § 180.1001 is 
amended by alphabetically inserting 
new items in the tables in paragraphs
(c), (d), and (e) and by revising “iso- 
phorone * * *” in paragraph (d), as 
follows:

1. Section 180.1001 is amended by al
phabetically inserting the items “Car
rageenan * * *” in the tables in para- 
giaphs (c) and (e ) and “Dipropylene 
glycol dibenzoate * * *” in the table in 
paragraph (d ) to read as follows:

§ 180.1001 Exemptions from the requirement of a tolerance.

* 0 

(O *  * •
0 0

Inert ingredients Limits Uses

0 0 0 0 • 0 0

Carrageenan, conforming to 
21 CFR 172.620.

Minimum molecular weight: 100,000... Thickener.

• 0 • 0 0

( d ) * * *

Inert ingredients Limits Uses

* 0 0 0 0 0

Dipropylene glycol diben
zoate.

For seed treatment use only............. Solvent, cosolvent.

* * * 0 • • *

• 0 

(e) * * *
0 0 * 0 0

Inert ingredients Limits Uses

* * 0 0 0 0 0

Carrageenan, conforming to 
21 CFR 172.620.

Minimum molecular weight: 100,000... Thickener.

2. Section 180.1001(d) is amended by revising the item “Isophorone * * *” in 
the table to read as follows:
§ 180.1001 Exemptions from the requirement of a tolerance.

(d )  * * * %

Inert ingredients Limits Uses

0 #

Isophorone........................
• 0 • 0 . 0

tions used before crop emerges from 
soil, for postemergence herbicide 
use on rice and wheat before crop 
begins to head, and for postemer
gence use on beets (sugar beets, and 
table beets).

[FR Doc. 78-33096 Filed 11-27-78; 8:45 am]
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[1505-01-M ]

Title 41— Public Contracts and 
Property Management

CHAPTER 14— DEPARTMENT OF THE 
INTERIOR

PART 14-19— TRANSPORTATION

Ocean Transportation on Privately
Owned United States Flag Vessels

Correction

In PR  Doc. 78-31336, appearing on 
page 51635, in the issue for Monday, 
November 6, 1978, below the “SU M 
M A R Y ” paragraph, add the following 
effective date paragraph: “EFFEC
T IVE  DATE: December 6,1978”.

[6820-25-M ]

CHAPTER 101— FEDERAL PROPERTY 
MANAGEM ENT REGULATIONS

SUBCHAPTER F— ADP AND  
TELECOMMUNICATIONS

[PPMR Arndt. F-351

PART 101-36— ADP MANAGEM ENT

ADP Standards

AG ENCY: General Services Adminis
tration, Automated Data and Telecom
munications Service.
ACTION: Final rule.
SUM M ARY: This regulation specifies 
mandatory standard terminology for 
Federal agencies in A D P  acquisitions 
relating to recorded magnetic tape car
tridges for information interchange, 
computer output microforms, and the 
transmittal form for describing com
puter tape file properties. Use of the 
standards information implements ap
proved National Bureau of Standards 
Federal Information Processing Stand
ards Publications (F IPS  PUBS).

EFFECTIVE DATE: November 28, 
1978.

FO R  FUR TH ER  IN FO R M ATIO N  
CONTACT:

L. Perlman, Office of Policy and 
Planning, telephone 202-566-0834. 
The table of contents for Part 101- 

36 is amended to add the following en
tries:

Sec. .
101-36.1304-18 FIPS PUB 52, Recorded 

Magnetic Tape Cartridge for Informa
tion Interchange, 4-Track, 6.30 mm 
<0.250 in), 63 BPMM <1600 BPI) Phase 
Encoded.

101-36.1304-19 FIPS PUB 54, Computer 
Output Microform <COM) Formats and 
Reduction Ratios, 16 mm and 105 mm. 

101-36.1305-4 FIPS PUB 53, Transmittal 
Form for Describing Computer Magnet
ic Tape File Properties.

Subparf 101-36.13— Implementation
of Federal Information Processing 
and Federal Telecommunication 
Standards Into Solicitation Docu
ments

1. Sections 101-36.1304-18 and 101- 
36.1304-19 are added as follows:

§101-36.1304-18 FIPS PUB 52, Recorded 
Magnetic Tape Cartridge for Informa
tion Interchange, 4-Track, 6.30 mm 
(0.250 in), 63 BPMM (1600 B PI) Phase 
Encoded.

(a ) F IPS  PU B  52 specifies the re
corded characteristics for a 6.30 mm 
(0.250 in) wide magnetic tape cartridge 
with either one, two, or four serial 
data tracks in order to provide for 
data interchange between information 
processing systems, communication 
systems, and associated equipment at 
a recording density of 63 bits per milli
meter (1600 bits per inch) using phase 
encoding recording techniques. This 
standard is one of a series of Federal 
standards implementing the Federal 
Standard Code for Information Inter
change (F IPS  PU B  1) on magnetic 
tape media. (W ith one exception as 
cited in FIPS PU B  52, technical speci
fications of the standard are contained 
in American National Standard X3.56- 
1977, Recorded Magnetic Tape Car
tridge for Information Interchange, 4- 
Track, 0.250 in (6.30 mm), 1600 BPI 
(63 BPM M ), Phase Encoded.)

(b ) The standard terminology for 
use in solicitation documents is:

All magnetic tape cartridge recording and 
reproducing equipment which results from 
this solicitation and employs 6.30 millimeter 
<0.250 inch) wide magnetic tape with one, 
two, or four independent serial data tracks 
at recording densities of 63 bits per millime
ter <1600 bit per inch) using phase encoding 
techniques, including associated software, 
shall provide the capability to accept and 
generate recorded magnetic tape cartridges 
in the code «and format as specified in FIPS 
PUB 1 and FIRS PUB 52.

§101-36.1304-19 FIPS PUB 54, Computer 
Output Microform (COM) Formats and 
Reduction Ratios, 16 mm and 105 mm.

(a ) F IPS PU B  54 specifies the image 
arrangement, size, and reduction for

16 mm and 105 mm microforms gener
ated by computer output microfilmers. 
It is limited to systems using business- 
oriented fonts similar to line printer 
output. The standard does not cover 
engineering drawings or microphoto
composition using complex graphics or 
graphic arts fonts and formats, nor 
does it cover special systems using 
two-step reduction techniques. (Tech
nical specifications of the standard are 
included with FIPS PU B  12.)

(b ) The standard terminology for 
use in solicitation documents is:

All applicable equipment or services that 
may result from this solicitation that pro
duce computer generated microforms using 
plain type faces must be in compliance with 
FIPS PUB 54.

2. Section 101-36.1305-4 is added as 
follows:

§ 101-36.1305-4 FIPS PUB 53, Transmittal 
Form for Describing Computer Mag
netic Tape File Properties.

(a ) FIPS PU B  53 provided for the 
use of Standard Form 277, Computer 
Magnetic Tape File Properties, togeth
er with the instructions for providing 
the necessary information on the 
form. The form is to be used by Feder
al agencies to document the physical 
properties and characteristics of a re
corded magnetic tape file needed by 
the receiving agency to process the 
tape. (Technical specifications of the 
standard are contained in FIPS PUB  
53.)

(b ) The standard terminology for 
use in solicitation documents is:

All magnetic tape used to transmit coded 
information to the Federal Government as a 
result of this solicitation must include com
pleted Standard Forms 277 describing mag
netic tape file properties as set forth in 
FIPS PUB 53.
(Sec. 205(0, 63 Stat. 390; (40 U.S.C. 486(c)).)

Dated: November 8,1978.
Ja y  S o lo m o n , 
Adminisrator of 
General Services.

[FR Doc. 78-33228 Filed 11-27-78; 8:45 am]

[4110-02-M ]
Title 45— Public Welfare

CHAPTER I— OFFICE OF EDUCATION, 
DEPARTMENT OF HEALTH, EDUCA
TION, AN D WELFARE

PART 137— EDUCATIONAL  
INFORMATION CENTERS PROGRAM

AGENCY: Office of Education, HEW. 
ACTION: Final regulations.
SUM M ARY: These final regulations 
will govern the administration of the 
Educational Information Centers Pro
gram as authorized by the Education
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Amendments of 1976. Under this pro
gram grants are made to States that 
have submitted an acceptable plan to 
pay a portion of the cost of planning, 
establishing, and operating Education
al Information Centers. The Centers 
provide educational information, 
talent search, guidance, counseling, 
and referral services to persons resid
ing in the area served by the Center.
EFFECTIVE DATE: These regula
tions are expected to take effect 45 
days after they are transmitted to 
Congress. Regulations are usually 
transmitted to Congress several days 
before they are published in the F ed
eral R e g ister . The effective date is 
changed by statute if Congress disap
proves the regulations or takes certain 
adjournments. If  you want to know 
the effective date of these regulations, 
call or write the Office of Education 
contact person.
FOR  FUR TH ER  INFO R M ATIO N  
CONTACT:

Velma L. Monteiro, Division of Stu
dent Services and Veterans Pro
grams, Room 3514, R O B  3, U.S.
Office of Education, 400 Maryland
Avenue, SW., Washington, D.C.
20202, telephone: 202-245-2511.

SU PPLEM ENTAR Y INFORM ATION: 
The Educational Information Centers 
Program is a State plan program 
under which the Commissioner pro
vides States with funds to plan, estab
lish, and operate Educational Informa
tion Centers. Centers will provide edu
cational information, guidance, coun
seling and referral services to all indi
viduals in a State. Only the State 
agency or institution designated by 
the Governor may submit the State 
plan. Any individual interested in ad
ditional information about a State’s 
participation in this program should 
write or call the Office of Education 
contact person.

A  Notice of Intent to Issue R egu la 
tions was published in the F ederal 
R egister  on November 29, 1976 (41 F R  
52414-52415). The Notice set forth 
those issues on which the Office of 
Education sought direction in develop
ing the proposed regulations. The 
comments received in response to the 
Notice of Intent were considered in 
the development of the proposed regu« 
lations.

A  Notice of Proposed Rulemaking 
was published in the F ederal R egister  
on January 12, 1978 (43 FR  1896-. 
1898). Public hearings were held in St. 
Louis, Missouri; Los Angeles, Califor
nia; Tallahassee, Florida; and Wash
ington, D.C. In addition, interested 
persons were given 30 days in which to 
submit written comments, suggestions, 
or objections.

The written and oral comments re
ceived in response to specific sections 
of the Notice of Proposed Rulemaking

and the response of the Office of Edu
cation to these comments follow.

§ 137.1(a) Purpose and Scope-  
G eneral Provisions

Comment One commenter ex
pressed concern about the purpose of 
the program. This commenter felt 
that the purpose of the program was 
reasonable but totally unrealistic be
cause of the low appropriation level.

Response. The regulations that 
govern the implementation of the pro
gram have been modified to allow 
States to submit ( l ) a  plan for develop
ing a plan; (2) a comprehensive strat
egy for implementing a plan or (3) a 
plan that combines planning and im
plementing. However, the program re
quirements are mandated by statute 
and cannot be eliminated because of a 
small appropriation.

§ 137.2 Definitions

Comment Several commenters 
pointed out that the definition of Edu
cational Information Centers did not 
make sense with regard to the area to 
be served. Specifically, the Notice of 
Proposed Rulemaking included the 
“geographical area now greater than 
that which will afford all persons
*  *  *  99

Response. This error has been cor
rected. The confusion is the result of a 
typographical error. The word now 
was mistyped for no.

Comment Several commenters ques
tioned whether reasonable geographic 
distance, reasonable access, and rea
sonable time would be defined in the 
final regulations or whether the 
States would be responsible for devel
oping their own definitions.

Response. No additional terms have 
been defined in the regulations. States 
vary a great deal in geography, popu
lation density, and services currently 
available for the dissemination of edu
cational information. Since no stand
ard definition for these terms would 
be fairly and equally applicable to all 
States, the Commissioner will allow 
each State to define these terms for 
itself.

§ 137.3(a) Allotment of funds

Comment Several commenters sug
gested changes in the allotment for
mula to better accommodate rural and 
sparsely populated areas.

Response. No change has been made 
in the regulations because the allot
ment formula is specified in the stat
ute.

§ 137.3(b) Allotment of Funds

Comment One commenter suggested 
that when the appropriation for a 
fiscal year is insufficient to permit the 
award of the $50,000 m inim um , the al
location should be based on the popu

lation of the participating States with 
a minimum allocation of $25,000 to 
each State submitting an approved 
plan.

Response. No change has been made 
in the regulations. Because each State 
will have many similar basic costs re
gardless of its size, the States that par
ticipate in the program will share 
equally when the appropriation is in
sufficient to permit the award of the 
$50,000 minimum.

§ 137.4(a) E d u c atio n al  I n f o r m a t io n  
Centers  P rogram  R eq u ire m e n ts

Comment Several commenters ex
pressed concern that private and 
public agencies and organizations may 
receive grants and contracts from the 
States only when the agencies and or
ganizations are acting in combination 
with an institution of higher educa
tion.

Response. No change has been made 
in the regulations. The regulations do 

„ not require agencies and organizations 
to act in combination with an institu
tion of higher education. Only local 
educational agencies must act in com
bination with institutions of higher 
education in order to receive a con
tract or grant from the State.

Comment One commenter suggested 
that the regulations be modified to 
permit an area vocational school to be 
considered an institution of higher 
education rather than a local educa
tional agency so that it may be eligible 
for State grants without the need to 
work in combination with an institu
tion of higher education.

Response. No change in this defini
tion can be made by regulations. This 
program is subject to the statutory 
definition of an institution of higher 
education as defined in Sections 
1201(a) and 491(b) of the Higher Edu
cation Act.

Comment Several commenters ex
pressed concern that a State govern
ment might retain the major part of 
its allotment to pay for the adminis
tration of and planning for the project 
rather than using most of its allot
ment to deliver services to clients.

Response. The regulations have been 
modified to allow States: (1) to plan 
for developing a plan; (2) to submit a 
comprehensive strategy for imple
menting the plan; or (3) to both plan 
and implement a comprehensive strat
egy. Costs, therefore, for planning, es
tablishing, and operating the program ' 
are allowable within an approved work 
plan. Costs for planning activities in 
addition to or beyond those specified 
in the approved State plan are un
allowable.

Comment Several commenters 
urged that non-institutional educa
tional centers have a chance to receive 
funding to continue their existing op
erations and thus avoid duplication of
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services. In addition, the commenters 
suggested that business and industry, 
proprietary schools, and secondary 
school adult education programs can 
plan a major role in offering services 
and training.

Response. No change has been made 
hi the regulations. Section 137.4(a) 
permits States to fund non-institution- 
al educational centers. Section 
137.4(c), which refers to postsecondary 
education and training, does not limit 
the referrals of persons to institutions 
of higher education only. The intent 
of the program is that each center will 
refer individuals to all available and 
appropriate sources of services and 
training: agencies, organizations, and 
institutions—whether private, profit, 
or non-profit—as well as institutions of 
higher education.

§ 137.4(c) E d u c a tio n a l  I n f o r m a t io n
Centers  P rogram  R e q u ire m e n ts

Comment Several commenters ex
pressed concern that the direct serv
ices offered by the Educational Infor
mation Centers would conflict with 
other Governmental agencies and with 
private businesses providing these 
same services.

Response. No change has been made 
in the regulations. The regulations do 
not require the Centers to provide 
direct services. Rather, it is the intent 
of the regulations to have the Centers 
provide information and referral serv
ices. Referrals are to be made to any 
public or private agency and organiza
tion, any public, private or proprietary 
school, or to any individual that can 
adequately help the client.

Comment. One commenter suggested 
that § 137.4(c)(v) be amended to read: 
“Guidance and counseling services by 
professionally trained personnel de
signed to assist * * *”

Response. No change has been made 
in the regulations. Each State will 
decide for itself the type of guidance 
and counseling services it will provide 
through the Center or Centers.

Comment One commenter ques
tioned whether the Educational Infor
mation Centers needed to provide all 
of the services described in § 137.4(c)(i- 
vi) or just some of them.

Response. No change has been made 
in the regulations. The statute that 
governs the Educational Information 
Centers Program requires all of the 
services described in § 137.4(c) of the 
regulations.

, § 137.5 Sta te  P lan  R e q u ir e m e n ts— 
I n it ia l  Y ear

Comment Many commenters ex
pressed concern over the requirements 
for the State plan for the initial year 
of funding. Because of the limited 
level of funding, several commenters 
suggested that these requirements for 
initial year funding be geared heavily

toward planning, surveying, and orga
nizing for a Statewide network. States, 
therefore, could better coordinate 
with those agencies, organizations, and 
institutions that are currently provid
ing services similar to those to be pro
vided through this program. Another 
suggestion was that the regulations be 
relaxed to allow those States that are 
not ready to implement this program 
to plan for the development of a plan. 
Finally, other commenters suggested 
that the regulations allow States to 
both plan and establish Educational 
Information Centers in the initial year 

.of funding.
Response. The regulations have been 

revised to allow for the flexibility sug
gested by the commenters regarding 
State plan requirements for the initial 
year of funding. Specifically, § 137.5(a)
(4), (5), (7), (8), and (9) have been re
vised to permit States to submit a plan 
that includes a plan for the develop
ment of those items requested in 
§ 137.5(a) (4), (5), (7), (8), and (9). They 

» will have the prerogative to choose to 
submit either the completed material 
or a plan for the development of the 
material, or both.

Comment One commenter recom
mended that members of the business 
community, such as representatives of 
proprietary schools, have the right to 
veto a State plan and policy for estab
lishing and operating Educational In
formation Centers.

Response. No change has been made 
in the regulations. There is no statuto
ry authority for such a veto. More
over, to allow a veto by one section of 
the community would have unfair 
impact on all others involved with the 
development of the plan.

Comment One commenter ex
pressed concern that, except for 
§ 137.5(a) (1), (2), (4) and (b)(3), this 
section is unnecessarily prescriptive 
and should not be judged as “essential 
to carry out the provisions of the legis
lation.”

Response. No change has been made 
in this part of the regulations. The re
quirements for initial year State plans 
are consistent with the legislation 
from which these regulations are de
rived.

§ 137.5(a) (1 ) and (2 ) State P lan  
R equirements—I n it ia l  Y ear

Comment Several commenters 
named an agency or institution within 
their State that, they believed, should 
be named by the Governor to develop 
and administer the State Plan.

Response. No change has been made 
in the regulations because the Gover
nor of each State has the sole authori
ty and responsibility for choosing the 
agency or institution to develop the 
plan. Recommendations, therefore, 
should be directed to each Governor.

§ 137.5(a)(3) and (b)(4) State Plan 
Requirements—Initial Y ear

Comment Many commenters named 
various groups that should be heavily 
involved in the development of the 
State plan. Each commenter wanted 
his or her group to play a more signifi
cant role in the development of the 
plan.

Response. No change has been made 
in the regulations to require that spe
cific groups be included in the develop
ment of the .State plan. Preferably, 
each State will involve a variety of 
groups, agencies, institutions, and indi
viduals in the development of its plan 
so that a full strategy for the State 
will be developed.

§ 137.5(a)(6) S ta te  P la n  
R e q u ire m e n ts—I n it ia l  Y ear

Comment. Several commenters ex
pressed concern that their respective 
programs were not listed under 
§ 137.5(a)(6)(i), “* * * such as occupa
tional and career information systems,
* * *”

Response. No change has been made 
in the regulations. The types of pro
grams cited are illustrative of the pro
grams that could be coordinated with 
the Educational Information Centers 
Program and are not meant to be ex
haustive.

§ 137.5(b)(l)(i) State  P la n  
R e q u ir e m e n ts—I n it ia l  Y ear

Comment One commenter ex
pressed concern that the State legal 
officer had to submit a certification as 
part of the State plan. The commenter 
stated that this procedure is both un
necessary and burdensome.

Response. The Office of Education 
concurs. Sections 137.5(b)(1) (i) and
(ii), therefore, have been deleted from  
these regulations.

§ 137.5(b) State Plan 
Requirements—Initial Y ear

Comment One commenter suggested 
that another assurance be required of 
the States. That assurance should re
quire States to provide services to the 
low-income and academically ■ disad
vantaged.

Response. No change has been made 
in the regulations. The regulations re
quire that Centers provide the neces
sary information and referral services 
to all individuals in the State. There
fore, services are to be provided to low- 
income and academically disadvan
taged persons within a reasonable dis
tance of the Center.

§ 137.6 Sta te  P la n  A m e n d m e n ts

Comment. One commenter ex
pressed concern that this section ap
pears to be designed to aid the Office 
of Education in maintaining its pro
gram personnel rather than to help
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address realistically the need of States 
to update their plans periodically and 
to report routinely progress in the 
achievement of objectives. This com
menter felt that the need for States to 
update plans could be easily accom
plished through more simple and 
flexible procedures and requirements.

Response. No change has been made 
in the regulations. The legislation 
from which these regulations are de
rived requires the Commissioner to 
use the latest available actual data, in
cluding data on previous participation, 
to assess State plans and to make allo
cations to the States. The State plan 
amendments section of the regula
tions, therefore, is consistent with the 
law.

§ 137.8(b) R eports

Comment. Several commenters sug
gested that the annual performance 
reporting requirements be revised to 
accommodate those States that will be 
involved with planning and surveying 
during their initial year in the pro
gram.

Response. The Office of Education 
concurs, and § 137.8(b) has been re
vised accordingly.

§ 137.9 A llo w ab le  Co sts—M a tc h in g

Comment Several commenters sug
gested that § 137.9(b) be revised to in
clude a statement that the matching 
33 Va percent may be in cash or in kind.

Response. The Office of Education 
concurs. Section 137.9(b) has been re
vised accordingly.
(Catalog of Federal Domestic Assistance 
Program No. 13.585; Educational Informa
tion Centers Program.)

Dated: September 28,1978.
E r n est  L . B o ye r ,

U.S. Commissioner of Education.
Approved: November 11,1978.

H ale  Ch a m p io n ,
Acting Secretary of Health, 

Education, and Welfare.
Chapter I of Title 45 of the Code of 

Federal Regulations is amended by 
adding a new part, Part 137, to read as 
follows:

Sec.
137.1 Purpose and scope—general provi

sions.
137.2 Definitions.
137.3 Allotment of funds.
137.4 Educational Information Centers 

Program requirements.
137.5 State plan requirements—initial year.
137.6 State plan amendments.
137.7 Approval of the State plan.
137.8 Reports.
137.9 Allowable costs—matching require

ment.
Authority: Sec. 418A, 418B, Title IV of 

the Higher Education Act of 1965 as added 
by sec. 125 of Title I, Pub. L. 94-482, 90 Stat.
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2096-2098 (20 U.S.C. 1070d-2—1070d-3), 
unless otherwise noted.

§ 137.1 Purpose and scope—general provi
sions.

The purpose of the Educational In
formation Centers Program is to pro
vide educational information, guid
ance, counseling, and referral services 
to all individuals in a State through 
Centers. These Centers would be locat
ed within a reasonable distance of all 
residents in the State, including those 
individuals residing in rural areas. The 
Commissioner will award to each State 
that submits an approved State plan a 
grant to pay the Federal share of the 
cost of planning, establishing, and op
erating the Centers.

(b ) Assistance provided under this 
part is subject to the provisions in 
Subchapter A  of this chapter relating 
to fiscal, administrative, and other 
matters (General Provisions for Office 
of Education Programs—45 CFR Part 
100b).
(20 U.S.C. 1070d-2—1070d-3.)

§ 137.2 Definitions.
For the purpose of this part:
“Educational Information Center” 

or “Center” means an institution or 
agency, or combination of institutions 
or agencies, organized to provide edu
cational information, guidance, coun
seling, and referral services for a geo
graphical area. That area may not be 
greater than that which will afford all 
persons within the area reasonable 
access to the services of the Center.
(20 U.S.C. 107d0-2.)

“State” means, in addition to the 
several States of the Union, the Com
monwealth of Puerto Rico, the Dis
trict of Columbia, Guam, American 
Samoa, the Virgin Islands, the Trust 
Territory of the Pacific Islands, and 
the Northern Mariana Islands.
(20 U.S.C. 1141(b); 1088(a).)

§ 137.3 Allotment o f funds.
(a ) For each fiscal year, the Commis

sioner will allocate funds to each State 
that has submitted an approved plan. 
That amount will bear the same ratio 
to the appropriation as the population 
of that State bears to the total popula
tion of all States submitting an ap
proved State plan. However, subject to 
the availability of funds, no State sub
mitting an approved plan shall receive 
less than $50,000.

(b ) If  the appropriation for a fiscal 
year is insufficient to permit the 
award of the $50,000 minimum, the ap
propriation will be divided equally 
among each of the participating 
States.

(c) In making allocations under this 
section, the Commissioner will use the 
latest available census data.

55407

(20 U.S.C. 1070d-2(b).)

§ 137.4 Educational Information Centers 
Program requirements.

(a ) Each State receiving funds may 
make grants and contracts to plan, es
tablish, and operate Centers. However, 
it may enter into these grants and con
tracts only with (1) institutions of 
higher education as defined in sections 
1201(a) and 491(b) of the Higher Edu
cation Act of 1965; (2) combinations of 
such institutions as defined in section 
1201(j) of that Act; (3) public and pri
vate agencies; and (4) local educational 
agencies as defined in section 1201(g) 
of that Act that are acting in combina
tion with an institution of higher edu
cation.

(b ) Each State must establish a suf
ficient number of Centers so that 
there is a Centér within a reasonable 
geographic distance of all residents of 
the State.

(c) Each Center must provide the 
following services:

(1) Information and talent search 
services. These services must be de
signed to seek out persons who could 
benefit from postsecondary education 
or training if it were not for cultural 
or financial barriers, physical handi
caps, deficiencies in secondary educa
tion, or lack of information about 
available programs or financial assist
ance. They must also be designed to 
encourage those persons to participate 
in full-time or part-time postsecondary 
education or training;

(2) Information and referral services
with regard to; ✓  -

(i) Available postsecondary educa
tional and training programs;

(ii) Available Federal, State, and 
other financial assistance;

(iii) The procedures and require
ments for applying for the educational 
and training programs and the finan
cial assistance;

(iv) Job placement;
(v ) Gaining admission to postsecon

dary educational institutions offering 
education programs designed to pre
pare persons for careers or for retrain
ing, continuing education, or upgrad
ing of skills;

(vi) Competency-based learning op
portunities. These opportunities in
clude testing existing competencies for 
the purpose of certification, awarding 
of credit, or advanced placement in 
postsecondary education programs;

(vii) Guidance and counseling serv
ices designed to assist persons in iden
tifying postsecondary educational or 
training opportunities that are appro
priate to their needs and to their indi
vidual career plans. These opportuni
ties may include part-time opportuni
ties for persons who are employed; and

(viii) Remedial or tutorial services 
designed to prepare persons for post
secondary educational opportunities
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or training programs. These services 
may be provided to persons enrolled in 
postsecondary educational institutions 
within the area served by the Center.

(d ) Services may be provided by a 
Center directly or under an agreement 
with agencies and institutions located 
in the area served by the Center.
(20 U.^.C. 107d0-2; 1141(a)(g)(j); 1088(b).)

§ 137.5 State plan requirements—initial 
year.

(а ) Any State desiring to receive its 
allotment for the first year of its par
ticipation in the program must submit 
a State plan to the Commissioner. The 
plan must comply with the forms and 
instructions that will be furnished for 
this purpose. The State plan must in
clude:

(1) The name of the State agency or 
institution that will be responsible for 
administering and implementing the 
State plan;

(2) The name of the official, within 
that agency or institution, designated 
by the Governor as responsible for 
submitting the State plan and to 
whom communications concerning the 
plan shall be directed;

(3) A  description of the involvement 
of individuals, public and private agen
cies, organizations and institutions in 
the development of the State plan. 
This description shall include a list of 
those agencies, organizations, institu
tions and individuals;

(4) A  schedule for establishing or ex
panding the Centers, within a reason
able period of time, so as to make their 
services available to all residents of 
the State; or, a plan for developing the 
schedule;

(5) A  comprehensive plan for provid
ing the required program activities; or, 
a plan for developing the comprehen
sive plan. The comprehensive plan 
must include:

(i) Specific goals and objectives,
(ii) The development of various edu

cational information systems, and,
(iii) The manner in which the State 

will monitor the accuracy and timeli
ness of .the information being dissemi
nated;

(б) A  plan for:
(i) Surveying the State to identify 

those organizations and agencies that 
already provide comparable informa
tion, referral and guidance services, 
such as occupational and career infor
mation systems, and

(ii) Coordinating the activities of the 
Centers with the activities of those 
agencies and organizations;

(7) The policies and procedures to be 
used in selecting the location of each 
Center; or, a plan for developing the 
policies and procedures;

(8) The criteria that will be followed 
by the State in selecting the recipients 
of grants or contracts a »  permitted by
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section 137.4(a); or, a plan for develop
ing the criteria;

(9) The monitoring process to be 
used to assure that adequate progress 
is being made toward achieving the 
goals of the program; or, a plan for de
veloping the monitoring process;

(10) A  budget itemizing the approxi
mate amount of funds from Federal 
and non-Federal sources that will be 
needed during the first year for:,

(i) Developing and administering the 
State plan for that year; and/or

(11) Establishing or expanding and 
operating the Centers for that year.

(11) The activities to be funded if 
the State’s allotment is less than the 
amount the State indicated it needed 
in subparagraph (10) of this para
graph; and

(12) The source and amount of the 
State, local, and/or private funds that 
will be used to meet the non-Federal 
share.

(b ) The State plan must also include 
the following assurances:

(1) An assurance that the State has 
provided for fiscal control and fund 
accounting procedures that are neces
sary to assure proper disbursement of 
and accounting for Federal funds paid 
the State. These procedures include 
the monitoring of funds paid by the 
State to agencies, organizations and/ 
or institutions to carry out the activi
ties under section 137.4;

(2) An assurance that State, local 
and/or private funds will be provided 
to meet the non-Federal share of the 
cost of planning, establishing and op
erating the Centers; and

(3) An assurance that, in the devel
opment of the State plan, the State 
has consulted with a variety of public 
and private agencies, organizations, in
stitutions, and individuals, including 
potential consumers.
(20 U.S.C. 1070d-3.)

§ 137.6 State plan amendments.
(a ) The State plan must be amended 

annually to reflect any change in the 
information submitted under § 137.5. 
The State plan amendment must be 
submitted at the time and in the 
format prescribed by the Commission
er and must contain the following in
formation:

(1) The revisions in the State plan 
and their relationship to the State’s 
comprehensive plan for establishing or 
expanding and operating the Centers. 
The amendment shall contain any 
changes in the locations of the Cen
ters and in the services provided;

(2) The activities are to be carried 
out in planning, establishing, and op
erating the Centers for that year;

(3) The progress the State has made 
during the award period toward ac
complishing the goals and objectives 
of its State plan;

(4) The problems the State encoun
tered that prevented it from meeting 
its goals and objectives;

(5) The location of Centers currently 
operating;

(6) The program activities and serv
ices being provided through each 
Center;

(7) A  budget itemizing the approxi
mate amount of funds from Federal 
and non-Federal sources that will be 
needed during the next program year 
for:

(i) Updating and administering the 
State plan for the next program year;

(ii) Establishing or expanding and 
operating the Centers; and

(8) The source and amount of the 
State, local, and/or private funds that 
will be used to meet the non-Federal 
share of the cost of planning, estab
lishing, and operating Centers for that 
year.

(b ) The annual State plan amend
ment shall also contain the assurances 
required under § 137.5(b).

(c) Those States that, for their ini
tial year, submitted a plan to plan for 
the development of items required by 
§ 137.5(a) (4), (5), (7), (8), and (9) must 
submit those completed items with 
their first State plan amendment.
(20 U.S.C. 1070d-3.)

§ 137.7 Approval o f the State plan.

(a ) The Commissioner will approve 
each State plan that meets the re
quirements of §137.5 and will notify 
the applicant of the granting, condi
tioning, or withholding of approval in 
each case.

(b ) The Commissioner will approve 
each annual State plan amendment 
that meets the requirements set forth 
in § 137.6
(20 U.S.C. 1070d-3.)

§ 137.8 Reports.

The State shall prepare and submit 
to the Commissioner the following re
ports within 90 days after the close of 
the grant period:

(a ) An annual financial report for 
the grant period that sets forth:

(1) The total outlays and unpaid ob
ligations;

(2) The amount and source of the 
State’s matching funds;

(3) The amount of funds from all 
sources that were spent for adminis
trative purposes; and

(4) The amount of unobligated 
funds, allotted under this part, that 
will remain at the end of the grant 
period; and

(b ) An annual performance report 
that contains:

(1) A  list of grants and contracts 
made during that year, including:

(i) The name of the grantee or con
tractor;
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(ii) A  description of services provided 
under the grant or contract;

(iii) The locations where services 
were provided; and

(iv) The amount of funds, from all 
sources, involved;

(2) A  report on the number of indi
viduals served by the program and the 
services provided them; and

(3) If the State has not provided 
services to clients, a narrative report 
of the progress that the State has 
made during the award period toward 
the development of its comprehensive 
strategy.
(20 U.S.C. 1070d-2.)

§ 137.9 Allowable costs—matching re
quirement.

(a ) The Commissioner will pay up to 
66% percent of the costs reasonably 
related to planning, establishing, and 
operating Educational Information 
Centers.

(b ) The State must provide 33% per
cent of those costs. Its share may be 
met with State, local or private funds 
and may be met in cash or in kind.
(20 U.S.C. 1070d-2.)
[PR Doc. 78-32856 Piled 11-27-78; 8:45 ami

[7035-01-M ]

Title 49— Transportation

CHAPTER X— INTERSTATE 
COMMERCE COMMISSION

SUBCHAPTER A — GENERAL RULES AND  
REGULATIONS

[S.O. No. 13471

PART 1033— CAR SERVICE

Hillsdale County Railway Co. Inc Au
thorized To Operate Over Tracks 
Abandoned by Penn Central Trans
portation Co.

AGENCY: Interstate Commerce Com
mission.
ACTION: Emergency Order, Service 
Order No. 1347.
SUM M ARY: The Hillsdale County 
Railway Company Inc. is authorized to 
operate between Pleasant Lake, Indi
ana, and Steubenville, Indiana, over 
tracks abandoned by Penn Central 
Transportation Company. Hillsdale 
County Railway has purchased this 
railroad property from the trustees of 
Penn Central Transportation Compa
ny and the Fort Wayne and Jackson 
Railroad Company.
DATES: Effective 11:59 p.m., Novem
ber 21, 1978. Expires 11:59 p.m., May 
15,1979.
FOR FUR TH ER  INFO R M ATIO N  
CONTACT:

RULES AN D REGULATIONS

Charles C. Robinson, Chief, Utiliza
tion and Distribution Branch, Inter
state Commerce Commission, Wash
ington, D.C. 20423, telephone 202- 
275-7840, Telex 89-2742.

SUPPLEM ENTAR Y INFORM ATION: 
The Order is printed in full below.
Decided November 20,1978.

The Hillsdale County Railway Com
pany Inc. (H CR C ) operates 59 miles of 
line in Branch and Hillsdale Counties, 
Michigan, and Steuben County, Indi
ana, connecting with the Consolidated 
Rail Corporation (C R ) at Quincy, 
Michigan. There are no other connec
tions with CR or other railroads. To 
provide another connection with the 
general rail network the HCRC pur
chased from the trustees of the former 
Penn Central Transportation Compa
ny, 2.93 miles of railroad between 
Pleasant Lake, Indiana, the end of the 
present HCRC, and a connection with 
the Norfolk and Western Railway 
Company (N W ) at Steubenville, Indi
ana. Access to the N W  will enable the 
HCRC to provide shippers served by 
its lines with additional routings and 
improved car supplies. An application 
seeking permanent authority to ac
quire and operate these tracks will be 
filed with the Commission.

It is the opinion of the Commission 
that an emergency exists requiring the 
operation by HCRC over tracks for
merly operated by PC in the interest 
of the public; that notice and public 
procedure are impracticable and con
trary to the public interest; and that 
good cause exists for making this 
order effective upon less than thirty 
days’ notice.

It is ordered,

§ 1033.1347 Service Order No. 1347.
(a ) Hillsdale County Railway Com

pany Inc. authorized to operate over 
tracks abandoned by Penn Central 
Transportation Company. The Hills
dale County Railway Company Inc. 
(H CR C ) is authorized to operate over 
tracks abandoned by Penn Central 
Transportation Company (P C ) be
tween former PC milepost 35.7 at 
Pleasant Lake, Indiana, and former 
PC milepost 32.77 at Steubenville, In
diana, a distance of approximately 
2.93 m iles.

(b ) Application. The provisions of 
this order shall apply to intrastate, in
terstate and foreign traffic.

(c) Rates applicable. Operations over 
these tracks by HCRC shall not com
mence until tariffs to, from and via 
Steubenville become effective'.

(d ) Nothing herein shall be consid
ered as a prejudgement of the applica
tion of the HCRC seeking authority to 
operate over these tracks.

(e ) Effective date. This order shall 
become effective at 11:59 p.m., Novem
ber 21,1978.

55409

( f )  Expiration date. The provisions 
of this order shall expire at 11:59 pun., 
May 15, 1979, unless otherwise modi
fied, changed or suspended by order of 
this Commission.
(49 U.S.C. 1(10-17).)

This order shall be served upon the 
Association of American Railroads, 
Car Service Division, as agent of the 
railroads subscribing to the car service 
and car hire agreement under the 
terms of that agreement and upon the 
American Short Line Railroad Associ
ation. Notice of this order shall be 
given to the general public by deposit
ing a copy in the Office of the Secre
tary of the Commission at Washing
ton, D.C., and by filing a copy with the 
Director, Office of the Federal Regis
ter.

By the Commission, Railroad Serv
ice Board, Members Joel E. Burns, 
Robert S. Turkington and John R. Mi
chael.

H. G. Homme, Jr., 
Secretary.

[FR Doc. 78-33189 Filed 11-27-78; 8:45 am]

[7035-01-M ]

[S.O. No. 1348]

PART 1033— CAR SERVICE

Chicago & North Western Transpora- 
tion Co. Authorized To Operate 
Over Tracks of Chicago, Milwau
kee, St. Paul & Pacific Railroad Co.

AGENCY: Interstate Commerce Com
mission.
ACTION: Emergency Order, Service 
Order No. 1348.
SUM M ARY: The line of the Chicago 
and North Western Transportation 
Company (C N W ) between James 
Valley Junction, South Dakota, and 
Redfield, South Dakota, has deterio
rated and is no longer operable thus 
isolating that portion of the C N W  
north of Redfield from the remainder 
of the system. The Chicago, Milwau
kee, St. Paul and Pacific Railroad 
Company (M IL W ) has consented to 
use of its parallel line by the C N W  be
tween Wolsey, South Dakota, and Ab
erdeen, South Dakota. Use of this 
M ILW  line by the C N W  will enable 
the C N W  to continue service to ship
pers on its line north of Redfield. 
Service Order No. 1348 authorizes the 
use of these M ILW  tracks by the C N W  
pending disposition by the Commis
sion of the application of the C N W  
seeking permanent authority to oper
ate over this line.
DATES: Effective 12:01 aun., Novem
ber 22, 1978. Expires 11:59 pun., May 
15,1979.
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FOR  FURTHER INFO R M ATIO N  
CONTACT:

Charles C. Robinson, Chief, Utiliza
tion and Distribution Branch, Inter
state Commerce Commission, Wash
ington, D.C. 20423, telephone 202- 
275-7840, Telex 89-2742.

SU PPLEM ENTAR Y INFO RM ATIO N ; 
The Order is printed in full below.
Decided November 20,1978.

The line of the Chicago and North 
Western Transportation Company 
(C N W ) between James Valley Junc
tion, South Dakota, and Aberdeen, 
South Dakota, has deteriorated and is 
no longer suitable for the movement 
of loaded cars having a gross weight in 
excess of 210,000 pounds. An alternate 
route is available via the Chicago, Mil
waukee, St. Paul and Pacific Railroad 
Company (M ILW ). The C NW  has re
quested and the M ILW  has consented 
to use of the parallel line of the M ILW  
between a connection with the CNW  
at Wolsey, South Dakota, and another 
connection between these lines at Ab
erdeen, a distance of approximately
70.6 miles.

It is the opinion of the Commission 
that an emergency exists requiring op
eration of CN W  trains over these 
tracks of the M ILW  in the interest of 
the public; that notice and public pro
cedure are impracticable and contrary 
to the public interest; and that good 
cause exists for making this order ef
fective upon less than thirty days’ 
notice.

It is ordered,

§ 1033.1348 Service Order No. 1348.
(a ) Chicago and North Western 

transportation Company authorized 
to operate over tracks of Chicago, M il
waukee, S t Paul and Pacific Railroad 
Company. The Chicago and North 
Western Transportation Company 
(C N W ) is authorized to operate over 
tracks of the Chicago, Milwaukee, St. 
Paul and Pacific Railroad Company 
(M IL W ) between M ILW  milepost 705.0 
at Wolsey, South Dakota, and M ILW  
milepost 775.6 at Aberdeen, South 
Dakota, a distance of approximately
70.6 miles.

(b ) Application. The provisions of 
this order shall apply to intrastate, in
terstate and foreign traffic.

(c) Rates applicable. Inasmuch as 
this operation by the C N W  over tracks 
of the M ILW  is deemed to be due to 
carrier’s disability, the rates applicable 
to traffic moved by the C N W  over the 
tracks of the M ILW  shall be the rates 
which were applicable on the ship
ments at the time of shipment as origi
nally routed.

(d ) Nothing in this order shall be 
deemed to prejudge the decisions of 
the Commission in the applications of 
the C N W  seeking permanent authori-

RULES AND REGULATIONS

ty to operate over these tracks of the 
M ILW .

(e) Effective date. This order shall 
become effective at 12:01 a.m., Novem
ber 22,1978.

(f ) Expiration date. The provisions 
of this order shall expire at 11:59 p.m., 
May 15, 1979, unless otherwise modi
fied, changed, or suspended by order 
of this Commission.
(49 U.S.C. 1(10-17).)

This order shall be served upon the 
Association of American Railroads, 
Car Service Division, as agent of the 
railroads subscribing to the car service 
and car hire agreement under the 
terms of that agreement and upon the 
American Short Line Railroad Associ
ation. Notice of this order shall be 
given to the general public by deposit
ing a copy in the Office of the Secre
tary of the Commission at Washing
ton, D.C., and by filing a copy with the 
Director, Office of the Federal Regis
ter.

By the Commission, Railroad Serv
ice Board, members Joel E. Bums, 
Robert S. Turkington and John R. M i
chael.

H. G . H om m e , Jr., 
Secretary.

[FR Doc. 78-33190 Filed 11-27-78; 8:45 am]

[4310-55-M ]
Title 50— Wildlife and Fisheries

CHAPTER 1—  FISH AN D WILDLIFE 
SERVICE, DEPARTMENT OF THE IN
TERIOR

PART 33— SPORT FISHING

National Wildlife Refuges in Nevada 
AGENCY: Fish and Wildlife Service. 
ACTION: Special regulations.
SUM M ARY: The Director has deter
mined that the opening to fishing of 
certain National Wildlife Refuges in 
Nevada is compatible with the objec
tives for which these areas were estab
lished, will utilize a renewable natural 
resource, and will provide additional 
recreational opportunity to the public. 
This document established special reg
ulations effective for the upcoming 
fishing season.
DATES: January 1, 1979, through De
cember 31, 1979.
ADDRESS: Contact the Refuge Man
ager at the address and/or telephone 
number listed below in the body of the 
special regulations.
FOR  FUR TH ER  IN FO R M ATIO N  
CONTACT:

W illiam D. Sweeney, Area Manager, 
U.S. Fish and Wildlife Service, 2800

Cottage Way, Room E-2740, Sacra
mento, California 95825, telephone:
FTS 468-4664, Commercial (916)
484-4664.

SUPPLEM ENTAR Y  INFORM ATION: 
Fishing is permitted on the National 
Wildlife Refuges indicated below in ac
cordance with 50 CFR, Part 33, and 
the following Special Regulations. 
Portions of refuges which are open to 
fishing are designated by signs and/or 
delineated on maps available at refuge 
headquarters. No vehicle travel is per
mitted except on maintained roads 
and trails designated open to public 
use. Fishing shall be in accordance 
with all applicable State regulations 
subject to the following conditions:

§33.5 Special regulations; sport Ashing; 
for individual wildlife refuge areas.

Charles Sheldon Antelope Range, 
(Headquarters: P.O. Box 111, Lake- 
view, Oregon 97630, (503) 947-2366).

Ruby Lake National Wildlife Refuge, 
Ruby Valley, Nevada 89833, (702) 779- 
2237.

Special Condition: Utilization of per
sonal flotation devices will be permit
ted only in those portions of Unit 21 
and only during only those periods as 
designated by signs. Boats, canoes, and 
all other types of watercraft are pro
hibited.

Stillwater National Wildlife Refuge,
P.O. Box 1236, Fallon, Nevada, 89406, 
(702) 423-5128.

Special Condition: Refuge closed to 
fishing during the migratory water- 
fowl hunting season.

Pahranagat National Wildlife 
Refuge, (Headquarters: 1500 North De
catur Blvd., Las Vegas, Nevada 89108, 
(702) 878-9617).

Special Condition: Only that portion 
of Upper Pahranagat Lake between 
the south dam and the cross dike, ap
proximately one mile north is open to 
fishing as posted.

The provisions of these special regu
lations supplement the regulations 
which govern fishing on wildlife 
refuge areas generally, which are set 
forth in Title 50, Code of Federal Reg
ulations, Part 33. The public is invited 
to offer suggestions and comments at 
any time.

N ote.—The Fish and Wildlife Service has 
determined that this document does not 
contain a major proposal requiring prepara
tion of an Economic Impact Statement 
under Executive Order 11949 and OMB Cir
cular A-107.

The primary author of this docu
ment is Lynn C. Howard, Sacramento 
Area Office, Telephone FTS 468-4664, 
Commercial (916) 484-4664.
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Dated: November 20,1978.

Patrick O ’Halloran, 
Area Manager— Califomia- 

Nevada, U.S. Fish and Wildlife 
Service.

[PR Doc. 78-33277 Piled 11-27-78; 8:45 am]

[43 10 -55 -M ]

PART 33— SPORT FISHING

National W ildlife Refuges in 
California

AGENCY: Pish and Wildlife Service. 
ACTION: Special regulations.
SUM M ARY: The Director has deter
mined that the opening to fishing of 
certain National Wildlife Refuges in 
California is compatible with the ob
jectives for which these areas were es
tablished, will nj;ilize a renewable nat
ural resource, and will provide addi
tional recreational opportunity to the 
public. This document established spe
cial regulations effective for the up
coming fishing season.
DATES: January 1, 1979, through De
cember 31, 1979.
ADDRESS: Contact the Refuge Man
ager at the address and/or telephone 
number listed below in the body of the 
special regulations.
FOR FURTH ER INFO R M ATIO N  
CONTACT:

William D. Sweeney, Area Manager, 
U.S. Fish and Wildlife Service, 2800 
Cottage Way, Room E-2740, Sacra
mento, California 95825, telephone: 
FTS 468-4664, Commercial (916) 
484-4664.

SUPPLEM ENTAR Y INFORM ATION: 
Fishing is permitted on the National 
Wildlife Refuges indicated below in ac
cordance with 50 CFR, Part 33, and 
the following Special Regulations. 
Portions of refuges which are open to 
fishing are designated by signs and/or 
delineated on maps available at refuge 
headquarters. No vehicle travel is per
mitted except on maintained roads 
and trails designated open to public 
use. Fishing shall be in accordance 
with all applicable State regulations 
subject to the following conditions:

§ 33.5 Special regulations; sport fishing; 
for individual wildlife refuge areas.

Colusa National Wildlife Refuge, 
(Headquarters: Sacramento National 
Wildlife Refuge, Route 1, Box 311, 
Willows, California 95988, (916) 934- 
4090.

Special Condition: The taking of 
frogs is permitted in the public fishing 
area. The refuge is closed to sport fish
ing and taking of frogs during the mi
gratory waterfowl hunting season. No 
campfires or firearms permitted.

Delevan National Wildlife Refuge, 
(Headquarters: Sacramento National 
Wildlife Refuge, Route 1, Box 311, 
Willows, California 95988, (916) 934- 
4090.

Special Condition: The taking of 
frogs is permitted in the public fishing 
area. The refuge is closed to sport fish
ing and the taking of frogs during the 
migratory waterfowl hunting season. 
No campfires or firearms permitted.

Modoc National Wildlife Refuge, 
(Headquarters: Sheldon-Hart Moun- 
tain-Modoc National Wildlife Refuges, 
P.O. Box 111, Lakeview, Oregon 97630, 
(503) 947-3315.

Special Conditions: (1) The refuge is 
closed to fishing during the waterfowl 
hunting season.

(2) The taking of frogs on refuge 
lands is prohibited.

Sacramento National Wildlife 
Refuge, Route 1, Box 311, Willows, 
California 95988, (916) 934-4090.

Special Condition: The taking of 
frogs is permitted in the public fishing 
area. The refuge is closed to sport fish
ing and the taking of frogs during the 
migratory waterfowl hunting season. 
No campfires or firearms permitted.

Salton Sea National Wildlife Refuge, 
P.O. Box 247, Calipatria, California 
92233, (714) 348-2323.

Special Condition: Fishing is permit
ted only on that portion of the refuge 
which is inundated by the Salton Sea 
and other refuge lands posted with 
public fishing signs.

San Luis National Wildlife Refuge, 
P.O. Box 2176, Los Banos, California 
93635, (209) 826-3508.

Special Conditions: (1) Fishing per
mitted from sunrise to one hour after 
sunset.

(2) The refuge is closed to sport fish
ing during the migratory waterfowl 
hunting season.

(3) Use of boats is prohibited.
The provisions of these special regu

lations supplement the regulations 
which govern fishing on wildlife 
refuge areas generally, which are set 
forth in Title 50, Code of Federal Reg
ulations, Part 33. The public is invited 
to offer suggestions and comments at 
any time.

N ote.—The Fish and Wildlife Service has 
determined that this document does not 
contain a major proposal requiring prepara
tion of an Economic Impact Statement 
under Executive Order 11949 and OMB Cir
cular A-107.

The primary author of this docu
ment is Lynn C. Howard, Sacramento 
Area Office, Telephone FTS 468-4664, 
Commercial (916) 484-4664.

Dated: November 20,1978.
Patrick O’Halloran, 

Area Manager—Califomia-
Nevada, U.S. Fish and Wildlife 
Serivce.

[FR Doc. 78-33278 Filed 11-27-78; 8:45 am]

[35 10 -22 -M ]

CHAPTER VI— FISHERY CONSERVA* 
TION A N D  M ANAGEM ENT, N A 
TIONAL OCEANIC  A N D  ATM OS
PHERIC ADMINISTRATION, DE
PARTMENT OF COMMERCE

PART 651— ATLANTIC GROUNDFISH  
(CO D , HADDOCK, A N D  YELLOW- 
TAIL FLOUNDER)

Corrections q f  Notice o f Closures and  
Catch Limit Adjustments

AG ENCY: National Oceanic and At
mospheric Administration/Commerce.

ACTION: Correction to trip limita
tions and closure notice.

SUM M ARY: On November 15, 1978, a 
notice containing a table (Appendix 
B—Catch Limitations) appeared in the 
F ederal R egister (43 F R  53040). This 
table summarized the catch limita
tions for UJS. fishermen participating 
in the Atlantic groundfish fishery. 
That table contained several errors. A  
corrected table appears herein.

EFFECTIVE DATE: November 22, 
1978.

FO R  FUR TH ER  IN FO R M ATIO N  
CONTACT:

Mr. William G. Gordon, Regional Di
rector, Northeast Region, National 
Marine Fisheries Service, 14 Elm 
Street, Gloucester, Mass. 01930, tele
phone 617-281-3600.

SU PPLEM ENTAR Y  INFO RM ATIO N : 
The table summarizing trip limitations 
and vessel class closures which ap
peared in the F ederal R egister on No
vember 15, 1978 (43 FR  53040) con
tained several errors. Consequently, 
that table is withdrawn, and the at
tached table is substituted for it.

The general public has already been 
advised of the correct landing limita
tions and vessel class closures, which 
will become effective on November 22, 
1978.
(16 U.S.C. 1801 et seq.)

Signed at Washington, D.C., on this 
the 22d day of November 1978.

W infred  H. M eibohm , 
Acting Executive Director, Na

tional Marine Fisheries Serv
ice.

Strike 50 CFR Part 651. Appendix B, 
substitute the following 50 CFR Part 
651 Appendix B.

FEDERAL REGISTER, V O L  43, NO. 229— TUESDAY, NOVEMBER 28, 1978



55412

[351 0 -2 2 -C ]

RULES AND REGULATIONS

COD (pounds/week)

Vessel Class Gulf of Maine Georges Sank and South
1imits overruns 1imits overruns

0-60 GRT 2,500 1,500 A, 900 3,500
61-125 GRT 2,500 1,500 4,900 1,500
Over 125 GRT Close Nov. 19 7,000 1,500
Fixed gear 5,000 0 13,000 0

1 HADDOCK (pounds/week}

Vessel Class Gulf of Maine Georges Bank and South
1imits overruns 1imits overruns

0-60 GRT Close'"Nov. IT“ Close Nov. 19
61-125 GRT Close Nov. 19 3,500 1,500
Over 125 GRT Close Nov. 19 Close Nov. 13
Fixed gear 8,000 0 8,000 0

YELL0WTAIL FLOUNDER*

Vessel Class West of 69° West East cf 69° West

0-60 GRT 
61-125 
Over 125

5.000
5.000
5.000

Pounds per week or trip, whichever time period is longer. A vessel may 
land no more than 5,000 pounds, even if it fished on both sides of the 
69° W. line. No overruns are allowed.

[PR  Doc. 78-33344 Filed 11-27-78; 8:45 am]
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proposed rules
This section of the FEDERAL REGISTER contains notices to the public of the proposed issuance of rules and regulations. The purpose of these notices is to 

give interested persons an opportunity to participate in the rule making prior to the adoption of the final rules.

[6720-01-M ]

FEDERAL HOME LOAN BANK'BOARD

[12 CFR Part 563]

[No. 78-642]

FEDERAL SAVINGS AND LOAN INSURANCE 
CORPORATION

Proposed Amendments Regarding Forward 
Commitments To Purchase Securities

N o v e m b e r  22,1978.
AGENCY: Federal Home Loan Bank 
Board.
ACTION: Proposed rule.

SUM M ARY: The Federal Home Loan 
Bank Board proposes to regulate for
ward commitments by FSLIC-insured 
institutions to purchase certain securi
ties. Regulatory action is needed be
cause some institutions are incurring 
losses by engaging in forward commit
ments in a speculative manner and are 
keeping inadequate records of such 
transactions. The new regulation 
would limit the dollar amount of out
standing forward commitments, re
quire certain records to be maintained, 
prohibit so-called “overtrading”, speci
fy the accounting treatment of com
mitment fees, and provide for immedi
ate accounting of profit or loss if for
ward commitments are disposed of 
prior to settlement.
DATE: Comments must be received on 
or before January 15,1979.
ADDRESS: Send comments to the 
Office of the Secretary, Federal Home 
Loan Bank Board, 1700 G  Street NW., 
Washington, D.C. 20552. Comments 
available for public inspection at this 
address.
FOR FUR TH ER  INFORM ATION , 
CONTACT:

Harry W . Quillian, Associate Gener
al Counsel, Federal Home Loan 
Bank ' Board, 202-377-6440, at the 
above address.

SUPPLEM ENTARY INFORM ATION : 
The Bank Board, as operating head of 
the Federal Savings and Loan Insur
ance Corporation, is mandated by Con
gress to require FSLIC-insured institu
tions to follow safe and sound prac
tices, consistent with economical home 
financing and the purposes of the Na
tional Housing Act, as amended. In 
recent months, the Bank Board’s ex

aminers have reported instances of 
some institutions engaging specula
tively in forward commitments to pur
chase securities, resulting in commit
ments in excess of their internal fund
ing capacity, with consequent losses or 
liability for failure to honor the com
mitments. It also appears that there 
may be instances of undisclosed and 
unreported transactions involving an 
unsafe level of forward commitments 
by other FSLIC-insured institutions. 
The proposed regulations are princi
pally intended to assist the Bank 
Board in fulfilling its responsibilities 
regarding such unsafe financial trans
actions by limiting the dollar amounts 
of forward commitments to amounts 
which can be funded in the normal 
course of business, prohibiting so- 
called “overtrading” or “overmarket
ing”, specifying the accounting treat
ment of commitment fees, and requir
ing maintenance of sufficient records 
to enable the Bank Board’s examiners 
to scrutinize forward commitments of 
FSLIC-insured institutions.

The proposed regulations would not 
require that the names and current 
limits of authority of an institution’s 
personnel authorized to engage in for
ward commitments for it be disclosed, 
but the Bank Board believes that insti
tutions should follow the normal busi
ness practice of disclosing this infor
mation to a seller or prospèctive seller 
to the institution of securities under a 
forward commitment.

Paragraph (e)(4 ) of the proposed 
regulation would require recognition 
of any decline in market value during 
the period of a standby commitment. 
It would require that an association in 
booking a purchase charge the 
amount of such a decline against cur
rent income with a corresponding 
credit to unearned discount.

The Bank Board believes that the 
limitations and requirements hereby 
proposed are reasonable and appropri
ate to ensure safe and sound operation 
of insured institutions engaging in for
ward commitment transactions. It 
therefore strongly encourages insured 
institutions engaging in such transac
tions to do so only in compliance with 
these proposed regulations, pending 
final action on them.

Accordingly, the Board proposes to 
add a new § 563.17-3 to the rules and 
regulations for Insurance of Accounts 
(12 CFR .563.17-3) to read as set forth 
below.

§ 563.17-3 Forward commitments.

(a ) Definitions—(1) Forward com
mitment A  contract, oral or written, 
to purchase securities at a date more 
than 30 days after the date of the con
tract; such a commitment is a standby 
commitment if sale is optional with 
the seller and a firm commitment if 
both seller and purchaser are obligat
ed to perform on the agreed date.

(2) Securities. Mortgage loans and 
assets which are legal investments for 
a Federal savings and loan association 
under §545.9 of this chapter (except 
mortgage-futures transactions made in 
accordance with § 545.29), and any ad
ditional similar assets of a State-char
tered insured institution.

(3) Commitment fee. Any considera
tion received either directly or indi
rectly by an insured institution for a 
forward commitment.

(b ) Authorized personnel The min
utes of the board of directors of the 
insured institution shall set out the 
names, duties, responsibilities, and 
current limits of authority of the in
sured institution’s persdnnel author
ized to engage in forward commit
ments for the institution.

(c) Limitations. An insured institu
tion’s outstanding forward commit
ments may not exceed the lesser of (1) 
total repayments of principal on its 
outstanding mortgage loans during 
the twelve-month period ending at the 
close of the preceding month or (2) its 
documented capacity to fund all com
mitments. An insured institution shall 
not sell a forward commitment or se
curity at a price above actual market 
value under agreement to purchase 
another forward commitment or secur
ity at a price above actual market 
value.

(d ) Disposal prior to settlement A ll 
profit or loss related to disposal or 
modification of a forward commitment, 
prior to settlement shall be recognized 
on the institution’s books at the time 
of disposal or modification.

(e ) Recordkeeping requirements. An  
institution engaging in forward com
mitments shall'establish and maintain 
the following:

(1) A  current register of all out
standing forward commitments;

(2) Documentation of the institu
tion’s ability to fund all outstanding 
forward commitments in compliance 
with paragraph (c) of this section, 
stating specifically the actual or pro
jected source of funds to be used in 
the funding; and
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(3) A  record of each forward commit
ment, including type (firm or stand
by), commitment date, amount, rate, 
price to be paid„at settlement, market 
price at date of commitment, settle
ment date, commitment fees received, 
date and manner of disposal, sales 
price and market value at disposal if 
disposition is made on or prior to set
tlement date other than through 
funding, and seller’s identity and con
firmation.

(4) Purchases under standby com
mitments shall be recorded at the 
lower of cost or market value at the 
date of settlement.

(f ) Commitment fees received: Any 
fee received for a forward commitment 
shall be deducted from the purchase 
price of the securities as recorded by 
an insured institution, except that a 
fee received in cash for a commitment 
may be recognized as income over the 
life of the commitment, but in no 
event more rapidly than permitted by 
generally accepted accounting princi
ples, if (1) the commitment term is 
longer than 30 days and (2) the com- 
mited purchase price is not in excess 
of the market price at the date of com
mitment. Fees received in connection 
with a commitment to purchase secu
rities on a date less than 30 days after 
the date of commitment shall be de
ferred over a period of at least ten 
years.
(Secs. 402, 403, 407, 48 Stat. 1256, 1257, 1260, 
as amended (12 U.S.C. 1725, 1726, 1730). 
Reorg. Plan No. 3 of 1947, 12 PR  4981, 3 
CFR, 1943-48 Comp. p. 1071.)

By the Federal Home Loan Bank 
Board.

J. J. F in n , 
Secretary.

[PR  Doc. 78-33343 Piled 11-27-78; 8:45 am]

[4110-07-M ]
DEPARTMENT OF HEALTH, 

EDUCATION, AN D WELFARE

Social Security Administration 

[20 CFR Part 404]

, [Reg. No. 43

FEDERAL OLD-AGE, SURVIVORS, AND  
DISABILITY INSURANCE

Records of Earnings

AGENCY: Social Security Administra
tion, HEW.
ACTION: Proposed rulemaking.
SUM M ARY: The Department of 
Health, Education, and Welfare 
(H E W ) proposes to revise the regula
tions on earnings records to make 
them clearer and easier for the public 
to use. The Social Security Adminis
tration (SSA ) keeps records of the 
earnings of persons who work in em

ployment or self-employment covered' 
under social security. The regulations 
deal mainly with the rules for correct
ing errors in these records. A ll the 
rules have been reorganized and re
written in simpler, clearer language. 
There are no changes in policy.
DATES: Your comments will be con
sidered if we receive them no later 
than January 29, 1979.
ADDRESSES: Send your written com
ments to: Social Security Administra
tion, Department of Health, Educa
tion, and Welfare, P.O. Box 1585, Bal
timore, Md. 21203.

Copies of all comments we receive 
can be seen at the Washington Inquir
ies Section, Office of Information, 
Social Security Administration, De
partment of Health, Education, and 
Welfare, North Building, Room 5131, 
330 Independent Avenue, SW, Wash
ington, D.C. 20201.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

James MacDonald, Room 4234, West
High Rise Building, 6401 Security
Boulevard, Baltimore, Md. 21235,
301-594-7336.

SU PPLEM ENTAR Y  INFORM ATION : 
These regulations, which carry out 
section 205(c) of the Social Security 
Act, are being revised as part of 
H E W ’s “Operation Common Sense”. 
Operation Common Sense is a Depart
ment-wide initiative to review, simplify 
and reduce H E W ’s regulations.

The regulations on earnings records 
are in Subpart I of Part 404 in Title 20 
of the Code of Federal Regulations. 
This subpart is an important part of 
the regulations issued for SSA’s retire
ment, survivors’, and disability pro
gram. SSA keeps a record of the earn
ings of all persons who work in em
ployment or self-employment covered 
under social security. SSA uses these 
records of earnings to determine 
whether benefits are payable based on 
a person’s earnings and the amount of 
those benefits. The regulations in this 
subpart deal mainly with the rules for 
correcting errors in the earnings rec
ords. In addition, the regulations ex
plain the circumstances under which 
SSA’s record of a person’s earnings in 
conclusive evidence of earnings for 
social security purposes. The regula
tions also explain how to obtain a 
statement of earnings and how to re
quest correction of the earnings 
record.

In rewriting this subpart we have 
made the following changes:

CD W e have simplified the title of 
the subpart.

(2) W e have simplified in proposed 
§404.802 those definitions currently 
used in the regulations. Also, we have 
added some new definitions to cover 
other terms that are frequently used.

(3) W e ”have clarified in proposed 
§404.810 the rule that a request to 
SSA for a statement of earnings must 
be in writing. The revised section also 
tells the public what information the 
request must contain, to help us locate 
the record of earnings, and that the 
request may be made at any social se
curity office.

(4) W e have clarified and combined 
in proposed § 404.820 the rules about 
filing a request for correction of an 
earnings record. W e have clarified the 
rule that a request to correct an earn
ings record must be filed within the 
time limit for correcting the year in 
question unless an exception to the 
time limie applies. The proposed sec
tion (1) states the rule concerning who 
may sign a request for correction of a 
person’s record of earnings, (2) ex
plains where to file a request and what 
determines the date of filing, and (3) 
states the requirements for withdraw
ing a request and cancelling a with
drawal. Some of the rules about re
quests in the proposed section are the 
same rules that apply to applications 
for social security benefits. In the in
terest of shortening the regulations, 
these rules are not described in full in 
this section. Instead they are shown 
by reference to the appropriate sec
tions on applications in Subpart G  (as 
published with notice of proposed ru
lemaking in the Federal Register on 
September 1, 1978. See Vol. 43, No. 
171, pages 39266 to 39274).

(5) W e have moved to proposed 
§ 404.822 all the rules about correcting 
records of earnings after the time 
limit ends. W e have included in this 
section the rules about correcting an 
earnings records after the time limit 
ends based on an investigation that 
began before the time limit ended. We 
have clarified the current regulations 
to show that we will not make a down
ward (and therefore a normally ad
verse) correction of the earnings 
record in these cases unless we carried 
out the investigation as promptly as 
circumstances permitted,

(6) W e have clarified what is meant 
by the statutory term “absence of an 
entry”. Proposed § 404.822(e)(5) states 
that we may add wages paid to an em
ployee by an employer for a period if 
no part of those wages are entered on 
SSA’s record of the employee’s earn
ings for that period. Wages previously 
entered on the record for the employ
ee paid by that employer for that 
period, but later removed, are not con
sidered entries.

(7) W e have deleted current 
§404.811 which states in detail the in
formation that should be furnished 
with a request to revise an earnings 
record. In its place we have included a 
much shorter statement specifying the 
minimum information we need and in
dicating that any available evidence
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can be included with the request (see 
proposed § 404.820(b)).

(8) W e have deleted much of current 
§ 404.812. The rule in current § 404.812 
about who makes determinations of 
whether covered wages were paid for 
work in the employ of the United 
States is included in proposed 
§ 404.823.

that may be payable based on a per
son’s earnings under' the retirement, 
survivors’, disability and health insur
ance program. This subpart tells what 
is evidence of earnings, how you can 
find out what the record of your earn
ings shows, and how and under what 
circumstances the record of your earn
ings may be changed to correct errors.

55415

when referring to self-employment 
income.

"Y ou” or “your” means any person 
for whom we maintain a record of 
earnings.

§ 404.803 Conclusiveness of the record of 
your earnings.

(a ) Generally. For social security 
purposes, SSA records are evidence of 
the amounts of your earnings and the 
periods in which they were received.

(b ) Before time limit ends. Before 
the time limit ends for a year, SSA  
records are evidence, but not conclu
sive evidence, of the amounts and peri
ods of your earnings in that year.

(c) After time limit ends. After the 
time limit ends for a year—

(1) If  SSA records show self-employ
ment income or wages during that 
year, our records are conclusive evi
dence of your self-employment income 
in that year or the wages paid to you 
by the employer and the periods in 
which they were received unless one of 
the exceptions in § 404.822 applies;

(2) I f  SSA records show no entry of 
wages for an employer for a period in 
that year, our records are conclusive 
evidence that no wages were paid to 
you by that employer in that period 
unless one of the exceptions in 
§ 404.822 applies; and

(3) If  SSA records show no entry of 
self-employment income for that year, 
our records are conclusive evidence 
that you did not receive self-employ
ment income in that year unless the 
exception in § 404.822(b)(2) (i) or (iii) 
applies.

Obtaining Earnings Information

§ 404.810 How to obtain a statement o f the 
record of your earnings.

You or your legal representative or, 
after your death, your survivor or the 
legal representative of your estate, 
may obtain a statement of your earn
ings as shown by SSA records by 
making a written request. The written 
request for a statement of your earn
ings may be made at any social secur
ity office. The request must be signed 
and contain your full name, address, 
social security number, and date of 
birth. The earnings statement will ex
plain the right to request correction of 
your earnings record if you believe it 
is incorrect.

Correcting the Earnings Records

§ 404.820 Filing a request for correction of 
the record of your earnings.

(a ) When to file a request for correc
tion. You or your survivor must file a 
request for correction of the record of 
your earnings within the time limit for 
the year being questioned unless one 
of the exceptions in § 404.822 applies.

(b ) Contents of a request (1) A  re
quest for correction of an earnings

(Catalog of Federal Domestic Assistance 
Program Nos. 13.802 Social Security-Disabil
ity Insurance; 13.803 Social Security-Retire
ment Insurance; 13.804 Social Security Spe
cial Benefits for Persons Aged 72 and Over; 
13.805 Social Security-Survivors’ Insurance.)

Dated: October 19,1978.
Stanford G. Ross, 

Commissioner of Social Security.
Approved: November 17, 1978.

Hale Champion,
Acting Secretary of Health, Edu

cation, and Welfare.
Subpart I of Part 404 of Chapter III  

of Title 20 of the Code of Federal Reg
ulations is revised to read as follows:

Subpart I— Records of Earnings

G eneral P rovisions

Sec.
404.801 Introduction.
404.802 Definitions.
404.803 , Conclusiveness of the record of 

your earnings.

Obtaining  Earnings Information

404.810 How to obtain a statement of the 
record of your earnings.

Correcting the Earnings R ecord

404.820 Filing a request for correction of 
the record of your earnings.

404.821 Correction of the record of your 
earnings before the time limit ends.

404.822 Correction of the record of your 
earnings after the time limit, ends.

404.823 Correction of the record of your 
earnings for work performed in the 
employ of the United States.

N otice of R emoval or R eduction of an 
Entry  of Earnings

404.830 Notice of removal or reduction of 
your wages.

404.831 Notice of removal or reduction of 
your self-employment income.

A uthority : Secs. 205 and 1102 of the 
Social Security Act, as amended, 53 Stat. 
1368, as amended, 49 Stat. 647, as amended; 
sec. 5, Reorg. Plan No. 1 of 1953, 67 Stat. 18, 
631 (42 U.S.C. 405,1302).

Subpart I— Records of Earnings

General Provisions

§ 404.801 Introduction.
The Social Security Administration 

(SSA) keeps a record of the earnings 
of all persons who work in employ
ment or self-employment covered 
under social security. W e use these 
earnings records to determine entitle
ment to and the amount of benefits

§ 404.802 Definitions
For the purpose of this subpart—
“Earnings” means wages and self- 

employment income earned by a 
person based on work covered by 
social security. (See Subpart K  for the 
rules about what constitutes wages 
and self-employment income for bene
fit purposes.)

“Period” means a taxable year when 
referring to self-employment income. 
When referring to wages it means a 
calendar quarter if the wages were re
ported quarterly by your employer or 
a calendar year if the wages were re
ported annually by your employer.

“Record of earnings”, “earnings 
record”, or “record” means SSA’s rec
ords of the amounts of wages and the 
amounts of self-employment income 
you received and the periods in which 
the wages and the self-employment 
income were received.

“Survivor” means your spouse, di
vorced wife, child, or parent, who sur
vives you. “Survivor” also includes 
your surviving divorced wife who may 
be entitled to benefits as a surviving 
divorced mother.

“Tax return” means, as appropriate, 
a tax return of wages or a tax return 
of self-employment income (including 
information returns and other written 
statements filed with the Commission
er of Internal Revenue under chapter 
2 or 21 of the Internal Revenue Code 
of 1954, as aipended.

“Time limit” means a period of 3 
years, 3 months, and 15 days after any 
year in,which you received earnings. 
The period may be extended by the 
Soldiers and Sailors Relief Act of 1940 
because of your military service or the 
military service of certain relatives 
who survive you (50 U.S.C. App. 501 
and following sections). Where the 
time limit ends on a Federal nonwork 
day, we will extend it to the next Fed
eral work day.

“Wage report” means a statement 
filed by a State under section 218 of 
the Social Security Act or related reg
ulations. This statement includes wage 
amounts for which a State is billed 
and wage amounts for which credits or 
refunds are made to a State according 
to an agreement under section 218 of 
the Act.

“W e”, “us”, or “our” means the 
Social Security Administration (SSA).

“Year” means a calendar year when 
referring to wages and a taxable year
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record must be in writing and must . 
state that the record is incorrect.

(2) A  request must be signed by you 
or your survivor or by a person who 
may sign an application for benefits 
for you or for your survivor as de
scribed in § 404.612.

(3) A  request should state the period 
being questioned.

(4) A  request should describe, or 
have attached to it, any available evi
dence which shows that the record of 
earnings is incorrect.

(c) Where to file a request A  request 
may be filed at any social security 
office of with an SSA employee who is 
authorized to receive a request. A  re
quest may be filed with the Veterans 
Administration Regional Office in the 
Philippines or with any U.S. Foreign 
Service Office.

(d ) When a request is considered 
filed. A  request is considered filed on 
the day it is received by any of our of
fices, by an authorized SSA employee, 
by the Veterans Administration Re
gional Office in the Philippines, or by 
any U.S. Foreign Service Office. If 
using the date we receive a mailed re
quest disadvantages the requester, we 
will use the date the request was 
mailed to us as shown by a U.S. post
mark. If  the postmark is unreadable or 
there is no postmark, we will consider 
other evidence of when the request 
was mailed.

(e) Withdrawal of a request for cor
rection. A  request for correction of 
SSA records of your earnings may be 
withdrawn as described in § 404.640.

( f ) Cancellation of a request to with
draw. A  request to withdraw a request 
for correction of SSA records of your 
earnings may be cancelled as described 
in § 404.641.

(g ) Determinations on requests. 
When we receive a request described 
in this section, we will make a determi
nation to grant or deny the request. If 
we deny the request, this determina
tion may be appealed under the provi
sions of Subpart J of this part.

§ 404.821 Correction of the record of your 
earnings before the time limit ends.

Before the time limit ends for any 
year, we will correct the record of your 
earnings for any year for any reason if 
satisfactory evidence shows SSA rec
ords are incorrect. W e may correct the 
record as the result of a request filed 
under § 404.820 or we may correct it on 
our own.

§ 404.822 Correction of the record of your 
earnings after the time limit ends.

(a ) Generally. After the time limit 
for any year ends, we may correct the 
record of your earnings for that year 
if satisfactory evidence shows SSA rec
ords are incorrect and any of the cir
cumstances in paragraphs (b ) through
(e) of this section applies.

(b ) Correcting SSA records to agree 
with tax returns. W e will correct SSA  
records to agree with a tax return of 
wages or self-employment income to 
the extent that the amount of earn
ings shown in the return is correct.

(1) Tax returns of wages. W e may 
correct the earnings record to agree 
with a tax return of wages or with a 
wage report of a State.

(2) Tax returns of self-employment 
income.-—(i) Return filed before the 
time limit ended. W e may correct the 
earnings record to agree with a tax 
return of self-employment income 
filed before the end of the time limit.

(ii) Return filed after time limit 
ended. W e may remove or reduce, but 
not increase, the amount of self-em
ployment income entered on the earn
ings record to agree with a tax return 
of self-employment income filed after 
the time limit ends.

(iii) Self-employment income entered 
in place of erroneously entered wages. 
W e may enter self-employment 
income for any year up to an amount 
erroneously entered in SSA records as 
wages but which was later removed 
from the records. However, we may 
enter self-employment income under 
this paragraph only if—

(A ) An amended tax return is filed 
before the time limit ends for the year 
in which the erroneously entered 
wages were removed; or

(B ) Net earnings from self-employ
ment, which are not already entered 
in the record of your earnings, were 
included in a tax return filed before 
the end of the time limit for the year 
in which the erroneously entered 
wages were removed.

(c) Written request for correction or 
application for benefits filed before the 
time limit ends—(1) Written request 
for correction. W e may correct an 
earnings record if you or your survivor 
files a requiest for correction before 
the time limit for that year ends. The 
request must state that the earnings 
record for that year is incorrect. How
ever, we may not correct the record 
under this paragraph after our deter
mination on the request becomes final.

(2) Application for benefits. W e may 
correct an earnings record if an appli
cation is filed for monthly benefits or 
for a lump-sum death payment before 
the time limit for that year ends. How
ever, we may not correct the record 
under this paragraph after our deter
mination on the application becomes 
final.

(3) See Subpart J for the rules on 
the finality of determinations.

(d ) Transfer of wages to or from the
Railroad Retirement Board.—( 1)
Wages erroneously reported. W e may 
transfer to or from the records of the 
Railroad Retirement Board earnings 
which were erroneously reported to us 
or to the Railroad Retirement Board.

(2) Earnings certified by Railroad 
Retirement Board. W e may enter earn
ings for railroad work under Subpart 
O if the earnings are certified by the 
Railroad Retirement Board.

(e) Other circumstances permitting 
correction.—(1) Investigation started 
before time limit ends. W e may correct 
an earnings record if the correction is 
made as the result of an investigation 
started before, but completed after 
the time limit ends. An investigation is 
started when we take an affirmative 
step leading to a decision on a ques
tion about the earnings record, for ex
ample, an investigation is started 
when one SSA unit asks another unit 
to obtain additional information or 
evidence. W e will remove or reduce 
earnings on the record under this 
paragraph only if we carried out the 
investigation as promptly as circum
stances permitted.

(2) Error apparent on face of rec
ords. W e may correct an earnings 
record to correct errors, such as me
chanical or clerical errors, which can 
be identified and corrected without 
going beyond any of the pertinent 
SSA records.

(3) Fraud. W e may remove any entry 
which was entered on the earnings 
record as the result of fraud.

(4) Entries for wrong person or 
period. W e may correct errors in SSA  
records resulting from earnings being 
entered for the wrong person or 
period.

(5) No entry of wages on SSA rec
ords. W e may enter wages paid to you 
by an employer for a period if no part 
of those wages are entered on SSA rec
ords. Wages previously entered on 
SSA records for that employer and 
that period but later removed are not 
entries on SSA records.

(6) Wage payments under a statute. 
W e may enter and allocate wages 
awarded to you for a period as the 
result of a determination or agreement 
approved by a court or administrative 
agency that enforces Federal or State 
statutes protecting your right to em
ployment or wages.

§ 404.823 Correction of the record of your 
earnings for work performed in the 
employ of the United States.

W e may not correct the record of 
your earnings under §404.821 or 
§404.822 to remove, reduce, or enter 
earnings for work performed in the 
employ of the United States, except—

(a ) To make the record agree with a 
tax return filed under section 3122 of 
the Internal Revenue code (26 U.S.C. 
3122); or

(b ) To make the record agree with a 
certification by the head of the Feder
al agency or instrumentality or his or 
her agent. A  Federal instrumentality 
for these purposes includes a non-ap-
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propriated fund activity of the armed 
forces or Coast Guard.

N o t ic e  of R e m o v a l  or  R e d u c t io n  of  
a n  E n t r y  of  E a r n in g s

§ 404.830 Notice of removal or reduction 
of your wages.

If we remove or reduce an amount of 
wages entered on the record of your 
earnings, we will notify you of this 
correction if we previously notified 
you of the amount of your wages for 
the period involved. We will notify 
your survivor if we previously notified 
you or your survivor of the amount of 
your earnings for the period involved.

§ 404.831 Notice of removal or reduction 
of your self-employment income.

If we remove or reduce an amount of 
self-employment income entered on 
the record of your earnings, we will 
notify you of this correction. W e will 
notify your survivor if we previously 
notified you or your survivor of the 
amount of your earnings for the 
period involved.
[FR Doc. 78-33191 filed 11-27-78; 8:45 am]

[4110-03-M ]

Food and Drug Administration 

[21 CFR Part 337]

[Docket No. 78N -0036]

EMETIC DRUG PRODUCTS FOR OVER-THE- 
COUNTER HUMAN USE

Tentative Final Order

In FR Doc. 78-24841 in the issue of 
Tuesday, September 5, 1978 on page 
39546 in the 3d column, in § 337.50(d), 
the 5th line should read, “ [Precau-]- 
tions”: “Activated charcoal will adsorb

[4310-10-M ]
ADVISORY COUNCIL O N  HISTORIC 

PRESERVATION

[36 CFR Port 800]

PROTECTION OF HISTORIC AND CULTURAL 
PROPERTIES

Extension of comment period and Notice of 
Public Briefing

AGENCY: Advisory council on Histor
ic Preservation.

ACTION: Extension of comment 
period and notice of public briefing.
SUM M ARY: This document extends 
the comment period on proposed 
amendments and supplementary infor
mation to the Council’s current regu
lations and also notifies the public of a

briefing on the proposed amendments. 
The comment period has been ex
tended in response to requests from 
members of the Council and others.
DATES: Written comments are due by 
December 29, 1978. The Public brief
ing will be held on December 11, 1978, 
beginning at 9:30 a.m.
ADDRESS: Comments should be ad
dressed to Executive Director, Adviso
ry Council on Historic Preservation, 
1522 K  Street, NW., Washington, D.C. 
20005.
FOR FURTHER INFO R M ATIO N  
CONTACT:

John Fowler, Director, Office of In
tergovernmental Programs and Plan
ning, Advisory Council on Historic
Preservation, 1522 K  Street, NW.,
Washington, D.C. 20005, 202-254-
3495.

SU PPLEM ENTAR Y INFORM ATION: 
In the F ederal  R e g ist e r , October 30, 
1978, (43 FR  50650), the Council pub
lished proposed amendments and sup
plementary guidelines for public com
ment. [N o t e .—This document was in
advertently published in the “Rules 
and Regulations” section of the F eder 
a l  R e g ist e r . The document should 
have appeared in the “Proposed 
Rules” section.] Interested persons 
were invited to submit comments on 
the proposed amendments and supple
mentary guidelines by November 29, 
1978.

A  number of council member agen
cies and interested individuals and or
ganizations have requested an exten
sion of the deadline for submission of 
comments. The Executive Director has 
decided it would be appropriate to 
extend the commenting period in 
order to allow sufficient time for all 
interested parties to submit comments. 
Therefore, the comment period is 
being extended an additional 30 days 
until December 29, 1978.

Additionally, the staff of the Coun
cil will conduct an informal briefing 
for interested agencies, organizations, 
and individuals on the proposed 
amendments and supplementary 
guidelines on Monday, December 11, 
1978. The briefing will be held in 
Room 2008 of the New Executive 
Office Building, 17th Street and Penn
sylvania Avenue, NW., Washington, 
D.C. beginning at 9:30 a.m. The brief
ing will last approximately two hours. 
Council staff will review the proposed 
amendments and supplementary 
guidelines and will answer questions. 
Persons wishing to attend the briefing 
and who lack Federal identification 
cards must notify the Council by De
cember 8, 1978 at 202-254-3495 that 
they will be attending.

Dated: November 22,1978.
R ober  R . G a r v e y , Jr., 

Executive Director. 
[FR  Doc. 78-33316 Filed 11-27-78; 8:45 am]

[3510-16-M ]
DEPARTMENT OF COMMERCE

Patent and Trademark Office

[37 CFR Parts 1 and 3]

PATENT APPLICATION O ATH OR 
DECLARATION REQUIREMENTS

Proposed Rulemaking

AGENCY: Patent and Trademark 
Office, Commerce.
ACTION: Proposed rulemaking.
SUM M ARY: Patent and Trademark 
Office proposes amendment of the 
rules of practice and also amendment 
of certain forms for patent cases to 
specify certain additional require
ments of an oath or declaration for a 
patent application. In view of various 
court decisions interpreting the patent 
law, this proposal would clearly indi
cate matter which must be disclosed 
by applicants for the proper examina
tion of patent applications.
DATES: Written comments by Febru
ary 7, 1979. Hearing: February 7, 1979, 
beginning at 1:00 p.m.
ADDRESSES: Address written com
ments to the Commissioner of Patents 
and Trademarks, Washington, D.C. 
20231. The hearing will be held in 
Room 11C-24 of Building 3, Crystal 
Plaza at 2021 Jefferson Davis High
way, Arlington, Virginia. Written com
ments and transcript of hearing will 
be available for public inspection in 
Room 11E-10 of Building 3, Crystal 
Plaza, at 2021 Jefferson Davis High
way, Arlington, Virginia.
FOR  FURTH ER  IN FO R M ATIO N  
CONTACT:

Mr. Louis O. Maassel by telephone 
at (703) 557-3070, or by mail marked 
to his attention and addressed to the 
Commissioner of Patents and Trade
marks, Washington, D.C. 20231.

SUPPLEM ENTAR Y  INFO RM ATIO N : 
The Patent and Trademark Office is 
considering amendments to the rules 
of practice and forms for patent cases
(1) to require acknowledgment by the 
inventor in the oath or declaration of 
the best mode disclosure requirement 
of Section 112 of Title 35, United 
States Code and (2) to more clearly 
specify the requirements of an oath or 
declaration accompanying a continu- 
ation-in-part application.

The reasons for the change are set 
forth in the following discussion.

FEDERAL REGISTER, VOL. 43, NO. 229— TUESDAY, NOVEMBER 28, 1978



55418 PROPOSED RULES

B est  M o pe  A c k n o w l e d g e m e n t

The addition of an acknowledgment 
of the requirement to disclose the best 
mode known to the applicant at the 
time of filing in the oath or declara
tion seems desirable in view of the fre
quency of assertions in litigation of 
the failure of the patentee to have dis
closed the best mode. A  number of 
these assertions have been successful 
in recent years. See Flick-Reedy Corp. 
v. Hydro-Line Manufacturing Co., 351 
F.2d 546, 146 USPQ  694 (CA  7 1965), 
cert, denied, 383 U.S. 958, 148 USPQ  
771 (1966); Indiana General Corp. v. 
Krystinel Corp., 297 F. Supp. 427, 161 
USPQ 82 (S.D.N.Y. 1969), affirmed, 
421 F.2d 1033, 164 USPQ 321 (CA  2 
1970); Dale Electronics, Inc. v. R.C.L. 
Electronics, Inc., 488 F.2d 382, 180 
USPQ 235 (CA  1 1973); Union Carbide 
Corp. v. Borg-Wamer Corp., 550 F. 2d 
355, 193 USPQ 1 (CA  6 1977); Reynolds 
Metals Co. v. Acorn Building Compo
nents Inc. 548 F.2d 155, 163, 192 USPQ  
737 (CA 6 1977). *

The proposed changes in 37 CFR
1.65 and in the related forms and sec
tions are not intended to add to any 
presently defined requirement for dis
closing best mode under 35 U.S.C. 112 
or the duty of disclosure under 37 
CFR 1.56. The changes arejiot to be 
interpreted to create any new require
ment to include an up-dated best mode 
of carrying out an invention, as better 
modes are discovered after filing an 
application or at the time of or after 
filing a continuation, divisional or con- 
tinuation-in-part application. In 
regard to existing best mode require
ments, see Sylgab Steel & Wire Corp. 
v. Imoco-Gateway Corp., 357 F. Supp. 
657, 178 USPQ 22 (N.D. 111. 1973); H.
K. Porter Co., Inc. v. Gates Rubber Co., 
187 USPQ  692, 708, (D. Colo. 1975).

The acknowledgment should serve 
as better notice and as a reminder of 
the best mode requirement of the stat
ute and result in greater patent valid
ity.

For these reasons, § 1.65 is proposed 
to be amended by the addition of a re
quirement to acknowledge the existing 
requirement for a disclosure of the 
best mode. Corresponding changes are 
proposed in the oath and declaration 
forms Part 3 of 37 CFR. Examples of 
the proposed changes in the continu- 
ation-in-part oath and declaration 
forms are set forth below. If the pro
posed addition of the acknowledgment 
of the best mode requirement lan
guage to the continuation-in-part 
forms is adopted, the same change will 
be made in the other relevant oath 
and declaration forms.

C o n t in u a t io n -i n -P ar t  O a t h  or  
D e c la r a t io n

Any claim in a continuation-in-part 
application which is directed solely to 
subject matter adequately disclosed

under 35 U.S.C. 112 in the parent ap
plication is entitled to the benefit of 
the filing date of the parent applica
tion. However, if a claim in a continu
ation-in-part application recites a fea
ture which was not disclosed or ade
quately supported by a proper disclo
sure under 35 U.S.C. 112 in the parent 
application, but which was first intro
duced or first adequately supported in 
the continuation-in-part application, 
such a claim is entitled only to the 
benefit of the filing date of the con
tinuation-in-part application, In re von 
Langenhoven, 458 F.2d 132, at 136, 173 
USPQ 426, at 429, (CCPA 1972) and 
Chromalloy American Corp. v. Alloy 
Surfaces Co., Inc., 339 F. Supp. 859, at
874,. 173 USPQ  295, at 306, (D. Del. 
1972).

An illustration of the effects of 
these and other cases is as follows: An 
application is filed which discloses the 
combination AB. Within the priority 
year a foreign application to the com
bination AB  is filed by applicant and 
later published. More than one year 
after the foreign publication, but still 
during the pendency of the parent 
United States application, a second 
United States application is filed by 
the same inventor which discloses and 
claims the combination AC and is 
therefore designated a continuation- 
in-part application.

Upon examination of the continu- 
ation-in-part application, the examiner 
concludes that C is in fact a known 
element in the art and that it would 
be obvious to substitute C for B  in the 
combination AB.

A claim drawn to AC finds no sup
port in the parent case and therefore 
carries an effective date only as early 
as the filing of the continuation-in- 
part application. Therefore, any publi
cation, public use or sale in this coun
try of AB  more than one year prior to 
the filing of the continuation-in-part 
application, or the grant of a foreign 
patent or inventor’s certificate based 
on a foreign application filed more 
than twelve months prior to and 
issued before the filing of the continu- 
ation-in-part application, is prior art 
under 35 U.S.C. 103 by reason of the 
provisions of 35 U.S.C. 102 (b ) or (d ) 
and, together with a showing that C is 
old, may provide basis for rejection of 
a claim to AC for obviousness.

By way of further illustration, if the 
claims of a continuation-in-part appli
cation “read on” such published, pub
licly used or sold or patented subject 
matter (e.g., as in a genus-species rela
tionship) a rejection under 35 U.S.C. 
102 would be proper. Cases of interest 
in this regard are In re Steenbock, 83 
F. 2d 912, 30 USPQ  45 (CCPA 1936); In 
re Ruscetta, 255 F. 2d 687, 118 USPQ  
101 (CCPA 1958); In re Hafner, 410 F. 
2d 1403, 161 USPQ  783 (CCPA 1969); 
In re Lukach, 442 F. 2d 967, 169 USPQ

795 (CCPA 1971); and Ex parte Hage- 
man, 179 USPQ  747 (Bd. App. 1971).

In addition, knowledge, use or pat
enting by another before the appli
cant’s invention of additional subject 
matter claimed in the continuation-in- 
part application would also constitute 
prior art although such activity may 
not necessarily be known to the appli
cant.

In view of the above, § 1.65 is pro
posed to be amended by the addition 
of a subsection (d ) which would re
quire the applicant in a continuation- 
in-part application, which both dis
closes and claims subject matter in ad
dition to that disclosed in the prior co
pending application, to make an oath 
or declaration as of the filing date of 
the continuation-in-part application. 
Corresponding changes are proposed 
in the oath and declaration forms 3.18 
and 3.18a for continuation-in-part ap
plications in Part 3 of 37 CFR.

It is recognized that all of the infor
mation called for in the proposed oath 
and declaration would not be required 
in some cases, such as where there is 
additional disclosure in the continu- 
ation-in-part application but where all 
claims are directed to the common 
subject matter disclosed in the parent 
application. In such case, proposed 
§ 1.65(d) does not require the new 
statements in the proposed forms and 
the applicant may modify the forms, if 
desired, for use in such case. However, 
the use of the proposed forms in these 
cases would act as a safeguard for ap
plicant. For example, if applicant later 
amended his claims to recite some of 
the additional disclosure, a new oath 
or declaration would be required. Simi
larly, the examiner might disagree 
with applicant’s conclusion that addi
tional subject matter is not being 
claimed in the continuation-in-part ap
plication. For this reason and the pos
sibility that confusion might be gener
ated by multiple forms, no specific 
forms are proposed for use in the case 
where all of the claims in the continu
ation-in-part application may be enti
tled to the filing date of the parent ap
plication.

Where activity has occurred in con
nection with an invention, but is not 
believed to constitute prior art within 
the meaning of Section 102 of Title 35, 
United States Code (such as a prior 
public use or sale of an experimental 
nature more than one year before the 
date of the application), such activity 
may be referred to in the C IP  oath or 
declaration with any qualifications 
about its prior art status deemed war
ranted, or it need not be mentioned in 
the oath or declaration at all. If such 
activity is not mentioned in the CIP  
oath or declaration but may be materi
al to the examination under 37 CFR  
1.56, it, of course, must be called to the 
Office’s attention in a separate paper.
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Section 1.65 is also proposed to be 
amended in a manner to refer to both 
genders.

Notice is hereby given that, pursu
ant to the authority contained in Sec
tion 6 of the Act of July 19, 1952 as 
amended (66 Stat. 793; 85 Stat. 364; 88 
Stat. 1949; 35 U.S.C. 6), the Patent and 
Trademark Office proposes to amend 
Title 37 of the Code of Federal Regu
lations by amending §§ 1.65, 3.18 and 
3.18(a).

The Patent and Trademark Office 
has determined that these rule 
changes have no potential major eco
nomic consequences requiring the 
preparation of a regulatory analysis 
under Executive Order 12044.

The proposed forms are examples of 
forms which would meet the require
ments of proposed § 1.65(d). The forms 
could be modified by applicant to 
handle specific situations.

In the texts of the following pro
posed amendments to §1.65, additions 
are indicated by arrows and deletions 
are indicated by brackets. The changes 
to §3.18 and 3.18(a) are not noted in 
this manner because of numerous 
changes in wording. It is proposed to 
amend 37 CFR Chapter I, as follows:

PART 1— RULES OF PRACTICE IN P/kTENT 
CASES

L  By amending § 1.65 by revising 
paragraph (a ) and adding a new para
graph (d ) to read as follows:

§1.65 Oath or declaration.
(a)(1 ) The applicant, if the inventor, 

must state that [he ] ► the applicant 
m  verily believes himself ► or herself
◄ to be the original and first inventor 
or discoverer of the process, machine, 
manufacture, composition of matter, 
or improvement thereof, for which [he 
solicits] a patent ► is solicited m  ; that 
[he] ► the applicant m  does not know 
and does not believe that the same was 
ever known or used in the United 
States before [his] ► the applicant’s
◄ invention or discovery thereof, and 
shall state of what country [he] ► the 
applicant m  is a citizen and where [he]
► the applicant ◄ resides and whether 
[he] ► the applicant 4  is a sole or 
joint inventor of the invention claimed 
in [his] ► the ◄ application. In every 
original application the applicant 
must distinctly state that to the best 
of [his] ► the applicant’s -4 knowledge 
and belief the invention has not been 
in public use or on sale in the United 
States more than one year prior to 
[his] ► the -4 application or patented 
or described in any printed publication 
in any country before [his] ► the ap
plicant’s ◄ invention or more than one 
year prior to [his] ► the ■< applica
tion, or patented or made the subject 
of an inventor’s certificate in any for
eign country prior to the date of [his]
► the application on an application

filed by [himself] ► the applicant m  
or [his] ► the applicant’s m  legal rep
resentatives or assigns more than 
twelve months prior to the application 
in this country. ► The applicant must 
acknowledge the requirement of sec
tion 112 of Title 35 United States Code 
to disclose the best mode contemplat
ed by the inventor of carrying out the 
invention, m  [H e] ► The applicant <4 
must ► also ◄ acknowledge [a ] ► the 
◄ duty to disclose information [he] ► 
the applicant is aware of which is 
material to the examination of the ap
plication. [H e ] ► The applicant 
shall state whether or not any applica
tion for patent or inventor’s certificate 
on the same invention has been filed 
in any foreign country, either by [him
self] ► the applicant ◄, or [his] ► the 
applicant’s ◄ legal representatives or 
assigns. If  any such application has 
been filed, the applicant shall name 
the country in which the earliest such 
application was filed, and shall give 
the day, month, and year of its filing; 
[he] ► the applicant m  shall also iden
tify by country and by day, month, 
and year of filing, every such foreign 
application filed more than twelve 
months before the filing of the appli
cation in this country.

(2) This statement (i) must be sub
scribed to by the applicant, and (ii) 
must either (a ) be sworn to (or af
firmed) as provided in § 1.66, or (b) in
clude the personal declaration of the 
applicant as prescribed in § 1.68. See 
§ 1.153 for design cases and § 1.162 for 
plant cases.

♦  *  . *  *  *

► (d ) An applicant in a countinua- 
tion-in-part application, filed under 
the conditions specified in 35 U.S.C. 
120, which discloses ahd claims subject 
matter in addition to that disclosed in 
the prior copending application, must 
identify the prior copending applica
tion and make an oath or declaration 
which includes (1) the statements re
quired by paragraph (a ) of this sec
tion, or a list of the exceptions to the 
statements, as to the common subject 
matter and (2) the statements re
quired by paragraph (a ) of this section 
as to the non-common subject matter. 
The statements must be made in refer
ence to the filing date of the continu
ation-in-part application in both cases
(1) and (2).*4

PART 3— FORMS FOR PATENT CASES

2. By revising §3.18 to read as fol
lows:
§ 3.18 Oath in copending application con

taining additional subject matter.
(This form of oath may be used with an 

application disclosing additional subject 
matter to that disclosed in a prior copend
ing application of the same inventor.)

As a below named inventor, I hereby de
clare that:

My residence, post office address and citi
zenship are as stated below next to my 
name;

I depose and say that I am the original, 
first and sole inventor (if only one name is 
listed below) or a joint inventor (if plural in
ventors are named below) of the invention
entitled:----------------described and claimed
in the attached specification.

That I acknowledge the requirement of 
section 112 of Title 35 United States Code to 
disclose the best mode contemplated by me 
for carrying out my invention and also ac
knowledge my duty to disclose information 
of which I am aware which is material to 
the examination of this application.

This application discloses subject matter 
in addition to that disclosed in my or our 
earlier filed pending application^), Serial 
No.---------- , filed------------- .

As to the subject matter of this applica
tion which is common to said earlier appli
cation, I do not know and do not believe 
that the same was ever known or used in 
the United States of America before my or 
our invention thereof, or patented or de
scribed in any printed publication in any 
country before my or our invention thereof 
or more than one year prior to this applica
tion, except as follows:---------------- that the
same was not in public use or on sale in the 
United States of America more than one 
year prior to this application, except as fol
lows: ---------- -— , that said common subject
matter has not been patented or made the 
subject of an inventor’s certificate issued 
before the date of this application in any 
country foreign to the United States of 
America on an application filed by me or my 
legal representatives or assigns more than 
twelve months prior to this application, 
except as follows:------------- ; that as to appli
cations for patent or inventor’s certificate 
on said common-subject matter filed in any 
country foreign to the United States of 
America prior to this application by me or 
my legal representatives or assigns,
[-1 no such applications have been filed 
[-1 such applications have been filed, the 
filing date and country in which the earliest
such application was filed i s ------------- , and
that the filing date and country of filing of 
every other such foreign application filed 
more than twelve months prior to the filing 
of this application is as follows:----------------.

As to the additional subject matter of this 
application which is not common to said 
earlier application, I do not know and do 
not believe that the same was ever known or 
used in the United States of America before 
my or our invention thereof, or patented or 
described in any printed publication in any 
country before my or our invention thereof 
or more than one year prior to this applica
tion, that the same was not in public use or 
on sale in the United States of America 
more than one year prior to the date of this 
application, and that said non-common sub
ject matter has not been patented or made 
the subject of an inventor’s certificate 
issued before the date of this application in 
any country foreign to the United States of 
America on an application filed by me or my 
legal representatives or assigns more than 
twelve months prior to the date of this ap
plication; that as to applications for patent 
or inventor’s certificate on said non
common subject matter filed in any country 
foreign to the United States of America
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prior to this application by me or my legal 
representatives or assigns,
[-1 no such applications have been filed 
[ - ]  such applications have been filed, the 
filing date and country in which the earliest
such application was filed i s ------------- , and
that the filing dates and country of filing of 
every other such foreign application filed 
more than twelve months prior to the filing 
of this application is as follows:------------- .

I hereby appoint the following attomey(s) 
and/or agents to prosecute this application 
and to transact all business in the Patent 
and Trademark Office connected therewith:
------------ . Registration N u m b e r ----------
Telephone No.---------- .

Address all correspondence to ----------------.
Inventor’s full name--------,--------------------------
Inventor’s signature--------- -------------------------
Date--------------------=--------------------------------:—
Residence------------------------------------------------
Citizenship----------------------------------------------
Post Office Address-----------------------------------
Inventor’sfull name----------------------------- ------
Inventor’s signature--------------------—:------------
Date--------------------------------------------------------
Residence------------------------------------------------
Citizenship-------------------- -------------------------
Post Office Address-----------------------------------

Sworn to and subscribed before me this 
-----day o f -------------- , 19----- .

(Signature of notary or officer)

(Official character)
3. By revising § 3.18a to read as fol

lows:

§ 3.18a Declaration in copending applica
tion containing additional subject 
matter.

(§§ 1.65 and 1.68 provide for a decla
ration in lieu of an oath in certain in
stances.)

(This form of declaration may be used 
with an application disclosing additional 
subject matter to that disclosed in a prior 
copending application of the same inven
tor.)

As a below named inventor, I hereby de
clare that:

My residence, post office address and citi
zenship are as stated below next to my 
name.

I hereby declare that I am the original, 
first and sole inventor (if only one name is 
listed below) or a joint inventor (if plural in
ventors are named below) of the invention
entitled:----------------described and claimed
in the attached specification.

That I acknowledge the requirement of 
section 112 of Title 35 United States Code to 
disclose the best mode contemplated by me 
for carrying out my invention and also ac
knowledge my duty to disclose information 
of which I am aware which is material to 
the examination of this application.

This application discloses subject matter 
in addition to that disclosed in my or our 
earlier filed pending application s), Serial 
N o.---------- , filed---------------- .

As to the subject matter of this applica
tion which is common to said earlier appli
cation, I do not know and do not believe 
that the same was ever known or used in 
the United States of America before my or

our invention thereof, or patented or de
scribed in any printed publication in an 
country before my or our invention thereof 
or more than one year prior to this applica
tion, except as follows:----------------, that the
same was not in public use or on sale in the 
United States of America more than one 
year prior to this application, except as fol
lows: ----------------, that said common subject
matter has not been patented or made the 
subject of an inventor’s certificate issued 
before the date of this application in any 
country foreign to the United States of 
America on an application filed by me or my 
legal representatives or assigns more than 
twelve months prior to this application, 
except as follows:----------------; that as to ap
plications for patent or inventor’s certificate 
on said common subject matter filed in any 
country foreign to the United States of 
America prior to this application by me or 
my legal representatives or assigns,

I ] no such applications have been filed 
[ ] such applications have been filed, the 

filing date and country in which the earliest
such application was filed to i s ----------------,
and that the filing date and country of 
filing of every other such foreign applica
tion filed more than twelve months prior to 
the filing of this application is as follows:

As to the additional subject matter of this 
application which is not common to said 
earlier application, I do not know and do 
not believe that the same was ever known or 
used in the United States of America before 
my or our invention thereof or patented or 
described in any printed publication in any 
country before my or our invention thereof 
or more than one year prior to this applica
tion, that the same was not in public use or 
on sale in the United States of America 
more than one year prior to the date of this 
application, and that said non-common sub
ject matter has not been patented or made 
the subject of an inventor’s certificate 
issued before the date of this application in 
any country foreign to the United States of 
America on an application filed by me or my 
legal representatives or assigns more than 
twelve monthe prior to the date of this ap
plication; that as to applications for patent 
or inventor’s certificate on said non
common subject matter filed in any country 
foreign to the United States of America 
prior to this application by me or my legal 
representatives or assigns, 
t ] no such applications have been filed,
[ ] such applications have been filed, the 
filing date and country in which the earliest
such application was filed i s ----------------,
and that the filing dates and country of 
filing of every other such foreign applica
tion filed more than twelve months prior to 
the filing of this application is as follows:

I hereby appoint the following attorney(s) 
and/or agents to prosecute this application 
and to transact all business in the Patent 
and Trademark Office connected therewith:
-----*s---- :—  Regis. N o . -----------Telephone
N o.---------- .

Address all correspondence to

I hereby declare that all statements made 
herein of my own knowledge are true and 
that all statements made on information 
and belief are believed to be true; and fur
ther that these statements and the like so 
made are punishable by fine or imprison
ment, or both, under Section 1001 of Title 
18 of the United States Code and that such

willful false statements may jeopardize the 
validity of the application or any patent 
issued thereon.
Inventor’s full name--------------------- ------------
Inventor’s signature-------------------- - Date

Residence — ------------------- -------------------------
Citizenship----------------------------------------------
Post Office Address----------------------------------

Dated: October 10,1978.
D o n a l d  W. B a n n e r , 

Commissioner of 
Patents and Trademarks.

Approved: November 14,1978.
J o r d a n  J. B a r u c h ,

Assistant Secretary for Science 
and Technology.

[PR  Doc. 78-33230 Filed 11-27-78; 8:45 am]

[8320-01-M ]

VETERANS ADMINISTRATION
[38 CFR Part 3]

VETERANS BENEFITS 

Increased Benefits

AG ENCY: Veterans Administration. 
ACTION: Proposed rulemaking. 
SUM M ARY: The Veterans Adminis
tration 4s amending its regulations to 
implement the Veterans’ Disability 
Compensation and Survivors’ Benefits 
Act of 1978, enacted October 18, 1978. 
This law (1) increases the rates of dis
ability compensation and dependency 
and indemnity compensation by ap
proximately 7.3 percent, (2) reduces 
the service-connected degree of dis
ability evaluation needed to be eligible 
to receive additional compensation for 
dependents from 50 percent to 30 per
cent, (3) increases the Medal of Honor 
pension from $100 to $200 monthly,
(4) provides increased compensation 
for certain veterans who have suffered 
service-connected loss or loss of use of 
three extremities, (5) authorizes an in
crease in the rate of dependency and 
indemnity compensation payable to a 
veteran’s surviving spouse who is hou
sebound, (6) increases the compensa
tion payable to certain veterans who 
have suffered service-connected loss or 
loss of use of an extremity and non- 
service-connected loss or loss of use of 
the paired extremity, (7) increases the 
clothing allowance from $203 to $218, 
(8) establishes a new monthly aid and 
attendance rate of $900 for certain 
veterans catastrophically disabled 
from service-connected disability, (9) 
authorizes payment of dependency 
and indemnity compensation rates in 
certain cases when the cause of the 
veteran’s death is non-service-connect
ed, (10) increases from $250 to $300 
the burial allowance payable when the 
cause of a veteran’s death is non-serv
ice-connected and from $800 to $1,100 
(or if greater, the amount payable for 
the funeral and burial expenses of a
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Federal employee who dies as a result 
of an injury sustained in the perform
ance of duty) the burial allowance 
payable when the cause of a veteran’s 
death is service-connected, (11) in
creases the automobile allowance from 
$3,300 to $3,800, and (12) exempts 
from taxation the amount of military 
retired pay equivalent to the amount 
of compensation or pension a former 
service member is found entitled to re
ceive from date of the compensation 
or pension entitlement determination 
to date of waiver of retired pay pro
vided waiver of retired pay is filed 
within 1 year after notification of Vet
erans Administration entitlement. In 
addition to changes implementing the 
new law, certain terms (e.g. “widow or 
widower” to “surviving spouse”) have 
been changed to eliminate gender ref
erences.
DATES: Comments must be received 
on or before December 28, 1978. It is 
proposed to make the increase in the 
Medal of Honor pension effective Jan
uary 1, 1979, and all other changes ef
fective October 1, 1978, as these are 
the effective dates specified in the law, 
designated as Pub. L. 95-479.
ADDRESSES: Send written comments 
to: Administrator of Veterans Affairs 
(271A), Veterans Administration, 810 
Vermont Avenue, NW., Washington,
D.C. 20420. Comments will be availa
ble for inspection at the address 
shown above during normal business 
hours until January 8, 1979.
FOR FURTHER INFO R M ATIO N  
CONTACT:

T. H. Spindle, 202-389-3005.
SUPPLEM ENTAL INFORM ATION: 
The regulation changes needed to im
plement the various rate increases au
thorized by the Veterans’ Disability 
Compensation and Survivors’ Benefits 
Act of 1978, Pub. L. 95-479, require no 
explanation since the only changes 
made are substitution of the new rates 
for the old ones. The reduction in 
degree of service-connected disability 
evaluation from 50 percent to 30 per
cent for a veteran to be eligible to re
ceive additional compensation for de
pendents is also self explanatory.

Explanatory comment is furnished 
for the changes implementing in
creased compensation for loss of three 
extremities, increased dependency and 
indemnity compensation for surviving 
spouses who are housebound, in
creased compensation for loss of 
paired extremities, payment of depen
dency and indemnity compensation 
rates in certain cases based on a non- 
service-cqnnected cause of dea&h, the 
military retired pay tax exemption, 
and the new aid and attendance allow
ance for catastrophically disabled vet
erans.

I ncr eased  C o m p e n s a t io n  fo r  Loss of  
T h r ee  E x t r e m it ie s

Compensation in excess of the 
monthly amount of compensation pay
able for total disability ($809) is au
thorized under 38 U.S.C. 314 (1) 
through (o) for certain seriously dis
abled veterans. For example, under 
Section 314(1) a veteran who has suf
fered service-connected anatomical 
loss or loss of use of both hands is en
titled to $1,005 monthly. Under Sec
tion 314(m) a veteran who has suf
fered service-connected anatomical 
loss or loss of use of two extremities at 
a level, or with complications, prevent
ing natural elbow or knee action with 
prosthesis in place, is entitled to 
$1,107 monthly.

Under Section 314(p) a veteran 
whose service-connected disabilities 
exceed the requirements for a rate 
prescribed under Sections 314 (1) 
through (n ) but are not severe enough 
to qualify for the next higher rate, 
may receive an intermediate rate sub
ject to a monthly maximum of $1,408. 
For example, if a veteran entitled 
under Section 314(1) for loss of use of 
both hands has also suffered perma
nent service-connected disability inde
pendently ratable at 50 percent or 
more, he or she would be entitled to 
the intermediate rate between Section 
314(1) and Section 314(m) under 38 
CFR 3.350(f)(3). (The intermediate 
rates and intermediate rate criteria 
are provided by regulation. See 38 
CFR 3.350(f)). The Section 314(1) rate 
is $1,005 and the Section 314(m) rate is 
$1,107. The intermediate rate between 
them is $1,056.

Pub. L. 95-479 amends 38 U.S.C. 
314(p) to provide that a veteran who 
has suffered loss or loss of use of three 
extremities shall be entitled to the 
next higher rate (either statutory or 
intermediate) not to exceed $1,408. In 
applying this provision an eligible vet
eran will first be rated without regard 
to this provision and then, pursuant to 
this provision, will have his or her 
compensation rate increased to the 
next higher rate without any loss of 
entitlement under 38 U.S.C. 314(k). 
(Under 38 U.S.C. 314(k) special month
ly compensation of $56 is payable for 
loss or loss of use of certain extrem
ities and organs).

The following example illustrates 
application of the three extremity pro
vision of Pub. L. 95-479.

A veteran has suffered service-connected 
loss or loss of use of two hands and one foot. 
Loss or loss of use of one hand and one foot 
entitles the veteran to compensation at the 
rate authorized by 38 U.S.C. 314(1). Loss of 
the other hand, which is at least 60 percent 
disabling affords entitlement to the next 
higher rate under 38 CFR 3.350(f)(3) which 
is the intermediate rate between 38 U.S.C. 
314(1) and 314(m). Application of the three 
extremity provision increases the veteran’s

compensation to the rate provided under 38 
U.S.C. 314(m).

The addition of § 3.350(f)(5) imple
ments this change.

H o u s e b o u n d  R ate  for  S u r v iv in g
S p o u s e s  i n  R e c e ip t  o f  D e p e n d e n c y
a n d  I n d e m n it y  C o m p e n s a t io n

Prior to the enactment of Pub. L. 
95-479 housebound benefits were pro
vided only to veterans in receipt of dis
ability compensation or pension. Pub.
L. 95-479 amends 38 U.S.C. 411 to pro
vide that the monthly dependency and 
indemnity compensation payable to a 
surviving spouse shall be increased by 
$45 if the surviving spouse is, by 
reason of disability, permanently hou
sebound but does not qualify for the 
higher aid and attendance allowance. 
The housebound requirement is met 
when the surviving spouse is substan
tially confined to his or her home or if 
institutionalized, the ward or clinical 
areas.

The amendments to §§3.5 and 3.351 
implement this benefit.

I ncr eased  C o m p e n s a t io n  for  Loss of  
P a ir e d  E x t r e m it ie s

Pub. L. 95-479 authorizes increased 
compensation of $175 monthy to cer
tain veterans who have suffered serv
ice-connected loss or loss of use of one 
extremity and non-service-connected 
loss or loss of use of the paired ex
tremity. To qualify for the increase 
the service-connected extremity loss 
must be rated at 40 percent or more 
disabling and the non-service-connect- 
ed extremity loss must also be 40 per
cent or more disabling under the same 
rating criteria that would apply if the 
non-service-connected loss was service 
connected.

This increase is limited to veterans 
in receipt of compensation not in 
excess of the 90 percent rate (38 
U.S.C. 314(i)) and who are also receiv
ing special monthy compensation 
under 38 U.S.C. 314(k). In addition, 
this increase is not payable after the 
veteraiureceives any money or proper
ty in settlement of a cause of action 
for the non-service-connected extrem
ity loss until the amount of the in
crease that would have been payable 
but for this provision equals the 
amount of money and the fair market 
value of any property received in set
tlement of the cause of action. Social 
Security . benefits and Workmen’s 
Compensation are not subject to re
coupment under this provision.

The addition of §3.384 implements 
the paired extremity provision.

P a y m e n t  o f  DIC  R ates  B ased  o n  N o n -
S e r v ic e -C o n n e c t e d  C a u s e  o f  D e a t h

Dependency and indemnity compen
sation (D IC ) authorized by chapter 13, 
of title 38, United States Code, is a

FEDERAL REGISTER, V O L  43, NO. 229— TUESDAY, NOVEMBER 28, 1978



55422 PROPOSED RULES

monthly payment made by the Veter
ans Administration based on a service- 
connected cause of death to deceased 
veteran’s surviving spouse or children 
and parents. The rates of DIC payable 
to a veteran’s surviving spouse and 
children are greater than the rates of 
death pension payable to the surviving 
spouse and children of a veteran who 
dies of non-service-connected causes. 
In addition, unlike death pension, D IC  
is paid to a surviving spouse and chil
dren without regard to their income or 
net worth.

Pub. L. 95-479 provides that the sur
viving spouse and children of certain 
veterans who die from non-service-con
nected causes may receive D IC  rates in 
the same manner as if cause of death 
is service connected. No benefits, how
ever, are payable if the cause of the 
veteran’s death is due to his or her 
own willful misconduct. For a spouse 
or child to receive benefits in the same 
manner as if cause of death is service 
connected the veteran must have been 
receiving (or but for the receipt of 
rhilitary retired pay was entitled to re
ceive) compensation at time of death 
for service-connected disablement that 
either was continuously rated totally 
disabling for a period of 10 or more 
years immediately preceding death, or 
was continously rated totally disabling 
from date or discharge from active 
duty until death for a minimum period 
of 5 years. Both schedular and unem
ployability ratings meet the total dis
ability rating requirment. A  surviving 
spouse must have been married to the 
veteran for not less than 2 years im
mediately preceding the veteran’s 
death to qualify for benefits in the 
same manner as if the veteran’s death 
is service connected.

No benefits are payable to a surviv
ing spouse or child after the surviving 
spouse or child receives any money or 
property in settlement of a cause of 
action for the veteran’s death until 
after the amount of the benefit that 
would be payable but for this provi
sion equals the amount of money and 
the fair market value of any property, 
received in settlement of the cause of 
action. Social Security benefits and 
Workmen’s Compensation are not sub
ject to recoupment under this provi
sion since offsets are limited to recov
eries from judicial proceedings or set
tlements of causes of action for dam
ages.

The addition of § 3.22 and amend
ment of § 3.54 implement this new 
benefit.

R et ir e d  P a y  T a x a t io n  E x e m p t io n

Veterans Administration compensa
tion and pension is not subject to tax
ation. Military retired pay based on 
longevity is taxable.

Many persons entitled to military re
tired pay are also entitled to Veterans

Administration compensation as a 
result of service-connected disability. 
The law does not permit concurrent 
payment of these benefits. A  military 
retiree must, therefore, waive an 
equivalent portion of retired pay to re
ceive Veterans Administration com
pensation (or all of his or her retired 
pay if the amount of compensation 
payable exceeds the amount of mili
tary retired pay payable).

When the Veterans Administration 
receives a claim from a person in re
ceipt of military retired pay, benefits 
are not awarded until the date waiver 
of retired pay is effective. Considering 
the time to develop the claim and re
ceive and process the waiver, several 
months can elapse between the date a 
person is first potentially entitled to 
Veterans Administration benefits and 
the date Veterans Administration 
benefits are actually received by the 
claimant.

The Internal Revenue Service had at 
one time taken the position that a 
person could not exclude from taxable 
military retired pay income the 
amount of Veterans Administration 
benefits that would have been paid 
but for the delay in receipt of a waiver 
from date of entitlement until date 
waiver is effective. Pub. L. 95-479 now 
permits this exclusion from taxable 
income provided waiver is filed within 
1 year from date of Veterans Adminis
tration entitlement notification.

The Veterans Administration has no 
jurisdiction over tax law and, there
fore, no Veterans Administration regu
lation changes are necessary to imple
ment this provision of Pub. L. 95-479.

H ig h  L e v e l  o f  C are  A id  a n d  
A t t e n d a n c e  A l l o w a n c e

Pub. L. 95-479 provides that if a vet
eran entitled to the regular aid and at
tendance allowance under 38 U.S.C. 
314(r) is in need of a higher level of 
care and the Veterans Administration 
finds that but for the provision of 
such care the veteran would require 
hospitalization, nursing home care, or 
other residential institutional care, 
the veteran shall receive $900 per 
month allowance in lieu of the regular 
aid and attendance allowance. Under 
this provision, a need for a higher 
level of care would be considered a 
need for personal health care services 
provided on a daily basis in the veter
an’s home by a person who either is li
censed to provide such services or who 
the Veterans Administration finds is 
providing such services under the reg
ular supervision of a licensed health 
care professional.

The factors considered in determin
ing whether a disabled veteran is in 
the need or regular aid and attendance 
under current law are specified in 38 
CFR 3.352(a). They include, among 
others, the inability to dress or un

dress oneself; keep ordinarily clean 
and presentable; feed oneself; attend 
to the wants of nature; or to protect 
oneself from the hazards or dangers 
incident to one’s daily environment. 
Individuals providing assistance to a 
veteran for these necessities ordinarily 
need not possess any specific health 
care skills.

It is recognized, however, that the 
health care needs of certain of the 
more seriously disabled veterans are 
such that higher levels of skill are re
quired of those giving them aid and at
tendance, and that, in such cases, the 
costs of necessary aid and attendance 
are extraordinarily high. Therefore, 
the higher aid and attendance allow
ance will be paid to those whose need 
for such assistance extends beyond 
that for which the current rate is ade
quate. It is intended that entitlement 
to the higher rate be limited to those 
who, in addition to meeting the re
quirements for aid and attendance 
under 38 CFR 3.352(a), have a demon
strable need for and regularly receive 
the services of a licensed health care 
professional (such as a doctor of medi
cine or osteopathy, a registered or li
censed practical nurse, or a physical 
thereapist) or an individual perform
ing skilled health care services under 
the regular supervision of a licensed 
professional, and who, but for the as
sistance of such person, would be insti
tutionalized.

Examples of qualifying skilled 
health care services for this purpose 
include, but are not limited to, physi
cal therapy, administration of injec
tions, placement of indwelling cath
eters, and the changing of sterile 
dressing, or like function which are re
quired on a regular basis and which re
quire professional health care training 
or the regular supervision of a trained 
health care professional to perform. 
The need for such care is to be deter
mined by a physician employed by the 
Veterans Administration, or in areas 
where no such physician is available, 
after examination by a physician re
tained under a contract or fee arrange
ment.

Ordinarily, the laws governing veter
ans’ benefits are liberally construed 
but in this instance it is the expressed 
will of Congress that this provision be 
strictly construed by the Veterans Ad
ministration and that the higher al
lowance be granted only when the 
need is clearly established and the 
amount of services required by the 
veteran each day is substantial.

The amendment of §§ 3.350 and 3.552 
implements the new high level of care 
aid and attendance allowance.

A d d it io n a l  C o m m e n t  I n f o r m a t io n

Interested persons are invited to 
submit written comments, suggestions, 
or objections regarding the proposal to
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the Administrator of Veterans’ Affairs 
(271A), Veterans Administration, 810 
Vermont Avenue, NW ., Washington, 
DC 20420. All written comments re
ceived will be available for public in
spection at the above address only be
tween the hours of 8 am and 4:30 pm 
Monday through Friday (except holi
days) until January 8, 1979. Any 
person visiting Central Office for the 
purpose of inspecting any such com
ments will be received by the Central 
Office Veterans Services Unit in room 
132. Such visitors to any VA  field sta
tion will be informed that the records 
are available for inspection only in 
Central Office and furnished the ad
dress and the above room number.

Approved: November 20, 1978.
By direction of the Administrator.

J o h n  J. L effle r , 
Associate Deputy Administrator.

§ 3.3 [Amended]
1. Section 3.3 is amended by deleting 

the words “widow, widower” and in
serting “surviving spouse” in the first 
and second sentences of paragraph
(d)(3).

2. Section 3.4* is amended as follows:
(a) By deleting the words, “widow, 

widower” and inserting “surviving 
spouse”.

(1) In the first sentence of para
graph (a);

(2) In the introductory portion of 
paragraph (c) preceding subparagraph
( 1 ) .

(b ) By revising paragraph (b )(2 ) to 
read as follows:

§ 3.4 Compensation.

* *  * * *

(b ) Disability compensation. * * *
(2) An additional amount of compen

sation may be payable for a spouse, 
child, and/or dependent parent where 
a veteran is entitled to compensation 
based on disability evaluated as 30 per- 
centum of more disabling. (38 U.S.C. 
315)

*  *  *  *  *

3. In § 3.5, paragraph (a), the intro
ductory portion of paragraph (b ) pre
ceding subparagraph (1) and para
graphs (d ) and (e) are revised to read 
as follows:

§ 3.5 Dependency and indemnity compen
sation.

(a ) “Dependency and indemnity
compensation.” This term means a 
monthly payment made by the Veter
ans’ Administration to a surviving 
spouse, child, or parent:

(1) Because of a service-connected 
death occurring after December 31, 
1956, or

(2) Pursuant to the election of a sur
viving spouse, child, or parent, in the 
case of such a death occurring before 
January 1,1957. <38 U.S.C. 101 (14))

(b ) Entitlement Basic entitlement 
for a surviving spouse, child or chil
dren, and parent or parents of veteran 
exists, if:

♦ * * * *

(d ) Group life insurance. No depen
dency and indemnity compensation or 
death compensation shall be paid to 
any surviving spouse, child or parent 
based on the death of a commissioned 
offier of the Public Health Service, 
the Coast and Geodetic Survey, the 
Environmental Science Services Ad
ministration, or the National Oceanic 
and Atomspheric Administration oc
curring on or after May 1, 1957, if any 
amounts are payable under the Feder
al Employees’ Group Life Insurance 
Act of 1954 (Pub. L. 598, 83d Cong., as 
amended) based on the same death. 
(Sec. 501(c)(2), Pub. L. 881, 84th Cong. 
(70 Stat. 857), as amended by Sec. 
13(u), Pub. L. 85-857; (72 Stat. 1266); 
Sec. 5, Pub. L. 91-621 (84 Stat. 1863))

(e) Surviving spouse’s rate. (1) The 
monthly rate of dependency and in
demnity compensation for a surviving 
spouse is based on the “pay grade” of 
the veteran. This rate is subject to in
crease as provided in paragraph (e)(3 ) 
and (4) of this section. (38 U.S.C. 
411(a))

(2) The Secretary of the concerned 
service department will certify the 
“pay grade” of the veteran and the 
certification will be binding on the 
Veterans Administration. (38 U.S.C. 
421)

(3) If  there is a surviving spouse 
with one or more children under the 
age of 18 (including a child not in the 
surviving spouse’s actual or construc
tive custody and a child who is in 
active military, air, or naval service), 
the total amount payable shall be in
creased by the amount set forth in 38 
U.S.C. 411(b) for each child.

(4) If the surviving spouse is deter
mined to be in need of aid and attend
ance under the criteria in § 3.352 or is 
a patient in a nursing home, the total 
amount payable shall be increased by 
the amount set forth in 38 U.S.C. 
411(c). If the surviving spouse does not 
qualify for the aid and attendance al
lowance but is housebound under the 
criteria in § 3.351(f), the total amount 
payable shall be increased by the 
amount set forth in 38 U.S.C. 411(d).

4. Section 3.20 is revised to read fol
lows:

§ 3.20 Surviving spouse’s benefit for 
month of veteran’s death.

Where the veteran died on or after 
December 1, 1962, the rate of death 
pension, death compensation or depen

dency and indemnity compensation 
otherwise payable for the surviving 
spouse for the month in which the 
death occurred shall be not less than 
the amount of pension or compensa
tion which would have been payable to 
or for the veteran for that month but 
for his or her death. (38 U.S.C. 3110)

5. Section 3.22 and a cross reference 
are added to read as follows:

§ 3.22 Benefits payable as if cause of 
death is service connected.

(a ) Entitlement criteria. Benefits au
thorized by chapter 13 of title 38, 
United States Code shall be paid to a 
deceased veteran’s surviving spouse 
(See § 3.54(c)(2)) or children in the 
same mariner as if the cause of the 
veteran’s death is service connected 
when the following conditions are met:

(1) The veteran’s death was not 
caused by his or her own willful mis
conduct; and

(2) The veteran was in receipt of (or 
but for the receipt of military retired 
pay was entitled to receive) compensa
tion at time of death for service-con
nected disablement that either:

(i) Was continuously rated totally 
disabling by a schedular or unem
ployability rating for a period of 10 or 
more years immediately preceding 
death; or

(ii) Was continuously rated totally 
disabling by a schedular or unem
ployability rating from the date of the 
veteran’s discharge or release from 
active duty for a period of not less 
than 5 years immediately preceding 
death.

(b ) Effect of judgment or settlement. 
If a surviving spouse or child eligible 
for benefits under paragraph (a ) of 
this section receives any money or 
property pursuant to a judicial pro
ceeding based upon, or a settlement or 
compromise of, any cause of action or 
other right or recovery for damages 
for the death of the veteran, benefits 
payable under paragraph (a ) of this 
section shall not be paid for any 
month following the month in which 
such money or property is received 
until the amount of benefits that 
would otherwise have been payable 
under paragraph (a ) of this section 
equals the amount of money received 
or the fair market value of the proper
ty received.

(c) Relationship to survivor benefit 
plan. For the purpose of 10 U.S.C. 
1448(d) and 1450(c) eligibility for 
benefits under paragraph (a ) of this 
section shall be deemed eligible for de
pendency and indemnity compensa
tion under 38 U.S.C. 411(a). (38 U.S.C. 
410(b))

Cross Reference: Marriage dates. See 
§ 3.54.

6. Section 3.54 is amended as follows:
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(a ) By deleting the words “widow’s 
or widower’s” and inserting “surviving 
spouse’s” in the first sentence of para
graph (d).

(b ) By deleting “widow or widower” 
and inserting “surviving spouse” in 
paragraph (e).

(c) By revising the introductory por
tion of paragraph (b ) preceding sub- 
paragraph (1) and paragraph (c) to 
read as follows:

§ 3.54 Marriage dates.

* * *  *  *

(b ) Compensation. Death compensa
tion may be paid to a surviving spouse 
who, with respect to date of marriage, 
could have qualified as a surviving 
spouse for death compensation under 
any law administered by the Veterans 
Administration in effect on December 
31, 1957, or who was married to the 
veteran:

* * * * *

(c) Dependency and indemnity com
pensation. (1) Dependency and indem
nity compensation payable under 38 
U.S.C. 410(a) may be paid to the sur
viving spouse of a veteran who died on 
or after January 1, 1957, who was mar
ried to the veteran:

(1) Before the expiration of 15 years 
after the termination of the period of 
service in which the injury or disease 
causing the death of the veteran was 
incurred or aggravated, or

(ii) For 1 year or more, or
(iii) For any period of time if a child 

was born of the marriage, or was born 
to them before the marriage. (38 
U.S.C. 404)

(2) In order for a surviving spouse to 
be entitled to benefits under chapter 
13 of title 38, United States Code, in 
the same manner as if the cause of 
death is service connected, the mar
riage to the veteran shall have been 
for a period of not less than 2 years 
immediately preceding the date of the 
veteran’s death. (See §3.22) The birth 
of a child does not change this re
quirement. (38 U.S.C. 410(b))

7. In § 3.55, the introductory portion 
of paragraph (a ) preceding subpara
graph (1) and paragraphs (b), (c) and
(d) are revised as follows:

§ 3.55 Terminated marital relationships.
(a ) Remarriage of a surviving spouse 

or marriage of a child shall not bar 
the furnishing of benefits to such sur
viving spouse or to or on account of 
such child, if the marriage

* * * * *

(b ) On and after January 1, 1971, re
marriage of a surviving spouse shall 
not bar the furnishing of benefits to 
such surviying spouse if the marriage

(1) Has been terminated by death, or
(2) Has been dissolved by a court 

with basic authority to render divorce 
decrees unless the Veterans Adminis
tration determines that the divorce 
was secured through fraud by the sur
viving spouse or by collusion.

(c) On and after January 1,1971, the 
fact that a surviving spouse has lived 
with another person and has held her
self (himself) out openly to the public 
as the spouse of such other person 
shall not bar the furnishing of bene
fits to her (him) after she (he) termi
nates the relationship.

(d ) On and after January 1, 1971, 
the fact that benefits to surviving 
spouse may previously have been 
barred because her (his) conduct or a 
relationship into which she (he) had 
entered had raised an inference or pre
sumption that she (he) had remarried 
or had been determined to be open 
and notorious adulterous cohabitation, 
or similar conduct, shall not bar the 
furnishing of benefits to such surviv
ing spouse after she (he) terminates 
the conduct or relationship.

♦ * * * *'

8. In §3.350, paragraphs (a ) (intro
ductory portion preceding subpara
graph (D), (f)(1) (i) and (iii) and (2) (i) 
and (iii) and (h ) are revised and para
graph (f)(5 ) is added so that the added 
and revised material reads as follows:

§ 3.350 Special monthly compensation rat
ings.

The rates of special monthly com
pensation stated in this section are 
those provided under 38 U.S.C. 314.

(a ) Ratings under 38 U.S.C. 314Uc). 
Special monthly compensation under 
38 U.S.C. 314(k) is payable for each 
anatomical loss or loss of use of one 
hand, one foot, both buttocks, one or 
more creative organs, blindness of one 
eye having only light perception, deaf
ness of both ears, having absence of 
air and bone conduction, or complete 
organic aphonia with constant inabil
ity to communicate by speech. This 
special compensation is payable in ad
dition to the basic rate of compensa
tion otherwise payable on the basis of 
degree of disability, provided that the 
combined rate of compensation does 
not exceed $1,005 monthly when au
thorized in conjunction with any of 
the provisions of 38 U.S.C. 314 (a) 
through (j )  or (s). When there is enti
tlement under 38 U.S.C. 314 (1)
through (n ) or an intermediate rate 
under (p ) such additional allowance is 
payable for each such anatomical loss 
or loss of use existing in addition to 
the requirements for the basic rates: 
Provided, The total does not exceed 
$1,408 per month. The limitations on 
the maximum compensation * payable 
under this paragraph are independent 
of and do not preclude payment of ad

ditional compensation for dependents 
under 38 U.S.C. 315, or the special al
lowance for aid and attendance pro
vided by 38 U.S.C. 314(r)^

* * * * *

(f ) Intermediate or next higher rate; 
38 U.S.C. 314(.p)—(1) Extremities, (i) 
Anatomical loss or loss of use of one 
extremity with the anatomical loss or 
loss of use of another extremity at a 
level or with complications preventing 
natural elbow or knee action with 
prosthesis in place will entitile to the 
rate intermediate between 38 U.S.C. 
314 (1) and (m). The monthly rate is 
$1,050.

♦  *  *  *  *

(iii) Anatomical loss or loss of use of 
extremity at a level preventing natural 
elbow or knee action with prosthesis 
in place with anatomical loss of an
other extremity so near the shoulder 
or hip as to prevent the use of a pros
thetic appliance will entitle to the rate 
intermediate between 38 U.S.C. 314 
(m ) and (n). The monthly rate is 
$1,183.

(2) Eyes, bilateral, and blindness in 
connection with deafness, (i) Blindness 
of one eye with 5/200 visual acuity or 
less and blindness of the other eye 
having only light perception will enti
tle to the rate intermediate between 
38 U.S.C. 314 (1) and (m). The monthly 
rate is $1,056.

*  •  *  *  *

(iii) Blindness of one eye having only 
light perception and anatomical loss, 
or blindness having no light percep
tion accompanied by phthisis bulbi, 
evisceration or other obvious deformi
ty or disfigurement of the eye, will en
title to a rate intermediate between 38 
U.S.C. 314 (m ) and (n). The monthly 
rate is $1,183.

* * * * *

(5) Three extremities. Anatomical 
loss or loss of use, or a combination of 
anatomical loss and loss of use, of 
three extremities shall entitle a veter
an to the next higher rate without 
regard to whether that rate is a statu
tory rate or an intermediate rate. The 
maximum monthly payment under 
this provision may not exceed $1,408. 
(38 U.S.C. 314(p))

♦  *  *  *  *

(h ) Special aid and attendance bene
fit in maximum monthly compensa
tion cases; 38 U.S.C. 314(r). A veteran 
receiving the maximum rate ($1,408) 
of special monthly compensation 
under any provision or combination of 
provisions in 38 U.S.C. 314 who is in 
need of regular aid and attendance or 
high level of care aid and attendance
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is entitled to an additional allowance 
during periods he or she is not hospi
talized at U.S. Government expense. 
(See § 3.552(b)(2) as to continuance 
following admission for hospitaliza
tion.) The regular aid and attendance 
allowance rate is $604; the high level 
of care aid and attendance allowance 
rate is $900 and is in lieu of the regu
lar aid and attendance allowance. De
termination of this need is subject to 
the criteria of § 3.352. The regular or 
high level of care aid and attendance 
allowance is payable whether or not 
the need for regular aid and attend
ance or high level of care aid and at
tendance was a partial basis for enti
tlement to the maximum $1,408 rate, 
or was based on an independent factu
al determination.

*  *  >  *  *

9. In §3.351, paragraph (a ) and the 
introductory portion of paragraph (c) 
preceding subparagraph ( 1 ) are revised 
and paragraph (f ) is added so that the 
revised and added material reads as 
follows:

§ 3.351 Special monthly dependency and 
indemnity compensation, death com
pensation, pension and spouse’s com
pensation ratings.

(a ) Aid and attendance; general. Ad
ditional pension for veterans in need 
of regular aid and attendance is pro
vided for Spanish-American W ar vet
erans (38 U.S.C. 512) and for veterans 
of the Mexican border period, world 
W ar I, World W ar II, the Korean con
flict or the Vietnam era (38 U.S.C. 
521). Additional pension for surviving 
spouses in need of regular aid and at
tendance is provided for surviving 
spouses of veterans of all periods of 
war, including those entitled to pen
sion under the law in effect on June 
30, 1960, based on service in World 
W ar I, World W ar II, or the Korean 
conflict (38 U.S.C. 544). Additional 
compensation is provided for a mar
ried veteran receiving compensation of 
the 30 percent rate or greater whose 
spouse is in need of regular aid and at
tendance. (38 U.S.C. 315(1X1)) Addi
tional dependency and indemnity com
pensation and dealth compensation 
for surviving spouses and for parents 
in need of regular aid and attendance 
is provided for surviving spouses and 
for parents of veterans of all periods 
of service. (38 U.S.C. 322(b); 411(c); 
415(h))

* * * * *

(c) Aid and attendance; criteria. The 
veteran, spouse, surviving spouse, or 
parent will be considered in need of 
regular aid and attendance if he or 
she:

* * * * *

(f ) Housebound; dependency and in
demnity compensation. The monthly 
rate of dependency and indemnity 
compensation payable to a surviving 
spouse who does not qualify for in
creased dependency and indemnity 
compensation under 38 U.S.C. 411(c) 
based on need for regular aid and at
tendance shall be increased by the 
amount specified in 38 U.S.C. 411(d) if 
the surviving spouse is permanently 
housebound by reason of disability. 
The permanently housebound require
ment is met when the surviving spouse 
is substantially confined as a direct 
result of disabilities to his or her home 
(ward or clinical areas, if institutional
ized) or immediate premises by reason 
of disability or disabilities which it is 
reasonably certain will remain 
throughout the surviving spouse’s life
time. (38 U.S.C. 411(d))

10. Immediately following §3.351, 
the cross references are changed to 
read as follows:

Cross References: Basic pension determi
nations. See § 3.314.

Criteria for permanent need for aid 
and attendance and “permanently 
bedridden.” See § 3.352.

11. Section 3.352 is amended as fol
lows:

(a ) By changing the heading of the 
section.

(b ) By changing the heading of para
graph (a).

(c) By adding paragraph (b ) and re
designating paragraph (b ) as para
graph (c) so that the added and redes
ignated material reads as follows:

§ 3.352 Criteria for permanent need for 
aid and attendance and “permanently 
bedridden.”

(a ) Basic criteria for regular aid and 
attendance and permanently bedrid
den. * * *

(b ) Basic criteria for the high level of 
care aid and attendance allowance. (1) 
A veteran is entitled to the high level 
of care aid and attendance allowance 
authorized by § 3.350(h) in lieu of the 
regular aid and attendance allowance 
when all of the following conditions 
are met:

(i) The veteran is entitled to the 
compensation authorized under 38 
U.S.C. 314(o), or the maximum rate of 
compensation authorized under 38 
U.S.C. 314(p).

(ii) The veteran meets the require
ments for entitlement to the regular 
aid and attendance allowance in para
graph (a ) of this section.

(iii) The veteran needs a “higher 
level of care” (as defined in paragraph 
(b)(2 ) of this section) than is required 
to establish entitlement to the regular 
aid and attendance allowance, and in 
the absence of the provision of such 
higher level of care the veteran would 
require hospitalization, nursing home

care, or other residential institutional 
care.

(iv) The veteran’s need for a higher 
level of care than is required to estab
lish entitlement to the regular aid and 
attendance allowance is determined by 
a Veterans Administration physician 
or, in areas where no Veterans Admin
istration physician is available, by a 
physician carrying out such function 
under contract or fee arrangement 
based on an examination by such phy
sician.

(2) Need for a higher level of care 
shall be considered to be need for per
sonal health care services provided on 
a daily basis in the veteran’s home by 
a person who is licensed to provide 
such services or who provides such 
services under the regular supervision 
of a licensed health care professional. 
Personal health care services include 
(but are not limited to) such services 
as physical therapy, administration of 
injections, placement of indwelling 
catheters, and the changing of sterile- 
dressings, or like functions which are 
required on a regular basis and which 
require professional health care train
ing or the regular supervision of a 
trained health care professional to 
perform. A  licensed health care pro
fessional includes (but is not limted 
to) a doctor of medicine or osteopathy, 
a registered nurse, a licensed practical 
nurse, or a physical therapist, and so 
forth, licensed to practice by a State 
or political subdivision thereof. (38 
U.S.C. 314(r)(2))

(c) Attendance by relative. The per
formance of the necessary aid and at
tendance service by a relative of the 
beneficiary or other member of his or 
her household will not prevent the 
granting of the additional allowance.

§ 3.382 [Amended]
12. Section 3.382 is amended as fol

lows:
(a ) By adding the words “or she” 

after the word “he” in the third sen
tence of paragraph (a).

(b ) By deleting the words “his serv
ice support his allegation,” and insert
ing “his or her service support his or 
her allegation,” in the first sentence of 
paragraph (b).

§ 3.383 [Amended]
13. Section 3.383 is amended by 

adding the words “or her” after the 
word “his” in paragraphs (a), (b ) and
(c).

14. Section 3.384 is added to read as 
follows:

§ 3.384 Additional compensation for non
service-connected loss or loss of use o f 
paired extremity.

(a ) General. Subject to the condi
tions in paragraph (b ) and (c) of this 
section a veteran who has service-con
nected loss or loss of use of one ex-
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tremity and non-service-connected loss 
or loss of use of the paired extremity 
is entitled to increased compensation 
in the amount specified in 38 U.S.C. 
314(t).

(b ) Entitlement criteria. (1) The loss 
or loss of use of the service-connected 
extremity is rated at 40 percent or 
more disabling; and

(2) The loss or loss of use of the non
service-connected paired extremity 
would be rated 40 percent or more dis
abling if service connected; and

(3) The loss or loss of use of the non
service-connected extremity is not the. 
result of the veteran’s own willful mis
conduct; and

(4) The veteran is entitled to receive 
compensation at any rate under 38 
U.S.C. 314 (a ) through (i) and special 
monthly compensation under 38 
U.S.C. 314(k).

(c) Effect of judgment or settlement. 
If a veteran receives any money or 
property of. value pursuant to an 
award in a judicial proceeding based 
upon, or a settlement or compromise 
of, any cause of action for damages for 
the loss or loss of use of the non-serv
ice-connected extremity, the increased 
compensation payable by reason of 
this section shall not be paid for any 
month following the month in which 
any such money or property is re
ceived until such time as the total 
amount of the increased compensation 
that would otherwise have been pay
able equals the total of the amout of 
any such money received and the fair 
market value of any such property re
ceived. (38 U.S.C. 314Ct)>

15. In § 3.552, the heading is changed 
and paragraphs (aX l), (bX2> and (g ) 
are revised to read as follows:

§ 3.552 Adjustment of allowance for aid 
and attendance.

(a ) (1) When a veteran is hospital
ized, additional compensation or in
creased pension for aid and attendance 
will be discontinued as provided in 
paragraph (b ) of this section except as 
to disabilities specified in paragraph 
(aX2) of this section.

* * * * *

(b ) * * *
(2) When a veteran is hospitalized at 

the expense of the United States Gov
ernment, the additional aid and at
tendance allowance authorized by 38 
U.S.C. 314(r) (1) or (2) will be discon
tinued effective the last day of the 
month following the month in which 
the veteran is admitted for hospital
ization.

* *  * *  *

(g ) Where a veteran entitled to one 
of the rates under 38 UJS.C. 314 (1), 
(m), or (n ) by reason of anatomical 
losses or losses of use of extremities.

blindness (visual acuity 5/200 or less 
or light perception only), or anatomi
cal loss of both eyes is being paid com
pensation of $1,408 because of entitle
ment to another rate under section 
314(1) on account of need for aid and 
attendance the compensation will be 
reduced while hospitalized to the fol
lowing:

(1) If entitlement is under section 
314(1) and in addition there is need for 
regular aid and attendance for an
other disability, the award during hos
pitalization will be $1,107 since the dis
ability requiring aid and attendance is 
100 percent disabling. (38 U.S.C. 
314(p))

(2) If entitlement is under section 
314(m), $1,258.

(3) If entitlement is under section 
314(n), $1,408 would be continued, 
since the disability previously causing 
the need for regular aid and attend
ance would then be totally disabling 
entitling the veteran to the maximum 
rate under 38 U.S.C. 314(p).

* * * * *

§ 3.556 [Amended]
16. Section 3.556(aXl) is amended by 

deleting the words “wife (husband)” 
and inserting the word “spouse” in the 
second sentence.

17. In §3.802, paragraph (b ) is re
vised to read as follows:

§ 3.802 Medal of Honor.

* * * * *

(b ) An award of special pension of 
$200 monthly (prior to Jan. 1, 1979, 
$100 monthly) will be made as of the 
date of filing of the application with 
the Secretary concerned. The special 
pension will be paid in addition to all 
other payments under laws of the 
United States. However, a person 
awarded more than one Medal of 
Honor may not receive more than one 
special pension. (38 U.S.C. 562)

§3.803 [Amended]
18. Section 3.803 is amended by de

leting "6159” in the citation following 
paragraph (a).

§3.805 [Amended]
19. Section 3.805 is amended by de

leting the words “widows (widowers)” 
and inserting the words “surviving 
spouses” in the heading and in the in
troductory portion preceding para
graph (a).

20. In § 3.808, the introductory por
tion preceding paragraph (a ) is revised 
to read as follows:

§ 3.808 Automobiles or other conveyances; 
certification.

A  certification of eligibility for fi
nancial assistance in the purchase of

one automobile or other conveyance in 
an amount not exceeding $3,800 (in
cluding all State, local, and other 
taxes where such are applicable and 
included in the purchase price) and of 
basic entitlement to necessary adap
tive, equipment will be made where the 
claimant meets the requirements of 
paragraphs (a), (b ) and (c) of this sec
tion.

* * * * *

21. In § 3.1600, paragraphs (a), (c) 
and (g ) are revised to read as follows:

§ 3.1600 Payment of burial expenses of de
ceased veterans.

* * * * *

(a ) Wartime veterans. When a veter
an of any war dies, an amount not to 
exceed $300 ($1,100 if death is service- 
connected) (where entitlement is 
based on §3.8 (c) or (d), at a rate in 
Philippine pesos equivalent to $150 or 
$550 if death is service-connected) is 
payable on the burial and funeral ex
penses and transportation of the body 
to the place of burial, if otherwise en
titled within the further provisions of 
§§ 3.1600 through 3.1611. For this pur
pose the period of any war is as de
fined in § 3.2, except that World W ar I 
extends only from April 6, 1917, 
through November 11, 1918, or if the 
veteran served with the United States 
military forces in Russia, through 
April 1, 1920. (38 U.S.C. 902; 907; 
107(a))

* * * * *

(c) Death while properly hospital
ized. If a person dies while properly 
hospitalized by the Veterans Adminis
tration, there is payable an allowance 
not to exceed $300 ($1,100 if he or she 
died of a service-connected disability) 
for the actual cost of funeral and 
burial, and an additional amount for 
transportation of the body to the 
place of burial. See § 3.1605. (38 U.S.C. 
903; 907)

* * * * *

Transportation expenses for burial 
in national cemetery. Where a veteran 
dies as the result of a service-connect
ed disability, or at the time of death 
was in receipt of disability compensa
tion (or but for the receipt of military 
retired pay or non-service-connected 
disability pension would have been en
titled to disability compensation at 
time of death) there is payable, in ad
dition to the burial allowance (either 
$300 or $1,100 if cause of death was 
service connected), an additional 
amount for payment of the cost of 
transporting the body to a national 
cemetery for burial. This amount may 
not exceed the cost of transporting
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the body from the veteran’s place of 
death to the national cemetery near
est the veteran’s last place of resi
dence in which burial space is availa
ble. The amounts payable under this 
paragraph are subject to the limita
tions set forth in §§ 3.1604 and 3.1606.

22. In §3.1601, paragraph (a ) ( l ) ( i )  is 
revised to read as follows:

§ 3.1601 Claims and evidence.
(a ) Claims. * * *
(1) Claims for burial allowance may 

be executed by;
(1) The funeral director, if entire bill 

or any balance is unpaid (if unpaid bill 
is under $300 only amount of unpaid 
balance will be payable to the funeral 
director); or

*  *  *  * *

23. In § 3.1604, the introductory por
tion of paragraph (a ) preceding sub- 
paragraph (1) and paragraph (b)(2 ) 
are revised to read as follows:

§ 3.1604 Payments from non-Veterans Ad
ministration sources.

(a ) Contributions or payments by 
public or private organisations. When  
contributions or payments on the 
burial expenses have been made by a 
State, any agency or political subdivi
sion of the United States or of a State, 
or the employer of the deceased veter
an only the difference between the 
entire burial expenses and the amount 
paid thereon by any of these agencies 
or organizations, not to exceed $300 
($1,100 if death was service connect
ed), will be authorized. Contributions 
or payments by any other public or 
private organization such as a lodge, 
union, fraternal of beneficial organiza
tion, society, burial association or in
surance company, will bar payment of 
the burial allowance if such allowance 
would revert to the funds of such or
ganization or would discharge such orr 
ganization’s obligation without pay
ment.

*  *  * *  *

(b ) Payment by Federal agency. * * *
(2) A  provision in any Federal law or 

regulation permitting the application 
of funds due or accrued to the credit 
of the deceased toward the expenses 
of funeral, transportation and intern
ment (such as Social Security bene
fits), as distinguished from a provision 
specifically prescribing a definite al
lowance for such purpose, will not bar 
payment of the burial allowance. In 
such cases only the difference between 
the total, burial expense and the 
amount paid thereon under such pro
vision, not to exceed $300 will be au
thorized.

* * * * *

§3.1605 [Amended]
24. Section 3.1605 is amended by 

adding the words "or she’’ after the 
word “he” in the first sentence of the 
introductory portion preceding para
graph (a). *
[FR Doc. 78-33275 Filed 11-27-78; 8:45 am]

[6560-01-M ]
ENVIRONMENTAL PROTECTION 

AGENCY

[40 CFR Part 65]

[FRL 1014-2]

STATE AND FEDERAL ADMINISTRATIVE 
ORDERS PERMITTING A  DELAY IN COMPLI
ANCE WITH STATE IMPLEMENTATION PLAN 
REQUIREMENTS

Withdrawal of a Proposed Disapproval of an 
Administrative Order Issued by Illinois Envi
ronmental Protection Agency to Central Illi
nois Public Service Company

AG ENCY: U.S. Environmental Protec
tion Agency.
ACTION: Withdrawal of Proposed 
Disapproval.
SUM M ARY: U.S. EPA  is withdrawing 
its proposed disapproval of an Admin
istrative Order issued by the Illinois 
Environmental Protection Agency to 
Central Illinois Public Service Compa
ny. The proposed disapproval was pub
lished in the F ederal R egister on 
May 10,1978.

This action is being taken in re
sponse to the comment published 
below.
FO R  FUR TH ER  IN FO R M A TIO N  
CONTACT:

Bertram Frey, Attorney, Enforce
ment Division, U.S. Environmental 
Protection Agency, 230 South Dear
born Street, Chicago, Illinois, 60604 
312-353-2082.

SU PPLEM EN TAR Y  INFO R M ATIO N : 
The notice invited public comment on 
the proposed disapproval. Two com
ments were received. Central Illinois 
Public Service Company sent a com
ment to U.S. EPA  on June 7, 1978. The 
U.S. EPA  responded to this comment 
in a letter on August 8, 1978. The 
second comment received from the Il
linois Environmental Protection 
Agency (IEPA ), is shown below.
Re EPA Proposed Disapproval of Delayed 
Compliance Order for Central Public Serv
ice, 43 FR 20022, May 10,1978.

Dear Mr. McDonald: In response to re
quest for written comments appearing in 
Notice in Federal R egister Vol. 43, No. 91, 
dated Wednesday, may 10, 1978, the Illinois 
Environmental Protection Agency (herein
after referred to as the "Agency”) has the 
following comments to make:

1. The Agency was aware of the deficien
cies of Illinois Pollution Control Board

Order PCB 77-145 (hereinafter referred to 
as the “Order”) in respect to variance grant
ed to Central Illinois Public Service Compa
ny Newton Unit I  (hereinafter referred to as 
the “Petitioner”) in that the Order granted 
a variance for final compliance later than 
July 1, 1979, as allowed by Section
113(d)(1)(D) of the Clean Air Act as amend
ed (42 U.S.C. Section 7413(d)(lXD) herein
after referred to as the “Act”). The Agency 
was also aware that the Order failed to 
notify the Petitioner that it would be re
quired to pay penalties under the provisons 
of Section 120 of the Act if the Petitioner 
failed to achieve final compliance by July 1, 
1979, also that the Order failed to require 
compliance with applicable interim require
ments as provided by paragraph (6) and (7) 
of Section 113(d) of the Act, and contained 
no requirement for emission monitoring and 
reports contrary to the provisions of Section 
113(d) of the Act.

2. Because of the deficiencies referred to 
in comment 1 above, the Agency was mind
ful that a Delayed Compliance Order would 
probably not be approved by the Adminis
trator as an addition to the Illinois State 
Implementation Plan under the provisions 
of Section 110 of the Act. Therefore, the 
Agency as the official State authority, 
under the provisions of Section 4m of the Il
linois Environmental Protection Agency 
Act, designated to submit State implementa
tion Plans or their revisions to the Adminis
trator for approval, did not do so for the 
reasons stated above.

3. The Board’s Order in this instance is a 
shield against State Prosecution of the Peti
tioner for violations of Section 9(b) of the 
Illinois Environmental Act or regulation 
204(a)(1) of the Illinois Air Pollution Con
trol Regulations, although such Order was 
deficient under the provisions of the Clean 
Air Act.

The U.S. EPA  finds the IE PA ’s point 
well taken. Since the IEPA  has not 
made an official submittal of the 
Order in question for U.S. EPA  ap
proval, the U.S. EPA  is withdrawing 
its proposed disapproval.

Dated: November 14, 1978.

Jo h n  M cG u ir e , 
Regional Administrator.

[FR Doc. 78-33095 Filed 11-27-78; 8:45 am]

[6560-01-M ]

[40 CFR Part 65]

[FRL 1014-4; Docket No. DCO-78-28]

STATE AND FEDERAL ADMINISTRATIVE 
ORDERS PERMITTING A  DELAY IN COMPLI
ANCE WITH STATE IMPLEMENTATION PLAN 
REQUIREMENTS

Proposed Approval of a Delayed Compliance 
Order Issued by the Knox County Depart
ment of Air Pollution Control to Tamlco As
phalt Products Co., Knoxville, Tenn.

AG ENCY: Environmental Protection
Agency.
ACTION: Proposed Rule.
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SUM M ARY: EPA proposed to approve 
a delayed compliance order issued by 
the Knox County Department of Air 
Pollution Control to Tamko Asphalt 
Products Company located in Knox
ville, Tennessee. The delayed compli
ance order requires the Tamko As
phalt Company to bring air emissions 
from their coal fired boilers in Knox
ville, Tennessee into compliance with 
applicable regulations contained in the 
Tennessee State Implementation Plan 
(S IP ) by June 1, 1979. Because the 
order has been issued to a major 
source and permits a delay in compli
ance with the provisions of the SIP, it 
must be approved by EPA  before it be
comes effective as a delayed compli
ance order under the Clean Air Act 
(the Act). If  aproved by EPA, the 
order will constitute an addition to the 
SIP. In addition, a source in compli
ance with an approved order may not 
be sued under the federal enforcement 
or citizen suit provisions of the Act for 
violations of .the S IP  regulations cov
ered by the order. The purpose of this 
notice is to invite public comment on 
E PA ’s proposed approval of the order 
as a delayed compliance order.
DATE: Written comments must be re
ceived on or before December 28, 1978.
ADDRESSES: Comments should be 
submitted to Director, Enforcement 
Division, EPA, Region IV, 345 Court- 
land Street, N.E., Atlanta, Georgia 
30308. The State order, supporting 
material, and public comments re
ceived in response to this notice may 
be inspected and copied (for appropri
ate charges) at this address during 
normal business hours.
FOR  FUR TH ER  INFO R M ATIO N  
CONTACT:

Mr. Bert Cole, U.S. Environmental
Protection Agency, 354 Courtland
Street, N.E., Atlanta, Georgia 30308,
telephone 404-881-4298.

SUPPLEM ENTAR Y  INFO RM ATIO N : 
Tamko Asphalt Products Company op
erates a roof felt manufacturing facili
ty in Knoxville, Tennessee. The order 
under consideration addresses emis
sions from the coal fired boilers which 
are subject to sections 17.0 and 41.0 of 
the Knox County Air Pollution Con
trol Regulations. These regulations 
limit visible emissions and particulate 
emissions from the coal fired boiler 
stack and are part of the federally-ap
proved Tennessee State Implementa
tion Plan. The order requires final 
compliance with the regulations by 
June 1, 1979, through the implementa
tion of the following schedule for the 
construction or installation of control 
equipment:

1. July 15, 1978: Evaluate all options 
for achieving and maintaining compli
ance, and determine specific method

to be employed. Options include, but 
are not limited to the following:

a. Purchase and installation of pollu
tion control equipment for coal-fired 
boilers.

b. Substitution of wood industry by
products (e.g., “Woodex”) for coal.

c. Conversion of present coal-fired 
boiler to oil firing.

d. Abandon present coal-fired boilers 
and purchase new package boiler units 
capable of meeting referenced regula
tions.

2. September 1, 1978: Issue purchase 
order for any equipment attendant to 
the control option selected.

3. March 1,1979: Initiate on-site con
struction as appropriate to control 
option selected.

4. June 1, 1979: Complete perform
ance testing and achieve compliance 
with all applicable particulate and visi
ble emission limiting regulations, and 
certify such compliance to Knox 
County Department of Air Pollution 
Control and EPA.

Interim limits for Tamko Asphalt 
Products Company require that the 
visible emission be limited to 20% 
equivalent opacity or less and that the 
mass particulate emission rate be re
duced to 14 pounds per hour or less 
prior to the attainment of the last mi
lestone.

Because this order has been issued 
to a major source of visible and partic
ulate emissions and permits a delay in 
compliance with the applicable regula
tion, it must be approved by EPA  
before becoming effective as a delayed 
compliance order under Section 113(d) 
of the Clean Air Act (the Act). EPA  
may approve the order only if it satis
fies the appropriate requirements of 
this subsection. EPA  has tentatively 
determined that the order satisfies 
these requirements.

If  the order is approved by EPA, 
source compliance with its terms 
would preclude federal enforcement 
action under Section 113 of the Act 
against the source for violations of the 
regulations covered by the order 
during the period the order is in 
effect. Enforcement against the source 
under the citizen suit provision of the 
Act (Section 304) would be similarly 
precluded. I f  approved, the order 
would also constitute an addition to 
the Tennessee SIP. Compliance with 
the proposed order will not exempt 
the company from complying with ap
plicable requirements contained in any 
subsequent revisions to the S IP  which 
are approved by EPA.

A ll interested persons are invited to 
submit written comments on the pro
posed order. Written comments re
ceived by the date specified above will 
be considered in determining whether 
EPA  may approve the order. After the 
public comment period, the Adminis
trator of EPA  will publish in the F ed

eral R egister the Agency's final 
action on the order in 40 CFR Part 85.
(42 U.S.C. 7413, 7601.)

Dated: November 17,1978.
Jo h n  A. L ittle ,

Acting Regional Administrator, 
Region IV.

CFR Doc. 78-33246 Filed 11-27-78; 8:45 am]

[6712-01-M ]
FEDERAL COMMUNICATIONS  

COMMISSION

[47 CFR Part 73]

[Docket No. 20954; RM-2684; RM-2772; 
RM-2982]

FM BROADCAST STATION IN STAUNTON, VA.

Order Extending Time for Filing Comments and 
Reply Comments

AG ENCY: Federal Communications 
Commission.
ACTION: Order.
SUM M ARY: Action taken herein ex
tends the time for filing comments 
and reply comments in a proceeding 
involving the proposed assignment of 
an FM  channel to Staunton, Virginia. 
Petitioner, W ANV , Inc., states that 
the additional time is needed so that it 
can complete preparation of its com
ments.
DATES: Comments must be filed on 
or before December 1, 1978, and reply 
comments on or before December 22, 
1978.
ADDRESSES: Federal Communica
tions Commission, Washington, D.C. 
20554.
FO R  FUR TH ER  INFO R M ATIO N  
CONTACT:

Stanley P. Wiggins, Broadcast 
Bureau, 202-632-7792.

SUPPLEM ENTAR Y  INFORM ATION : 
Adopted: November 17,1978.
Released: November 20,1978.

In the Matter of Amendment of 
§ 73.202(b), Table of Assignments, FM  
Broadcast Stations (Staunton, Virgin
ia). Order extending time for filing 
comments and reply comments (see 
also 43 FR  49552, October 24,1978).

By the Chief, Broadcast Bureau:
1. On August 17, 1978, the Commis

sion adopted a Second Further Notice 
of Proposed Rule Making, 43 FR  
38060, proposing the assignment of 
Class B  FM  Channel 259 to Staunton, 
Virginia. The present dates for filing 
comments and reply comments are No
vember 17, and December 8, 1978, re
spectively.

2. On November 9, 1978, counsel for 
W ANV, Inc., filed a request for exten-
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sion of time for filing comments and 
reply comments to and including De
cember 1, and December 22, 1978, re
spectively. Counsel asserts that 
W A N V ’s consulting engineers are 
awaiting comments from the National 
Radio Astronomy Observatory and the 
Naval Research Laboratory on 
W A N V ’s proposed facilities. He adds 
that until they receive the views of 
these agencies they are unable to com
plete preparation of the engineering 
exhibits which W A N V  intends to 
submit in support of its comments. 
Counsel states that W A N V ’s engineer
ing consultants have been advised that 
the information they need will be sup
plied shortly.

3. W e are of the view that the addi
tional time is warranted in order to 
assure development of a sound and 
comprehensive record on which to 
base a decision in this proceeding. Ac
cordingly, It is ordered, That the dates 
for filing comments and reply com
ments are extended to and including 
December 1, and December 22, 1978, 
respectively.

4. This action is taken pursuant to 
authority found in sections 4(i), 
5(d)(1), and 303(r) of the Communica
tions Act of 1934, as amended, and sec
tion 0.281 of the Commission’s Rules.

F ederal  C o m m u n ic a t io n s  
C o m m is s io n ,

W allace  E. J o h n s o n ,
Chief, Broadcast Bureau. 

[FR Doc. 78-33224 Filed 11-27-78; 8:45 am]
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[34 10 -11 -M ]

DEPARTMENT OF AGRICULTURE

Forest Service

LOUISIANA-PACIFIC lONG-TERM  TIMBER 
SALE— 1979-84 OPERATING PERIOD

Ketchikan area, Tongass National Forest,
Alaska; Intent To Prepare an Environmental
Statement

Pursuant to Section 102(2X0 of the 
National Environmental Policy Act of 
1969, the Forest Service, Department 
of Agriculture will prepare an Envi
ronmental Statement for the proposed 
timber harvest and related activities 
under this timber sale contract for the 
five-year operating period from 1979 
to 1984.

Under this contract, the Forest Serv
ice is obligated to make available 960 
M M  bf every five years. It is to come 
from the primary sale area on Prince 
of Wales and Revillagigedo Islands as 
long as timber is available thereon.

The primary concern, and the 
reason for preparing an Environmen
tal Statement, is that some of the sale 
area is roadless. Plans for logging are 
being coordinated with the second 
Roadless area Review and Evaluation 
(R AR E  II ) "and the Tongass Land 
Management Plan (T LM P ) in order to 
avoid any areas of wilderness quality 
or other roadless management under 
these allocation plans.

The Forest Service is working with 
the Alaska Department of Fish and 
Game, the National Marine Fisheries 
Service, and the U.S. Fish and Wildlife 
Service in preparation of this plan. 
The purpose of this is to assure full 
coordination with and protection of 
fish and wildlife values on the sale 
area. c

John McGuire, Chief of the Forest 
Service, is the responsible offical. The 
ES is being prepared under the direc
tion of James S. Watson, Forest Su
pervisor. Ed Johnson, Timber Staff 
Assistant, is the team leader for the 
Environmental Assessment and State
ment.

It is anticipated that the Draft Envi
ronmental Statement will be complet
ed by late November 1978. A  two- 
month review period will follow, with 
the Final Statement to be released 
about March 1979. Activities under the 
plan will begin July 1, 1979.

Comments on the Notice of Intent 
or on the project should be sent to

James S. Watson, Forest Supervisor, 
Tongass National Forest, Federal 
Building, Ketchikan, Alaska 99901.

Einar L. Roget, 
Acting Deputy Chief.

N ovember 20, 1978.
[FR Doc. 78-33243 Filed 11-27-78; 8:45 am]

[6320-01-M ]

CIVIL AERONAUTICS BOARD

ORDER ESTABLISHING FINAL SERVICE MAIL 
RATES

The Board adopted Order 78-11-80 
on September 16, 1978, establishing 
the Final Service Mail Rates in the 
Priority and Nonpriority Domestic 
Service Mail Rates Investigation, 
Docket 23080-2.

After a full public hearing and con
sideration of the record the Board or
dered that:

1. The fair and reasonable rates of 
compensation to be paid by the Post
master General.

(a ) From March 28 through October 
12, 1973, for the transportation by air 
of nonpriority mail (i.e. all mail other 
than airmail and air parcel post, which 
may be tendered from time to time by 
the Postal Service in sacks and carried 
on a space-available basis) other than 
that for which rates are elsewhere es
tablished, the facilities used and 
useful therefor, and the services con
nected therewith, to:

Airlift International, Inc,, Alaska*Airlines, 
Inc., Allegheny Airlines, Ine., American Air
lines, Inc., Braniff Airways, Inc., Caribbean- 
Atlantic Airlines, Inc., Continental Air 
Lines, Inc., Delta Air Lines, Inc., Eastern Air 
Lines, Inc., The Flying Tiger Line Inc., 
Frontier Airlines, Inc., Hughes Air Corp., 
National Airlines, Inc., North Central Air
lines, Inc., Northwest Airlines, Inc., Ozark 
Air Lines, Inc., Pan American World Air
ways, Inc., Piedmont Aviation, Inc., Sea
board World Airlines, Inc., Southern Air
ways, Inc., Texas International Airlines, 
Inc., Trans World Airlines, Inc., United Air 
Lines; Inc., Western Air Lines, Inc.

for operations over their routes au
thorized under certificates in effect on 
or subsequent to March 28, 1973, 
within the 48 contiguous States and 
the District of Columbia; between 
points in the 48 contigious States and 
the District of Columbia, on the one 
hand, and, on the other hand, points 
in the State of Alaska; Hilo and Hono
lulu, Hawaii; San Juan, Puerto Rico,

St. Croix and St. Thomas, Virgin Is
lands; Wake Island; Agana, Guam; 
Pago Pago, American Samoa; Acapulr 
co, Guaymas, La Paz, Mazatlan, 
Merida, Mexico City, Monterrey, 
Puerto Vallarta, Tempico, and Vera
cruz, Mexico; and terminal points in 
Canada; between Honolulu, Hawaii, on 
the one hand, and, on the other hand, 
Agana, Guam; Wake Island; and Pago 
Pago, American Samoa; between 
points in Puerto Rico, on the one 
hand, and St. Croix and St. Thomas, 
Virgin Islands, on the other; between 
points in Puerto Rico; and between St. 
Croix and St. Thomas, Virgin Islands; 
and to the air carriers specified in 
Order 74-7-91, dated July 19, 1974, 
over the routes and subject to the con
ditions specified by the orders set 
forth therein or subsequent orders of 
the Board; shall be the sum of a line- 
haul charge of 7.56 cents per nonstop 
great-circle ton-mile and a terminal 
charge of 6.990 cents per pound origi
nated subject to the terms and condi
tions specified in Order 70-4-9, dated 
April 2, 1970.

(b ) From March 28 through October 
12, 1973, for the transportation by air 
of priority mail in sacks other than 
that for which rates are elsewhere es
tablished, the facilities used and 
useful therefor, and the services con
nected therewith, to:

Airlift International, Inc., Allegheny Air
lines, Inc., Eastern Air Lines, Inc., Frontier 
Airlines, Inc., Hughes Air Corp., North Cen
tral Airlines, Inc., Ozark Air Lines, Inc., 
Piedmont Aviation, Inc., Southern Airways, 
Inc., Texas International Airlines, Inc., 
United Air Lines, Inc.

for operations over their entire sys
tems as constituted on or subsequent 
to March 28, 1973, and:

Alaska Airlines, Inc., American Airlines, 
Inc., Braniff Airways, Inc., Caribbean-Atlan- 
tic Airlines, Inc., Continental Air Lines, Inc., 
Delta Air Lines, Inc., The Flying Tiger Line, 
Inc., National Airlines, Inc., Northwest Air
lines, Inc., Pan American World Airways, 
Inc., Seaboard World Airlines, Inc., Trans 
World Airlines, Inc., Western Air Lines, Inc.

for operations over their routes within 
the 48 contiguous States and the Dis
trict of Columbia insofar as authorized 
under certificates for interstate air 
transportation; over their routes be
tween points within the 48 contiguous 
States and the District of Colunbia, on 
the one hand, and, on the other, 
points in the State of Alaska, Hilo and 
Honolulu, Hawaii, Acapulco, Merida,
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Mexico City, and Monterrey, Mexico, 
San Juan, Puerto Rico, points in the 
Virgin Islands, and terminal points in 
Canada; and between points in Puerto 
Rico, on the one hand, and points in 
the Virgin Islands, on the other; be
tween points in Puerto Rico; between 
points in the Virgin Islands; and be
tween points in the State of Alaska 
and Hilo and Honolulu, Hawaii; which 
are in effect on or subsequent to 
March 28, 1973; and to the air carriers 
specified in Order 74-7-91, dated July 
19, 1974, over the routes and subject to 
the conditions specified by the orders 
set forth therein or subsequent orders 
of the Board; shall be the sum of a 
line- haul charge of 10.69 cents per 
nonstop great-circle ton-mile and a 
terminal charge of 7.751 cents per 
pound originated, subject to the terms 
and conditions specified in Order E - 
25610, dated August 28, 1967.

(c) For the transportation by air of 
mail in sacks (Sack mail, Con-Con 
mail, Express mail), or in Con-Con 
containers, V2 F  containers, or 3150 
trays, other than that established else
where for Parcel Airlift mail, the fa
cilities used and useful therefor, and 
the services connected therewith to:

Airlift International, Inc., Air New Eng
land, Inc., Allegheny Airlines, Inc., Eastern 
Air Lines, Inc., Frontier Airlines, Inc., 
Hughes Air Corp., North Central Airlines, 
Inc., Ozark Air Lines, Inc., Piedmont Avi
ation, Inc., Southern Airways, Inc., Texas 
International Airlines, Inc., United Air 
Lines, Inc.

for operations over their entire sys
tems as constituted on or subsequent 
to October 13, 1973, and:

Alaska Airlines, Inc., American Airlines, 
Inc., Braniff Airways, Inc., Continental Air 
Lines, Inc., Delta Air Lines, Inc., The Flying 
Tiger Line, Inc., National Airlines, Inc., 
Northwest Airlines, Inc., Pan American 
World Airways, Inc., Seaboard World Air
lines, Inc., Trans World Airlines, Inc., West
ern Air Lines, Inc.

for operations over their routes within 
the 48 contiguous States and the Dis
trict of Columbia insofar as authorized 
under certificates for interstate air 
transportation; over their routes be
tween points within the 48 contiguous 
States and the District of Columbia, 
on the one hand, and, on the other, 
points in the State of Alaska, Hilo and 
Honolulu, Hawaii, Acapulco, Merida, 
Mexico City, and Monterrey, Mexico, 
San Juan, Puerto Rico, points in the 
Virgin Islands, and terminal points in 
Canada; and between points in Puerto 
Rico, on the one hand, and points in 
the Virgin Islands, on the other; be
tween points in Puerto Rico; between 
points in the Virgin Islands, and be
tween points in Alaska, on the one 
hand, and Hilo and Honolulu, Hawaii, 
on the other hand; which are in effect 
on or subsequent to October 13, 1973; 
and to the air carriers specified in

Order 74-7-91, dated July 19, 1974, 
over the routes and subject to the con
ditions specified by the orders set 
forth therein or subsequent orders of 
the Board; shall be (1) the sum of a 
linehaul charge charge of 9.28 cents 
per nonstop great-circle ton-mile and a 
terminal charge of 7.185 cents per 
pound originated for the period Octo
ber 13, 1973 through December 31,
1973, (2) the sum of a linehaul charge 
of 11.49 cents per nonstop great-circle 
ton-mile and a terminal charge of 
8.241 cents per pound originated for 
the period January 1, 1974 through 
December 31, 1974, (3) the sum of a 
linehaul charge of 12.50 cents per non
stop great-circle ton-mile and a termi
nal charge of 8.920 cents per pound 
originated for the period January 1, 
1975 through December 31, 1975, (4) 
the sum of a linehaul charge of 13.25 
cents per nonstop great-circle ton-mile 
and a terminal charge of 9.586 cents 
per pound originated for the period 
January 1, 1976 through December 31, 
1976, (5) the sum of a linehaul charge 
of 14.32 cents per nonstop great-circle 
ton-mile and a terminal charge of 
10.028 cents per pound originated for 
the period January 1, 1977 through 
December 31, 1977, (6) the sum of a 
linehaul charge of 15.15 cents per .non
stop great-circle ton-mile and a termi
nal charge of 10.463 cents per pound 
originated for the period January 1, 
1978 through December 31, 1978, and
(7) the sum of a linehaul charge of 
14.86 cents per nonstop great-circle 
ton-mile and a terminal charge of 
10.677 cents per pound originated for 
the period January 1, 1979 through 
June 30, 1979, subject to the terms and 
conditions specified in Order E-25610, 
dated August 28, 1967.

(d ) For the transportation by air in 
sacks of that mail matter described in 
39 U.S.C. 3401 (Parcel Airlift mail— 
PAL), the facilities used and useful 
therefor, and the services connected 
therewith for the carriers and the 
points stated in subparagraph (c) 
above, shall be (1) the sum of a line- 
haul charge of 7.56 cents per nonstop 
great-circle ton-mile and a terminal 
charge of 6.990 cents per pound origi
nated for the period October 13, 1973 
through December 31, 1973, (2) the 
sum of a linehaul charge of 6.50 cents 
per nonstop great-circle ton-mile and a 
terminal charge of 7.653 cents per 
pound originated for the period Janu
ary 1, 1974 through December 31,
1974, (3) the sum of a linehaul charge 
of 7.07 cents per nonstop great-circle 
ton-mile and a terminal charge of 
8.300 cents per pound originated for 
the period January 1, 1975 through 
December 31, 1975, (4) the sum of a 
linehaul charge of 7.49 cents per non
stop great-circle ton-mile and a termi
nal charge of 8.929 cents per pound 
originated for the period January 1,

1976 through December 31, 1976, (5) 
the sum of a linehaul charge of 8.09 
cents per nonstop great-circle ton-mile 
and a terminal charge of 9.340 cents 
per pound originated for the period 
January 1, 1977 through December 31, 
1977, (6) the sum of a linehaul charge 
of 8.56 cents per nonstop great-circle 
ton-mile and a terminal charge of 
9.740 cents per pound originated for 
the period January 1, 1978 through 
December 31, 1978, and (7) the sum of 
a linehaul charge of 8.40 cents per 
nonstop great-circle ton-mile and a 
terminal charge of 9.945 cents per 
pound originated for the period Janu
ary 1, 1979 through June 30, 1979, sub
ject to ther terms and conditions spec
ified in Order 70-4-9, dated April 2, 
1970.

(e) For the transportation by air of 
mail containers, the facilities used and 
useful therefor, and the services con
nected therewith for the carriers and 
between the points listed in subpara
graph (c) above, (1) for standard con
tainer service between 9:00 p.m. and 
6:00 a.m. local time, shall be (1) for 
standard container service between 
9:00 p.m. and 6:00 a.m. local time, shall 
be (i) the sum of a linehaul charge of 
7.12 cents per nonstop great-circle ton- 
mile and a terminal charge of 3.801 
cents per pound originated for the 
period March 28, 1973 through Decem
ber 31, 1973, (ii) the sum of a linehaul 
charge of 8.79 cents per nonstop great- 
circle ton-mile and a terminal charge 
of 3.901 cents per pound originated for 
the period January 1, 1974 through 
December 31, 1974, (iii) the sum of a 
linehaul charge of 9.56 cents per non
stop great-circle ton-mile and a termi
nal charge of 4.178 cents per pound 
originated for the period January 1, 
1975 through December 31, 1975, (iv) 
the sum of a linehaul charge of 10.13 
cents per nonstop great-circle ton-mile 
and a terminal charge of 4.466 cents 
per pound originated for the period 
January 1, 1976 through December 31, 
1976, (v) the sum of a linehaul charge 
of 10.95 cents per nonstop great-circle 
ton-mile and a terminal charge of 
4.675 cents per pound originated for 
the period January 1, 1977 through 
December 31, 1977, (vi) the sum of a 
linehaul charge of 11.58 cents per non
stop great-circle ton-mile and a termi
nal charge of 4.891 cents per pound 
originated for the period January 1, 
1978 through December 31, 1978, and 
(vii) the sum of a linehaul charge of
11.36 cents per nonstop great-circle 
ton-mile and a terminal charge of 
4.980 cents per pound originated for 
the period January 1, 1979 through 
June 30, 1979; and (2) for daylight con
tainer service between 6:01 a.m. and 
8:59 p.m. local time, shall be (i) the 
sum of a linehaul charge of 5.45 cents 
per nonstop great-circle ton-mile and a 
terminal charge of 3.997 cents per
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pound originated for the period March 
28, 1973 through December 31, 1973, 
Cii) the sum of a linehaul charge of 
7.05 cents per nonstop great-circle ton- 
mile and a terminal charge of 3.884 
cents per pound originated for the 
period January 1, 1974 through De
cember 31, 1974, (iii) the sum of a line- 
haul charge of 7.67 cents per nonstop 
great-circle ton-mile and a terminal 
charge of 4.161 cents per pound origi
nated for the period January 1, 1975 
through December 31, 1975, (iv) the 
sum of a linehaul charge of 8.13 cents 
per nonstop great-circle ton-mile and a 
terminal charge of 4.448 cents per 
pound originated for the period Janu
ary 1, 1976 through December 31, 
1976, Cv) the sum of a linehaul charge 
of 8.79 cents per nonstop great-circle 
ton-mile and a terminal charge of 
4.656 cents per pound originated for

( f ) Any prior order of the Board not
withstanding, all container types not 
specified in subparagraph (e), above, 
shall be subject to minimum chargea
ble weights established as follows: Cl) 
For standard container service the in
ternal cubic footage of the container 
will be multiplied by 11.70 pounds per 
cubic foot, and (2) for daylight con
tainer service the internal cubic foot
age of the container will be multiplied 
by 13.00 pounds per cubic foot.

(g ) All weight in excess of the mini
mum chargeable weight per container 
established herein shall be charged at 
the sum of the full linehaul charge for 
the applicable service established in
subparagraph (e ) above, and 
pacity-related portion of the 
charge per pound originated 
lows:

the ca- 
teminal 
as fol-

Standard Daylight
container, container,

cents cents

Mar. 28-Dec. 31,1973..... ____  1.847 2.032
Jan. 1-Dec. 31, 1974.... .........  2.155 2.137
Jan. 1-Dec. 31, 1975....... ......  2.270 2.252
Jan. 1-Dec. 31, 1976....... 2.405 2.386
Jan. 1-Dec. 31,1977... . ......  2.520 2.500
Jan. 1-Dec. 31,1978....... .......  2.648 2.627
Jan. 1-June 30,1979.......____  2.686 2.665

the period January 1, 1977 through 
December 31, 1977, (vi) the sum of a 
linehaul charge of 9.30 cents per non
stop great-circle ton-mile and a termi
nal charge of 4.871 cents per pound 
originated for the period January 1, 
1978 through December 31, 1978, and 
(vii) the sum of a linehaul charge of 
9.12 cents per nonstop great-circle ton- 
mile and a terminal charge of 4.960 
cents per pound originated for the 
period January 1, 1979 through June 
30, 1979; subject to the terms and con
ditions specified in Order 74-1-89, 
dated January 16, 1974, and subject to 
a minimum charge for each container 
equal to the product of the rate speci
fied in (l ) ( i ) ,  (l )(ii), CIXiii), CIXiv), 
(lX v ), (lXvi), ClXvii), (2Xi), (2)01),
(2)(iii), <2Xiv), (2)(v), (2Xvi), or (2Xvii), 
of this subparagraph as applicable, in 
which the mail is transported:

(h ) On and after March 28, 1973, for 
the pickup and delivery of mail in con
tainers, by the carriers and at the 
points indicated in subparagraph (c) 
above, (1) at on-airport Postal Service 
facilities, i.e. those where the pickup 
or delivery vehicle does not leave air
port property, there shall be no addi
tional charge for these services, and
(2) at off-airport Postal Service facili
ties the charges for these services 
shall be those applicable to the pickup 
and delivery of freight in containers as 
stated in A T P  Tariff C.A.B. No. 19, su
perseded by A T P  Tariff C.A.B. No. 
231.

2. The mail ton-miles for each ship
ment shall be computed by using the 
nonstop great-circle ton-miles between 
the station of origin and the station of 
destination for each shipment as the 
standard mileage between such points.

3. Definitions—As used herein “sta
tion (or point) of origin” means the 
station at which the carrier first en
planes the mail shipment after receipt 
thereof from the Postal Service or its 
representatives, from another rate
making division of the same carrier, 
the operations of which division are 
not encompassed herein, or from an

other carrier; and “station (or point) 
of destination” means the station at 
which the carrier deplanes the mail 
shipment for delivery to the Postal 
Service or its representatives, to a sep
arate ratemaking division of the same 
carrier, the operations of which divi
sion are not encompassed herein, or to 
another carrier. When a mail ship
ment is transported by a carrier, be
tween domestic points (as defined in 
paragraphs 1(a), 1(b), and 1(c) to the 
extent applicable for the type of mail 
and period involved) and international 
or overseas points (not within the geo
graphical scope of paragraphs 1(a), 
1(b), and 1(c)), the last scheduled sta
tion in the domestic operations subject 
to this order which is departed on the 
way to the international or overseas 
destination and the first scheduled 
station in the domestic operations sub
ject to this order which is entered on 
the way from the international or 
overseas origination shall be consid
ered both a “station (or point) of desti
nation” and a “station (or point) of 
origin” even though the mail does not 
pass through the airport mail facility 
at such station. Each interchange 
point on a through flight of two or 
more carriers flown pursuant to an in
terchange agreement shall not be con
sidered as a seaprate point of origin 
and destination. Except as otherwise 
stated above a point at which a mail 
shipment is transferred from one 
flight to another flight of the same 
carrier shall not be considered as a 
point of origin or point of destination 
for such shipment.

4. Equalization of Rates, (a ) Any car
rier or, pursuant to agreement, any 
two or more carriers providing services 
on an interline or interchange basis, 
may, by notice, eledrto transport mail 
between stated points served by such 
carrier or carriers at a reduced rate 
equal to the rate then in effect for 
such service between such points by 
any other carrier or carriers.

(b ) In the case of equalization of 
rates by agreement pursuant to (a ) 
above, the agreement shall provide for 
the proration of the mail compensa
tion by the participating carriers on 
the basis of the relative compensation 
which would otherwise be payable to 
each carrier in the absence of the pro
visions of paragraph (a).

(c) In the absence of an agreement 
among carriers, pursuant to (a ) above, 
for equalization of rates for interline 
shipments between a stated pair of 
points, any carrier (or two or more car
riers jointly) may, by notice, elect to 
receive as its portion of the total com
pensation for each such shipment the 
amount remaining after subtracting

Through Dec. 31, 1973 Beginning Jan. 1,1974
Container type ___________________ ____ :_________________________

_ Standard Daylight Standard Daylight 
container container container container

M-2.......            13,250 14,750
M -l....................................................................             6.700 7,450
A-3............        4,900 6,400 5,400 6,000
A ¿2..... „...;........... .... ... ................................... .....  4,750 6,200 5,200 5,800
A -l...... .....................       3,950 5,150 4,350 4,800
LD-9........................................................................       4,300 4,800
LD-7..................................        3,750 4,950 4,150 4,600
LD-5_________ _________________________________ » ...  2,750 3,600 3,000 3,350
LD-11.....           2,550 3,350 2,850 3,150
LD-10......            2,750 3,050
FT-B .............       2,200 2,850 2,400 2,850
B.....................................................................                  2,250 2,500
LD-1... ............         1,800 2,350 2,000 2,200
LD-3..........    1,600 2,100 1,750 1,950
FT-C...... ......„.......................... ............................  1,600 2,100 1,750 1,950
LD-W ..................................       800 1,050 900 1,000
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from such total compensation the 
compensation due the other carrier or 
carriers involved (non-electing carri
ers). Such total compensation shall be 
computed on the basis of the lowest 
rate then in effect for service between 
the stated pair of points for any carri
er or carriers. The compensation due 
the non-electing carrier or carriers 
shall be determined on the basis of all 
the provisions of this formula.

In those instances where two or 
more carriers elect to receive payment 
under this provision, the total pay
ment due such carriers shall be prorat
ed by them on the basis of the relative 
compensation which would otherwise 
be payable to each carrier in the ab
sence of the provisions of this para
graph.

(d) In the event that any carrier is 
unable to enter into an agreement 
with any other carrier to transport 
mail between any stated points at a re
duced rate pursuant to paragraphs (a ) 
and (b ) and elects initially to accept 
compensation as provided ip para
graph (c), it may file an application 
with the Board requesting it to deter
mine and fix a different method of ap
portioning the total compensation for 
each such shipment of mail between 
the participating carriers. In reviewing 
such applications, the Board will con
sider, among other pertinent factors, 
the need for the proposed service, the 
historical participation of the electing 
carrier or carriers in transportation of 
mail between such stated points, the 
amount of absortion required, and the 
grounds for refusal by the carrier or 
carriers to enter into an equalization 
agreement. After hearing the carriers 
concerned, either orally or in writing, 
in those cases where it deems such 
action appropriate the Board will by 
order prescribe the method for appor
tioning the total compensation be
tween such carriers, but in no event 
shall the carrier or carriers refusing to 
enter into an agreement to equalize 
compensation be required to accept 
less than the compensation which 
would have been payable if the service 
were performed under voluntary 
agreement pursuant to paragraphs (a ) 
and (b).

(3) An original and 3 copies of each 
notice of election and agreement, and 
an original and 19 copies o f each appli
cation under the preceding paragraph 
4(d) shall be filed with the Board and 
a copy thereof shall be served upon 
the postmaster General and each car
rier providing service between the 
stated points. Such notices shall con
tain a complete description of the re
duced charge being established, the 
routing over which it applies, and how 
it is constructed and shall similarly de
scribe the charge being equalized with. 
Applications filed pursuant to para
graph 4(d) shall not be deemed to

reopen the mail rates or rate structure 
prescribed herein. All notices and 
agreements outstanding as of March 
28, 1973, shall continue in effect under 
this Order until canceled as provided 
herein.

Any rate established pursuant to 
paragraph (a), (b), or (c) shall be effec
tive for the electing carrier or carriers 
as of the date of filing of the notice re
quired by such paragraphs, or such 
later date as may be specified in the 
notice, until said election is terminat
ed: Provided, however, That in no 
event shall any such rates be effective 
prior to March 28, 1973. Elections may 
be terminated by any electing carrier 
upon 10 days notice filed with the 
Board, as aforesaid, and served upon 
the Postmaster General and each car
rier providing service between the 
stated points.

Applications filed pursuant to para
graph 4(d) shall conform generally to 
the provisions of the rules of practice 
governing the filing of petitions in 
mail rate cases. Within seven days 
after the application is served, any 
party may file an answer in support of 
or in opposition to the application to
gether with any documentary material 
upon which it relies. Any order upon 
such application pursuant to para
graph 4(d) shall be effective no earlier 
than the date of filing of the applica
tion within the Board: Provided, That 
in no event shall any such rates be ef
fective prior to March 28, 1973.

5. Eastern Flight Ordered by the 
Postmaster General, (a ) The fair and 
reasonable rates of compensation to be 
paid to Eastern Air Lines, Inc. for the 
operation of the Boston-New York-At
lanta flight ordered by the Postmaster 
General are as follows: $4,941 for the 
period June 3, 1974 through December 
31, 1974, $5,714 for the period January 
1, 1975 through December 31, 1975, 
and $5,669 for the period January 1, 
1976 through December 6, 1976; all 
rates being established after offsetting 
the revenues received by the carriers 
for non-mail traffic.

(b ) On any of the Eastern Air Lines, 
Inc., flights ordered by the Postmaster 
General, where mail was refused and 
the mail on board the aircraft weighed 
less than 12,000 pounds on either the 
Boston-New York or the New York-At
lanta segment, the rate applicable to 
that flight shall be reduced by the fol
lowing amounts for each pound less 
than 12,000 pounds which was ten
dered and refused: Boston-New York  
segment— 14.733 cents a pound for the 
period June 3, 1974 through December 
31, 1974, 17.192 cents a pound for the 
period January '1, 1975 through De
cember 31, 1975, 16.933 cents a pound 
for the period January 1, 1976
through December 6, 1976; and for the 
New York-Atlanta segment—26.442 
cents a pound for the period June 3,

1974 through December 31, 1974,
30.425 cents a pound for the period 
January 1, 1975 through December 31, 
1975, and 30.308 cents a pound for the 
period January 1, 1976 through De
cember 6, 1976.

6. The terms and conditions under 
which the rates for containerized mail 
have been established herein are set 
forth in the attachment to this order 
and are an integral part thereof.

7. All service mail rates fixed and de
termined herein shall be paid in their 
entirety by the Postmaster General.

8. The petitions for reconsideration 
of Order 77-12-157 filed in this docket 
by American Airlines, Inc., The Flying 
Tiger Line, Inc., Pan American World 
Airways, Inc., and United Air Lines, 
Inc. are dismissed.

9. The July 14, 1978 petition of 
United Air Lines, Inc., requesting a re
vision of the temporary mail rates es
tablished by Order 77-12-157 is dis
missed.

10. This order shall be served upon 
all parties to the proceeding in Docket 
23080-2.

11. The investigation herein is termi
nated.

P h y l l is  T. K a y l o r ,
Secretary.

A t ta c h m e n ts

TERMS AND CONDITIONS FOR CONTAINERIZED 
MAIL

1. “Container” and the various types of 
containers used herein refer to the types of 
containers defined in Tariff ATP No. CT-7, 
CAB No. 227, Rule 10, and Tariff ATC C-P- 
2, CAB 52, Rule 20(E), and Petition of the 
Flying Tiger Line Inc, for the establishment 
of container mail rates in Docket 23080-2, 
Appendix A, paragraph 35. The containers 
referred to herein are owned by the carrier.

2. A “pallet supporter” is a portable con
veyor base placed under a container for the 
purpose of positioning such container for 
loading and unloading while in the posses
sion of the Postal Service.

3. “Airbill” refers to a non-negotiable 
shipping document issued by the Postal 
Service or by the carrier. It also refers to a 
Postal Service dispatch document issued by 
USPS and approved by the airline.

4. “Advance arrangement” shall mean 
that the Postal Service is required to con
tact the carrier at least six hours prior to 
tender of a shipment in order to enable the 
Postal Service and/or the carrier to make 
special arrangements for the shipment.

5. “Legal holiday” shall mean any nation
al, state or local legal holiday.

6. “Shipment” shall mean a single con
signment of one or more containers from 
one Postal Service facility at one time at 
one address, receipted for in one load and 
moving on the airbill or Postal Service dis
patch document, to one destination Postal 
Service facility.

7. Fractions shall be treated as follows:
(A ) Fractions of pounds will be assessed at 

the charge for the next higher pound.
(B ) In computing charges, fractions of less 

than one-half cent will be dropped and frac-

'All members concurred except Member 
Schaffer who did not participate.
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tions of one-half cent or more will be consid
ered as one cent.

8. Unless otherwise provided, in comput
ing time in days, full calendar days shall be 
used and Sundays and legal holidays shall 
be included, except when the last day falls 
on a Sunday or legal holiday in which event 
the next following calendar day (other than 
a Sunday or legal holiday) shall be included.

9. Packing and Marking Requirements.
(A ) Containers must be so prepared or 

packed as to insure safe transportation with 
ordinary care in handling. Carrier accept
an ce^  a container shipment shall be prima 
fade evidence of the Postal Service’s com
pliance with this paragraph.

(B ) Each container must be legibly and 
durably marked with the name and address 
of the origination and destination Postal 
Service facility.

(C) The Postal Service shall load a con
tainer to distribute the container load so as 
not to exceed 200 lbs. per square foot of 
floor -contact surface: Provided, however, 
That, for mail shipments in Type FT-O) 
containers, the Postal Service shall load 
such containers to distribute the container 
load so as not to exceed 150 lbs. per square 
foot of floor contact surface.

. (D ) The containers must be loaded and 
unloaded by the Postal Service at places 
other than the carrier’s business.

(E ) The Postal Service shall indicate in 
the airbill, or USPS dispatch document that 
the container shipment is subject to the 
terms and conditions of this mail rate order 
and shall also indicate therein and to a car
rier representative if such shipment con
tains any articles listed in the Board’s Regu
lations, 14 CPR 221.38(aM5) and the other 
federal regulations referenced therein. .

10. Unless otherwise indicated, the rates 
and conditions referred to herein apply air- 
port-to-airport and are applicable only to 
the transportation of mail wholly loaded in 
containers owned by the carrier. Any mail 
carried outside containers will be carried at 
applicable non-container mail rates estab
lished by the civil Aeronautics Board.

11. (A ) The Standard Container rates de
scribed herein are applicable to container 
mail shipments on flights departing be
tween the hours of 9:00 p.m. and 6:00 a.m. 
local time.

(B ) The Daylight Container rates de
scribed herein are applicable to container 
mail shipments on flights departing be
tween the hours of 6:01 a.m. and 8:59 p.m. 
local time.
' 12. The following will be acceptable for 
carriage only upon advance arrangement:

(A ) Shipments liable to impregnate or 
otherwise damage equipment or other ship
ments.

(B ) Shipments requiring special attention, 
protection or care.

13. The carrier will reject a container 
prior to the performance of any transporta
tion by air from the airport of origin when 
it reasonably appears to the carrier that 
such container is:

(A ) Improperly packed or packaged, dam
aged, or structurally impaired;

(B ) Not accompanied by proper documen
tation and necessary information as re
quired by the terms and conditions herein;

(C ) Subject to advance arrangements 
unless such arrangements have been satis
factorily completed;

(D ) Packed so as to exceed the following 
pounds in gross weights:

Container type: Pounds
A-l/A-3...........................................  10,000
A-2....     12,500
LD-7....................................    10,200
LD-11......................................   7,000
LD-5/FT-B/FT-C...............................  5,000
LD-3/LD-1...............................    3,500
LD-W .............         1,200
M-2............     25,000
M -l................................................. 15,000
LD-9.............................      10,000
LD-10...............................      6,500
B......................................        5,000

14. (A ) Subject to advance arrangements 
and the availability bf a container, the carri
er will furnish such container(s) (including 
pallet supporter) for the carriage of a ship
ment. The charge for the use of such 
container(s) (including pallet supporter) is 
included in the rates and charges estab
lished herein.

(B ) (1) An empty container delivered to 
the Postal Service for loading must be ten
dered loaded tQ the carrier within 36 hours 
after receipt by the Postal Service.

(2) After transportation has been provided 
to destination a loaded container delivered 
to the Postal Service for unloading must be 
returned empty to the carrier within 36 
hours after receipt by the Postal Service.

(3) In the event such container(s) (includ
ing pallet supporter) is not so tendered to 
the carrier as provided in (B)(1) above, or 
returned to the carrier as provided in (BK2) 
above, a rental charge of $10.00 for each 
container (including pallet supporter) shall 
be assessed for each 24-hour period or frac
tion thereof in excess of 36 hours, computed 
(1) from the time of delivery of the empty 
container to the Postal Service to the time 
of the return of the loaded container to the 
carrier, or (2) from the time of delivery of 
the loaded container to the Postal Service 
to the time of the time of the return of the 
empty container to the carrier.

(4) A  Postal Service official shall sign a 
container receipt, documenting the date and 
time of receipt for each container provided 
to the USPS for loading at a on-airport or 
off-airport location. A  similar document will 
be excuted at destination when loaded con
tainers are tendered to the USPS for un
loading at an on-airport and off-airport lo
cation. This container receipt shall serve to 
document any applicable container charges 
which the carrier may assess the USPS.

(C ) In Computing time in hours as pro-, 
vided in (B)(1), (2), (3) and (4) above, Satur
days, Sundays and legal holidays shall be 
excluded, except that when an empty con
tainer is delivered to the Postal Service for 
loading or a loaded container is delivered to 
the Postal Service for the balance of that 
day and then commence again on the next 
following calendar day other than Saturday, 
Sunday or legal holiday.

15. When the carrier furnishes a container 
(including pallet supporter) the Postal Serv
ice shall be liable to the carrier for loss of or 
damage to such container (including pallet 
supporter), occurring at any time or place 
other than when in the. possession of the. 
carrier.

16. The mail rates established apply also 
when the carrier performs motor truck 
transportation in lieu of transportation by 
aircraft for that part of the transportation 
between points specified in its tariff, such as 
Rule 13 of Tariff C.T.C. (A ) No. 116, CAB 
No. 227.

17. (A ) The Postal Service shall prepare 
an airbill or other non-negotiable Postal 
Service dispatch document indicating the 
number of containers in each shipment ten
dered, and the serial number, weight, rout

ing and condition of each container. If the 
Postal Service fails to present such an air
bill, the carrier will prepare a non-negotia
ble airbill subject to these terms and condi
tions.

(B ) The airbill shall apply at all times 
when the 'shipment is being handled by or 
for the carrier, including pick-up and deliv
ery and other ground services rendered by 
or for the carrier in connection with the 
shipment.

18. All container mail shipments shall con
tain mail conforming to the postal regula
tions applicable thereto. The carrier shall 
not be liable to the Postál Service for loss or 
expense due to the Postal Service’s failure 
to conform to its own regulations. No liabili
ty shall attach to the carrier if the carrier 
in good faith determines that what it under
stands to be the applicable law, postal regu
lation, demand, order or requirement pro
vides that it refuse and it does refuse a ship
ment.

19. (A ) The Postal Service shall be respon
sible for the correctness of the particulars 
and statements relating to the shipment 
which it inserts in the airbill and shall be 
liable for all damages suffered by the carri
er or any other person by reason of the ir
regularity, incorrectness or incompletness of 
the said particulars and statements.

(B ) The statements in the airbill relating 
to the weight of the mail shipments shall be 
prima facie evidence of the facts stated: 
those relating to the number of containers 
in the shipment and the condition thereof 
shall not constitute evidence against the 
carrier except as far as they have been, and 
are stated in the airbill to have been, 
checked by the carrier in the presence of 
the Postal Service or related to the appar
ent conditions of the shipment.

20. By tendering the container(s) to the 
carrier for tansportation, the Postal Service 
agrees to the limitations set forth in these 
rules and regulations and affirms the de
scription of the shipment as recited on the 
airbill, and the fact that the container and 
its contents are not of a nature unsuitable 
for the carriage of air or hazardous thereto.

21. The Postal Service shall be liable to 
pay or indemnify the carrier for all claims, 
fines, penalties, damages, costs or other 
sums which may be incurred, suffered or 
disbursed by the carrier by reason of any 
violation of any of the terms contained 
herein or any other default of the Postal 
Service with respect to a mail shipment.

22. The Postal Service shall be liable for 
all unpaid charges payable on account of a 
shipment including, but not confined to, 
sums advanced or disbursed by the carrier 
on account of such shipment.

23. Except as otherwise provided herein 
the carrier will promptly notify the Postal 
Service nf the arrival of a mail container 
shipment except when delivery is to be pro
vided by the carrier. Where the Postal Serv
ice fails to pick up a mail container ship
ment within 24 hours of notification or 
whére delivery by the carrier is impossible 
due to a work stoppage at the destirllation 
post office, or due to any other reason out
side the carrier’s control, the mail container 
shall be stored by the carrier at the expense 
of the Postal Service. Such shipment wil be 
held subject to a charge of 50 cents per day 
per 100 pounds of any fraction thereof.

24. The carrier, in the exercise of due dili
gence and in order to protect all container
ized mail accepted for transportation, will 
determine the routing of any shipment.
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With respect to the carrier’s routing of any 
shipment pursuant to this paragraph and 
unless the Postal Service specifies to the 
contrary at the time the carrier accepts the 
shipment, the carrier shall choose the most 
expeditious ■ routing available via the carri
er’s flights.

25. Except as otherwise provided herein, 
the carrier has no obligation to commence 
or complete transportation within a certain 
time or according to any specific schedule, 
or for error in any statement of times of ar
rival or departure.

(a) The carrier undertakes to transport, 
consistent with its capacity to carry, all con
tainerized mail accepted for transportation 
on flights to which such containers are ten
dered within the time periods established 
herein. All shipments are subject to the 
availability of equipment of the kind and 
type capable of handling the shipment. 
Nothing in this paragraph shall be con
strued as relieving the carrier with respect 
to Standard Container service of liability 
for fines or penalties authorized by 49 
U.S.C. 1471 and 39 U.S.C. 5401(b).

(B) With respect to the Daylight contain
erized mail service proposed herein, such 
traffic will be subject to the availability of 
space and will be boarded after the accom
modation of passengers and their baggage; 
and after shipments of loose sack rated mail 
and express. The carrier will determine on a 
reasonable and not unjustly discriminatory 
basis the boarding priority of Daylight con
tainerized mail shipments and air freight 
shipments. The carrier will determine which 
such shipments shall not be carried on a 
particular flight and which shall be re
moved at any time or place whatsoever and 
when a flight shall proceed without all or 
any part of such a shipment. Nothing in 
this paragraph shall be construed as reliev
ing the carrier of liability for negligent 
delay.

(C) Any shipment will be subject to refus
al, delay or embargo by the carrier if such 
mail container shipment cannot be trans
ported with reasonable dispatch by reason 
of any governmental rules, regulations, or 
orders or because of unavailability of equip
ment of the kind or type capable of han
dling the shipment, or for other conditions 
beyond the control of the carrier.

(D) All shipments are subject to three 
hours advance notification and to the avail
ability of equipment of the type and kind 
capable of handling the shipment.

26. Charges will be paid pursuant to proce
dures established for the payment of 
charges for the transportation of mail out
side of containers.

27. No employee, agent, or representative 
of the carrier has the authority to alter, 
modify, amend or waive any provisions of 
the rates, terms or conditions contained 
herein.
[FR Doc. 78-33261 Filed 11-27-78; 8:45 am]

[6335-01-M ]
COMMISSION O N  CIVIL RIGHTS

REGIONAL ADVISORY COMMITTEES

Agenda and Notice of Open Meeting

Notice is hereby given, pursuant to 
the provisions of the Rules and Regu
lations of the U.S. Commission on 
Civil Rights, that a Conference of the

Illinois, Indiana, Michigan, Minnesota, 
Ohio and Wisconsin Advisory Commit
tees (SACs) of the Commission will 
convene at 9:00 am and will end at 5:00 
pm on December 15, 1978, 230 South 
Dearborn, Room 3280—Conference 
Room, Chicago, Illinois 60604.

Persons wishing to attend this con
ference should contact the Committee 
Chairperson, or the Midwestern Re
gional Office of the Commission, 230 
South Dearborn Street, 32nd Floor, 
Chicago, Illinois 60604.

The purpose of this meeting âs to 
discuss advisory committee and staff 
operation for Fiscal Year 1979. Review 
of Commission program planning 
process of Fiscal Year 1981 program 
planning.

This meeting will be conducted pur
suant to the provisions of the Rules 
and Regulations of the Commission.

Dated at Washington, D.C., Novem
ber 22, 1978.

Jo h n  I. B in k l e y , 
Advisory Committee 

Management Officer.
[FR Doc. 78-33281 Filed 11-27-78; 8:45 am]

[3510-15-M ]
DEPARTMENT OF COMMERCE

[S-628]

Maritime Administration

GREAT LAKES-ATLANTIC STEAMSHIP CO.

Trade Area No. 1— Great Lakes/Western 
Europe; Proposed Determination of Essential
ity of the Proposed Intermodal Service by 
the Great Lakes-Atlantic Steamship Co. be
tween U.S. Great Lakes Ports and Ports in 
the United Kingdom and Continent, Via the 
Port of Albany, N.Y.

Notice is hereby given that the As
sistant Secretary of Commerce for 
Maritime Affairs, acting pursuant to 
section 211 of the Merchant Marine 
Act, 1936, as amended (the Act), pro
poses to determine that between the 
annual dates of December 15, and 
April 15, approximately, intermodal 
service between U.S. Great Lakes 
ports and ports in the United King
dom and Continent, via the port of 
Albany, New York, under through in
termodal bills of lading issued to and 
from Great Lakes ports in conjunction 
with connecting rail carriers, as pro
posed by Great Lakes-Atlantic Steam
ship Company, when offered in con
nection with all-water service during 
the balance of the year, is essential for 
the promotion, development, expan
sion, and maintenance of the foreign 
commerce of the United States. The 
purpose of the service via Albany, New 
York, is to provide a continuing year- 
round service from the Great Lakes 
during those months when the St. 
Lawrence Seaway is closed to naviga

tion. In making this determination, 
the Assistant Secretary has taken spe
cial cognizance of the physical limita
tions and climatic conditions which 
preclude regular U.S.-flag service on a 
normal year-round basis and which 
merit special consideration if the pro
visions set forth in section 809(a) of 
the Act are to be met.

Any person, firm, or corporation 
having an interest in the foregoing 
who desires to offer views and com
ments thereon for consideration by 
the Assistant Secretary of Commerce 
for Maritime Affairs should submit 
such views and comments in writing, 
in triplicate, to the Secretary, Mari
time Administration, Room 3099-B, 
Department of Commerce Building, 
14th and E Streets, NW., Washington, 
DC 20230, by the close of business on 
Dec. 8, 1978, The Assistant Secretary 
of Commerce for Maritime Affairs will 
consider such views and comments and 
take such action with respect thereto 
as may be deemed appropriate.
(Catalog of Federal Domestic Assistance 
Program No. 11.504, Operating-Differential 
Subsidy (ODS).)

Dated: November 21,1978.
By Order of the Assistant Secretary 

of Commerce for Maritime Affairs.
Ja m e s  S. D a w s o n , Jr., 

Secretary.
[FR Doc. 78-33211 Filed 11-27-78; 8:45 am]

[3510-13-M ]

National Bureau of Standards

* APPROVED INTERPRETATIONS FOR FEDERAL 
STANDARD COBOL (FIPS PUB 21-1)

Correction

In FR  Doc. 78-32318 appearing at 
page 53787 in the issue for Friday, No
vember 17, 1978, on page 53787, in the 
third column, under the heading, E f 
fe c tiv e  D ate  o f  I n t e r p r e t a t io n , the 
date should be “May 17, 1979,” and 
not May 17, 1978, as given.

[3510-13-M ]

APPROVED INTERPRETATION FOR FEDERAL 
STANDARD COBOL (FIPS PUB 21-1)

Correction

In FR Doc. 78-32319 appearing at 
page 53789 in the issue for Friday, No
vember 17, 1978, on page 53790, in the 
third column, the last paragraph 
should read, “Effective Date of Inter
pretation: This interpretation is effec
tive on May 17, 1979.”
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[3510-22-M ]

National Oceanic and Atmospheric 
Administration

MID-ATLANTiC FISHERY MANAGEMENT 
COUNCIL

Public Meeting

AGENCY: National Marine Fisheries 
Service, NOAA.
ACTION: Notice of Public Meeting.
SUM M ARY: Representatives of the 
Gulf of Mexico, New England, South 
Atlantic and Caribbean Councils and 
representatives of the National Marine 
Fisheries Service Northeast Fisheries 
Center, Southeast Fisheries Center, 
and Northeast Regional Office, will 
meet with representatives of the Mid- 
Atlantic Council to discuss the draft 
shark fishery management plan. The 
Regional Fishery Management Coun
cils were established by the Fishery 
Conservation and Management Act of 
1976 (Pub. L. 94-265).
DATES: The meeting will convene on 
Monday, December 11, 1978, at 10:00 
a.m. and adjourn at approximately 
3:00 p.m. The meeting is open to the 
public.
ADDRESS: Th’e meeting will take 
place at the Best Western Motel, 
Philadelphia Airport, Route 291, 
Philadelphia, PA 19153, 215-365-7000.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

Mr. John C. Bryson, Executive Di
rector, Mid-Atlantic Fishery Man
agement Council, Federal Building, 
Room 2115, North and New Streets, 
Dover, Delaware 19901, Telephone: 
302-674-2331.
Dated: November 22, 1978.

W in f r e d  H. M e ib o h m , 
Associate Director, National 

Marine Fisheries Service. 
[FR Doc. 78-33217 Filed 11-27-78; 8:45 am]

[3510-11-M ]

Travel Service 

TRAVEL ADVISORY BOARD 

Meeting

On October 24, 1978, notice was 
given in the F ederal  R e g iste r  (43 F R ,  
Page 49556), that the Travel Advisory 
Board would meet on December 5, 
1978. Notice is hereby given that the 
Travel Advisory Board meeting will 
begin at 9:00 a.m., in the Capitol Room 
of the Hotel Washington, 15th Street 
and Pennsylvania Avenue, N.W., 
Washington, D.C. 20004.

Established in July, 1968, the Travel 
Advisory Board consists of senior rep

resentatives of 15 U.S. travel industry 
segments who are appointed by the 
Secretary of Commerce.

Members advise the Secretary of 
Commerce and Assistant Secretary of 
Commerce for Tourism on policies and 
programs designed to accomplish the 
purposes of the International Travel 
Act of 1961, as amended, and the Act 
of July 19, 1940, as amended.

Agenda items are as follows:
1. Report of Regional Directors 

Meeting
2. Report of Airline Round Table 

Meeting
3. Report of Personnel Relocations- 

ICO-Paris; Regional Directors Paris/ 
London-Mexico City

4. Report Regarding USTS London 
Operation

5. Presentation by Albert N. Alexan
der, Director of newly established In
ternational Services Division of the In
dustry & Trade Administration of the 
Department of Commerce

6. Report of USTS Task Force on 
New Directions for USTS

7. Miscellaneous.
A  limited number of seats will be 

available to observers from the public 
and the press. The public will be per
mitted to file written statements with 
the Committee before or after the 
meeting. To the extent time is availa
ble, the presentation of oral state
ments will be allowed.

Sue Barbour, Travel Advisory Board 
Liaison Officer, of the United States 
Travel Service, Room 1856, U.S. De
partment of Commerce, Washington, 
D.C. 20230, (telephone (202) 377-4752) 
will respond to public requests for in
formation about the meeting.

F a b ia n  C h a v e z , Jr., 
Assistant Secretary 

for Tourism.
[FR Doc. 78-33216 Filed 11-27-78; 8:45 am]

[3710-08-M ]
DEPARTMENT OF DEFENSE

Department of the Army 

Office of the Assistant Secretary 

ARMY SCIENCE BOARD 

Closed Meeting

In accordance with Section 10(a)(2) 
of the Federal Advisory Committee 
Act (Pub. L. 92-463), announcement is 
made of the following Committee 
meeting:
Name of the committee: Army Science 

Board.
Dates of meeting: December 18-19,1978. 
Place: Pentagon, Washington, D.C. (exact 

location can be determined by contacting 
LTC Sweeney at 202 697-9703).

Time: 0800 to 1700 hours, December 18-19, 
1978. (Closed.)

Proposed agenda. The ASB Chemi
cal Decontamination/Contamination 
Avoidance AH SG  will hold classified 
discussions of briefings they have re
ceived on the threat and other issues 
and programs which relate to the de
fensive posture of the U.S. This meet
ing will be closed to the public in ac
cordance with Section 552b(c) of Title 
5, U.S.C., Specifically subparagraph
(1) thereof. The classified and nonclas- 
sified matters to be discussed are so in
extricably intertwined so as to pre
clude opening any portion of the meet
ing.

R o ber t  F . S w e e n e y , 
Lieutenant Colonel, GS, Execu

tive Secretary, Army Science 
Board.

[FR Doc. 78-33247 Filed 11-27-78, 8:45 am]

[6450-017M ]
DEPARTMENT OF ENERGY

NATIONAL PETROLEUM COUNCIL, COORDI
NATING SUBCOMMITTEE AND TASK 
GROUPS OF THE SUBCOMMITTEE ON PE
TROLEUM INVENTORIES AND STORAGE 
AND TRANSPORTATION CAPACITIES

Meetings

Notice is hereby given that the Co
ordinating Subcommittee on Petro
leum Inventories and Storage and 
Transportation Capacities of the Na
tional Petroleum Council will meet on 
December 4, 1978. In addition, the 
Tank Cars and Trucks Task Group 
will meet on November 28, 1978, the 
Waterborne Transportation Task 
Group and the Gas Pipeline Task 
Group will meet on November 29, 
1978. The Petroleum Pipeline Task 
Group will meet on December 4, 1978, 
and the Inventory and Storage Task 
Group will meet on December 12, 
1978.

The National Petroleum Council was 
established to provide advice, informa
tion, and recommendations to the Sec
retary of Energy on matters relating 
to oil and gas or the oil and gas indus
tries. The Subcommittee on Petroleum 
Inventories and Storage and Transpor
tation Capacities will make an analysis 
of the Petroleum inventories, and stor
age and transportation capacities of 
the United States, and will report its 
findings to the National Petroleum 
Council. Its analysis and findings will 
be based on information and data to 
be gathered by task groups whose ef
forts will be coordinated by the Co
ordinating Subcommittee.

The third meeting of the Coordin
gating Subcommittee of the Subcom
mittee on Petroleum Inventories and 
Storage and Transportation Capacities 
will meet on Monday, December 4, 
1978, starting at 2 p.m., in the Confer
ence Room National Petroleum Coun
cil, 1625 K  Street NW., Suite 601,
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Washington, D.C. Its tentative agenda 
is as follows:
1. Introductory Remarks by R. Scott Van-

Dyke, Chairman.
2. Remarks by Mario Cardullo, Government

Cochairman.
3. Discuss and Review Study Scope.
4. Discuss Progress of Task Groups.
5. Discuss Any Other Matters Pertinent to

the Overall Assignment of the Coordi
nating Subcommittee.

The individual task groups will meet 
at the following times and locations.
Tank Cars and Trucks Task Group: Second 

meeting—Tuesday, November 28, 1978, 
starting at 10 a.m., in the Conference 
Room, National Petroleum Council, 1625 
K Street, N.W., Suite 601, Washington, 
D.C.

Waterborne Transportation Task Group: 
Second meeting—Wednesday, November 
29, 1978, starting at 11:30 a~m. in the 
Presidential Suite, Marriott Hotel 1-70 & 
Lambert Airport, St. Louis, Missouri.

Gas Pipeline Task Group: Third meeting— 
Wednesday, November 29, 1978, starting 
at 12 p.m. in Room 393, Marriott-O’Hare 
Hotel, 8535 West Higgins Road, Chicago, 
Illinois.

Petroleum Pipeline Task Group: Third 
meeting—Monday, December 4, 1978,
starting at 10 a.m. in the Conference 
Room, National Petroleum Council, 1625 
K Street, NW., Suite 601, Washington, 
D.C.

Inventory and Storage Task Group: Third 
meeting—Tuesday, December 12, 1978, 
starting at 10 a.m. in Room 1031, The 
Midland Building, 101 Prospect Avenue, 
Cleveland, Ohio.

The agenda for each of these task 
groups will be as follows:
Remarks by Chairman Government Co- 

chairman.
Discuss and Review Study Scope.
Discuss Questions and data sources for 

planned survey.
Discuss Format, Distribution and Tabula

tion of the Survey.
Discuss Any Other Matters Pertinent to the 

Overall Assignment of the Task Group.

The meetings are open to the public. 
The chairmen of the Coordinating 
Subcommittee and task groups are em

powered to conduct the meetings in a 
fashion that will, in their judgment fa
cilitate the orderly conduct of busi
ness. Any member of the public who 
wished to file a written statement with 
the Coordinating Subcommittee or 
task groups will be permitted to do so, 
either before or after the meeting but 
not later than December 29, 1978. 
Members of the public who wish to 
make oral statements should inform 
Dr. Erik A. Svenson, Office of Policy 
and Evaluation, 202-376-1846, prior to 
the meeting and reasonable provision 
will be made for their appearance on 
the agenda.

Transcripts of the meeting will be 
available for public review at the Free
dom of Information Public Reading 
Room, Room GA-152, Department of 
Energy Forrestal Building, 1000 Inde
pendence Avenue, SW., Washington, 
D.C., between the hours of 8 a.m. and 
4:30 p.m., Monday through Friday, 
except Federal holidays. Any person 
may purchase a copy of the tran
scripts from the reporter.

Issued at Washington, D.C.* on No
vember 22, 1978.

W il l ia m  P . D a v is , 
Deputy Director 

of Administration.
[FR Doc. 78-33283 Filed 11-27-78; 8:45 am]

[6450-01-M ]

Ene rgy Inform ation Adm inistration

IN V E N T O R Y  O F  C U R R EN T D O E  EN ER G Y  
IN F O R M A T IO N  R EP O R TIN G  R EQ UIR EM EN TS

AGENCY: Energy Information Ad
ministration.

ACTION: Notice of inventory of cur
rent Department of Energy, energy in
formation reporting forms and expira
tion dates for these documents.

SUM M ARY: The Energy Information 
Administration (E IA ) of the Depart
ment of Energy (D O E ) hereby gives 
notice to respondents and other inter
ested  parties of an inventory of cur
rent energy information reporting 
forms and their respective expiration 
dates. The listing which follows this 
notice indicates for each form the cur
rent form number, the former form  
number (if any), the title of the re
porting form and the expiration date 
for the reporting form which has been 
set by the Office of Management and 
Budget (OM B).

In the future, whenever an energy 
information form is developed, revised, 
or discontinued, E IA  will publish a 
notice in the F ederal  R e g ist e r  sum
marizing the action which is being 
taken.

FOR FURTH ER  INFO R M ATIO N  
CONTACT:

Carolyn Sinclair, Energy Informa
tion Administration, Room BG-035, 
Forrestal Building, 1000 Indepen
dence Avenue SW., Washington, 
D.C. 20585, 202-252-5147.

SUPPLEM ENTAR Y  INFO RM ATIO N : 
This notice, as well as future notices 
issued by E IA  relating to changes in 
reporting requirements, includes only 
those forms for which EIA  is responsi
ble. Neither this notice nor future no
tices issued by E IA  will reference the 
existence of reporting documents or 
changes in the statue of reporting re
quirements which are controlled by 
the Office of Administration within 
DOE.

Issued in Washington, D.C., Novem
ber 16, 1978.

L in c o l n  E. M o se s , 
Adnimistrator, Energy 

Information Administration.
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[6450-01-C ]

U.S. DEPARTMENT OF ENERGY 
Energy Information Administration 

inventory of Current Energy Related* Reporting Forms

As of October 27, 1978

FORM
number

OLD
FORM
NUMRER

FORM
TITLE

FORM
EXPIRATION
date

B0M-i*»1 ÎÔ2-MS BULK TERMINAL stocks of NO.'r AND 
RESIDUAL fuel oils by sulfur
CONTENT

oa/3o/ei

eOM-6-1J05-M NATURAL GAS PROCESSING PLANT PFPT. 01/31/79
BOM.6-1jnB-M TANKFR AND BARGE SHIPMENTS OF 

CRIIOF OIL and PETROLEUM PRODUCTS 
BETnEEN STATES

09/30/81

B0M-N-Î 3?0»M DISTRICT 5 MONTHLY PETROLEUM REPT.
supplement

03/31/61

B0M-6-Î 3?5«T CRUDE O R  AND PETROLFUM PRODUCTS 
PIPELINE SURVEY

08/31/ßn

B0M-6«13?9.A SALES OF ASPHALTS AND ROAD OILS 11/3u/8«
B0M-6-Ï3Î4-A capacity of petroleum refineries 01 /3L/79
B0H-6-Î33S-A fuel consumed for all purposes at

REFINERIES
01/31/79

BOM-6-1337-A.AS FUEL UTL AND KEROSINE SALES 
and inventories

11/30/79

B0M.6-Î 390*1391 SUPPLY ANO DISTRIBUTION OE 11/30/8«
NATURAL GAS • PRODUCERS
AND distributors

*Does not include reoorting requirements 
controlled bv DOE Offito of Administration
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Ü.S. DEPARTMENT OF ENERGY 
Energy Information Administration

Inventory of Current Energy Related* Reporting Forms

FORM
numbfr

OLD
FORM
NUMBER

As of October 27, 1978 

FORM
TITLE

FORM
E XPIPATIDl
oate

BOm-6-Î383-4 NATUR4L GAS PROCESSING REPORT 1 1/30/80
BOM-6-13<»5-A,AS 941ES OF LIOUIFIFD 

PETROLEUM GASES
11/30/80

B0M-6-Ì 370-4 COKE AND COAL-CHFMICAL MATERlAls 06/30/79
B0M-6-T 385-4 PENNSYLVANIA ANTHRACITE PRODUCTION 1 1/30/7B
B0M-6-Ï386-4 PENNSYLVANIA ANTHRAC ITF PRODUCTION 

(MINE WITHOUT PREPARATION PLANTS)
1 1/30/78

B0M-6-Í 387-A PENNSYLVANIA ANTHRAC IIF PRODUCTION 
(CONTRACTOR'S REPORT)

1 1/30/7«

B0M-6-Î392-4 DISTRIBUTION OF PENNSYLVANIA 
ANTHRACITE

11/3G/7«

CS-83 FE4-U531-S-0 building workshop follo»*-up Survey 06/30/79
CS-80 FE4-532-S-0 INDUSTRY WORKSHOP FOLLOm-UP SuRVFY 06/30/79
CS-85 FEA-U533-S-0 VANPOOL WORKSHOP FOLLOW-UP SURVEY 06/30/79
EI4-1S FE4-PU0-M-? refiners MONTHLY cost ALLOCATION 

REPORT
08/31/79

f14-19 FE4-P136-M-o synthetic natural gas plant rept 08/31/79
E14-?,3*S MONTHLY COAL REPORT, FUEL 

CONSUMPTION REPORT, COKE AND COAL 
CHFMICAL REPORT

01/31/8«

EI4-P5 FEO-1000 PRIME SUPPLIERS REPORT 06/30/79EIA-28 FINANCIAL REPORTING SYSTEM 12/31/79

EIA-35 EPA-DOE FUEL ECONOMY GUIDE EVALUATION 06/30/79
SURVEY

*Does not include reporting requirements
controlled by DOE Of fice .'of Administration
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U.S. DEPARTMENT OF ENERGY 
Energy Information Administration

Inventory of Current Energy Related* Reporting Forms

As of October 27, 1978

FORM
NUMBER

OLD
FORM
number

FORM
TITLE

FORM
E >R I» A T IMt, 
DATE

EIA-SO FEA-CIOI-4-? 
FPC-69
FE4-G101-0-0

alternative fuel demand due to 
natural gab curtailments

12/11/7*

CIA-52 SURVEY OF FUEL SWITCHING BY EnD 
USE customers

12/31/7P

E14-6 BOM-6-1a19-0 DISTRIBUTION OF BITUMINOUS COAt 
AND LIGNITF SHIPMENTS

oi/3i/a«

CJA-65 ♦• SOLAR COLLECTOR MANUFACTURING 
SURVFV

0tt/30/79

EI*-65 FIELD EVALUATION OF ROOM 
AIR CONDITIONERS

12/31/7P

EI4-T BOM-6-1001-4 BITUMINOUS COAL AND LIGNITF
production and mine opfration

o i/3i/f *

CIA-72 MONTHLY FnERGY REVIEW SURVFV 12/31/7»

E14-79 EIA-8 retail motor GASOLINE SERVICE
STATION SUPVEY

07/31/7 9

CIA-8« NATIONAL ENERGY CONSUMPTION 
INTERIM SURVEY

06/30/7°

E14-9 FEA-PI12-M-0
Cl C-9?

n o.2 HEATING oil SUPPLY PRICE 
MONITORING REPORT (SCHEDULE A)

OB/31/8^

CIA-97 12/31/79

ERA-1 on FEA-2S CERTIFICATION of RFOUIREMENTS FOR 
USE UNDER ALLOCATION LFVFLS NpT 
SUBJECT TO AN ALLOCATION FRACTION

03/31/79

ERA-09 FEA-P102-M-O DOMESTIC CRUDE OIL ENTITLEMENTS 
PROGRAM REFINERS MONTHLY RFPT.

03/31/79

ERA-60 FEA-1005-1M
FEA-P126-M-Ô
68-02
FEA-P113-M-O

REPORT OF OIL IMPORTS INTO THE 
UNITED STATES AnD PUERTO RICO

0B/30/79

•Does not include reporting reoruirements 
controlled by DOE Office of Administration
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U.S. DEPARTMENT OF ENERGY 
Energy Information Administration 

Inventory of Current Energy Related* Reporting Forms 

As of October 27, 1978

FORM
number

OLD
FORM
NUMBER

FORM
TITLE

FORM
Expiration
OATE

ERA-99 FEA-J7 RE0UFS7' FOR ASSIGNMENT OF BASE 
P£PI0D SUPPLY VOLUME

01/3l /79

ERDA-H0-7S« ouarterly progress rfport on
STATUS OF REACTOR CONSTRUCTION

07/31/61

ERPA-0Î7Ô SURVEY OF 11.3. URANJUM MARKETING
activity

01/31/PI

ERDA-0171 ANNUAL SURVEY URANIUM EXPLORATION 
AND SUPFACF DRILLING COSTS and 
ANTICIPATED EXPENDITURES

Oü/jn/M*

EEA-AHS-? HOUSING FnERGY conservation PO/30/R1

FEA-C60P-S-1 MFBI COAL CONVERSION REPORT 1?/3J/7S

FEA-C603-S-0 POwERPLANT in EARLY planning pro
cess IDENTIFICATION REPORT

1?/3l/7S

FEA-C607-S-01 major fuel burning installation- 
early planning PROCESS IDENTIFI
CATION REPORT

l?/3l/7A

F£A-C6»'7-S-03 major fuel burning installation- 
early Planning PROCESS IDENTIFI
CATION REPORT

12/31/7*

FEA-F70I-M.0 transfer PRICING report 01/31/79

FEA-G3I8-M-0 underground gas storage report 06/30/79

FEA-P101-0-1 REFINER OUARTERlY REPORT i ?/ 3i n *

FEA-P103-M-0 old OIL ENTITLEMENTS PROGRAM 
ENTITLEMENT transaction REPORT

01/31/79

FEA-P10S-S-0 COMPLAINTANT'S report 01/31/79

FEA-P106-S-0 APPLICATION TO STATE FOR PETROLEUM 01/31/70
HARDSHIP OR EMERGENCY RELIEF

*Does not include reporting reouirements 
controlled by DOE Office of Administration
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Ü.S. DEPARTMENT OF ENERGY
' Energy'Information Administration

Inventory of Current Energy Related* Reporting Forms

As of October 27, 1978

FORM OLD
NUMBFR FORM

NUMRER

FORM
TITLE

FORM
EXPI »*T Ins
DATE

FEA-PJ07-S-0

FEA-P108-S-0

FEA-Plîtt-M-0 

F£*- Pl l 5- S- 0  

F£A-PJ16-S-O

FEA-P118-0.1

F£A«Pl?il

F£*-Pl?7-P-0 

FEA-PJ02-M«! 

F£A-PJ06-M-0 

F£â-P5Î«*M-o

F£A.PJ15-M*0

STATF OFFICE OF PETROLEUM ALLOCA
TION STATE ACTION ON APPLICATION 
FOR HARDSHIP OR EMERGENCY RELIEF
wholesale purchaser-reseller's
CERTIFICATION OF DISTRIBUTION t o  

PURCHASERS
mo n t hl y  remittance advice

other REMITTANCE advice

REOUEST FtiP REFUND OF OIL IMPORT 
FEES
REFINER REPORT of RUY/SELL CRUDE 
on TRANSACTIONS (FOR ALLOCATION 
PROGRAM)
DOMESTIC CRUDE OIL 
^PURCHASER'S REPORT
SELECTED PETROLEUM PRODUCTS PRTCE 
REPORT
petrolFum industry monthly REPORT 
FOR PRODUCT PRICES
REFINER/IMPORTER MONTHLY REPORT OF 
PETROLEUM product DISTRIBUTION
monthly survey of DISTILLATE t 
RESIDUAL FUEL SALES VOLUME TO 
ULTIMATE CONSUMERS
MONTHLY survey of propanf sales 
VOLUME TO ULTIMATE CONSUMERS

FE*-R3?0-M-g FEO-1O01 REFINERY REPORT
BOM-6-I300-M

01/31/79

01/31/79

01/31/79 

01/31/79 
ft 1/3l /79

12/31/78

U7/31/Hft 

12/3l/7* 

06/30/79 

12/31/7° 

12/31/7°

12/31/79 

Ül/3l/79

•Does not include reporting reouirements 
controlled by DOE Office of Administration

%
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Ü.S. DEPARTMENT OF ENERGY 
• Energy Information Administration 

Inventory of Current Energy Related* Reporting Forms

As of October 27, 1978

FORM
number

OLD
FORM
number

FORM
TITLE

FORM
EXPIRATION
. DATE

FEA.P3?i*M«o F FO»10 06 
80M-6-1302-M

BULK TERMINAI STOCKS OF FlNJSMfD
petroleum products

01/3J/7 R

FEA-P322-M.0 FEO-lOOa 
BOM-6-1303»M

PIPELINE PRODUCTS REPORT 01/31/7«

FEA*P3?3-H.O FEÜ-100?
B0m«6*I3U»m

CRUDE OIL STOCKS 01/31/70

FEA-P3?B«Q*0 FOREIGN CRUDE OIL COST RFPORT «6/30/8«

EEA-SG-1.2#« SURVEY OF GALLONAGE SALES OF 
GASOLIRE

12/31/78

FEA-U5M-S-0 LIGHTING AND THERMAL OPERATIONS 
AMARD APPLICATION

12/3J/7ft

Fea-U5«2-0-1 fnfrgv conservation performance 07/31 /6«
REPORT

FEA-USPS-P-0 INDUSTRIAL ENERGY CONSERVATION and 
CONSUMPTION REPORT

05/30/81

FEA-U535-A-0 ENERGY SAVINGS REPORT 09/30/8«

F£A»H5î7»S«0 MEDIA SURVEY (RADIO AND TELEVI
SION)

06/30/79

FEA-U504-S-0
FERC-15
FERC-RP
FERC-66
FPC-R0M6

FPC-15
ICC-ACV-162
FPC-1003

OFFICE OF CONSUMER SERVICES GRAnT APPLICATIONTOTAL GAS SUPPLY OF NATURAL GAS COMPANIES ANNUAL REPORT - .. 
APPLICATION FOR ANNUAL OR BASIC 
VALUATION
DATA FOR HEADWATER BENEFITS 
REPORT ON SERVICE INTERRUPTIONS ON 
PIPELINE SYSTEMS

07/31/8«
12/31/79
07/31/80
07/31/81 
03/3) /79

EPC-R021I REPORT OF EVENTS AFFECTING BULK 
POKER SUPPLY (ORDER NU.*33l* 361)

03/31/79

•Does not include reDOrting requirements 
controlled by DOE Office of Administration
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U. S .  DEPARTMENT OF ENERGY 
Energy Information Administration 

Inventory of Current Energy Related* Reporting Forms 
As of October 27, 1978

FORM OLD FORM
NumbFR form * TITLE

number

FOR«
EXPIRATION
DATE

FPC-ROPM

FPORO?8fl

FPC-ROSOR

FPC-R0526

FPC-R0527

FPC-1

fpc-i-f

FPC-i-M

FPC*10«

FPC-ll

FPC-12

DATA ON MEASURES TO TMPlFMFnT 
conservation OF NATURAt resources 
fR-a5«* APPENDIX B)
ANNUAL REPORTS OF SYSTEM Flow 
DIAGRAMS

RESPONSE TO order NO.*383-3, APPEN
DIX A -1, RELIABILITY and ADEDuACY 
OF ELECTRIC SERVICE
TEMP EMERGENCY SAlES/DFl TVERTES OF 
NAT GAS FOR RESAlE IC BY PFRSONS 
with EXEMPTIONS under NAT Gas ACT
RELIABILITY OF ELECTRIC AND GAS 
SERVICE*Pul ICY STATEMENT and PRO
POSED Rulemaking (R-flOS)
ANNUAL RFPOHT Fur ELECTRIC UTILI
TIES» LICENSEES and OTHERS (CLASS 
A and CLASS B)
a'nnual report fur public u t h itifs
and LICENSEES (CLASS C AND CLASS D)
ANNUAL REPORT FOP MUNICIPAL
FLECTRIC utilities (having annual  
REVENUES OF S2t>0»000 OR MORE)
OUFSTIONNATRE SCHED For CONTINUING 
REVIEW OF RATE SCHEDULES ANl YsIS
filed rates» volumes»quality cond
natural Gas pipeline company 
monthly statement
POWER SYSTEM STATEMENT (CLASS I *
II SYSTEMS t REQUESTED CLASS IV t 
V SYSTEMS)

•Does not include reporting requirements 
controlled by DOE OffJLce of Administration

06/30/7R

07/31/7R

06/30/70

06/30/70

Ofc/3ü/7R

I ? / 31 / 7 o

12/31/70

12/31/70

«»O/30/7O

06/30/70

12/31/70

f
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NOTICES 55445
U.S. DEPARTMENT OF ENERGY 

Energy Information Administration

Inventory of Current Energy Related* Reporting Forms 
As of October 27, 1978

FORM OLD FOR« FORM
NUMBFR FORM TITLE ExPIRMin*.

NUMBER DATE

FPC-Î2-A POWER SYSTEM STATEMENT (CLASSED 
III. IV, AND V SYSTEMS)

12/31/79

FPC-Î2-C INDUSTRIAL ELECTRIC GENERATING 
CAPACITY-SMALLER INDUSTRIAL
plants

06/30/79

FPC-t2-D POMER SYSTEM STATEMENT (CLASS I R 
II SYSTEMS t RFOUESTFD CLASS IV R 
V SYSTEMS)

12/31/79

FPC-12-F pumerlIne and construction data 12/31/79
FPC-12E-2 SUPPLEMENTAL POkER STATEMENT 06/30/7°
FPC-13 SUMMARY FOP NATIONAL ELECTRIC RATE 

BOOK
06/30/7°

FPC-H ANNUAL REPORT FOR IMPORTFRS AND 
EXPORTERS OF NATURAL GAS

03/31/7°

FPC-16 PEPORT OF GAS SUPPLY, REOUIREmFnTS 
AND CURTAILMENTS

09/30/79

FPC-17 MONTHLY REPORT OF NATURAL GAS
pipeline curtailments

06/30/79

FPC-? ANNUAL REPORT OF NATURAL GAS 
COMPANIES (CLASS A AND CLASS B)

12/31/7°

FPC-2-A NATURAL gas processing report 12/31/79
FPC-237A WEEKLY FUEL EMERGENCY REPORT-COAL (»3/31/79
FPC-2378 WEEKLY FUEL EMERGENCY REPORT-Oll 03/31/79
FPC-3 TYPICAL NET MONTHLY BILLS FOR

electrical service
06/30/79

♦Does not include reporting requirements
controlled by DOE Office of Administration
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U.S. DEPARTMENT OF ENERGY 
Energy Information Administration 

Inventory of Current Energy Related* Reporting Forms 
As of October 27, 1978

FORM OLD FORM FORM
numbfr form TITLE F xPIRATIOn

NUMBER DATE

FPC-3-A A LI flectrtc homes data shfet 0*i/30/7R
FPC-3-R(n monthly RESIDENTIAL, COMMERCIAL, 

AND INDUSTRIAL electric bill 
data for bls

12/31/78

FPC-3-P(?> monthly RESIDENTIAL, COMMERCTa» , 
AND INDUSTRIAL tLECTRIC bill 
DATA for  bls

09/30/79

FPC-310A APPLICATION TOP SMALL PRODUCER 
FXEmPTION

12/31/79

FPC-310B annual statement to support small
PRODUCER EXEMPTION

Of'/ Î0/7O

EPC-334 RESERVE DEDICATION RFPORT 12/31/79
FPC*38 ELECTRIC GENERATING STATION and 

SUBSTATION DATA AND LOCATION
06/30/79

FPC*a monthly power plant report 03/31/70
FPC-823 monthly REPORT OF cost and ouaiitv 

OF FUELS FOR ELECTRIC PLANTS
03/31/70

FPC»«5 REPORTING OF NEW NON-JURISDlCTION- 
AL SALES OF NAT GAS By NAT GAS CO 
SUBJECT TO JURISDICTION OF FPC

06/30/79

FPC*S MONTHLY statement of electric 
operating revenue and income

06/30/79

FPC-6 INITIAL COST STATEMENT FOR 
IICEASED PROJECTS

06/30/79

FPC-67 STEAM • ELECTRIC PLANT AIR 
AND WATER DUALITY CONTROL

12/31/79

FPC-7 STATEMENT OF ACTUAL' LEGITIM4TE 
ORIGINAL COST OF CONSTRUCTION

06/30/79

♦Does not include 
controlled by DOE

reporting 
Office of

requirements
Administration
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FORM
NUMBER

FPC-B FPC-2
FPC-11
FPC-16

UNDERGROUND gas STORAGE RFPOPT M  /3l /«'*

FPC-RO lICENSFD PROJECTS RECREATION
report

12/31/79

FPC-0 ANNUAL REPORT FOR LKENSFES OF
privately owned major projects
(UTILITY AND INDUSTRIAL)

12/31/79

ICC-ACR-«! REPORT OF EXPENDITURES FOR ADDI
TIONS and betterment-oil pipe.
1INE COMPANIES

03/31/7®

ice-Acv-i STATEMENT OF PROPERTY Changes 
OTHER Than land And RIGhts-of.wav
pipeline carriers

(•3/31/79

TCC-ACV-il information for USE IN DEVELOPMENT 
OF WORKING CAPITAL

03/31/79

ICC-ACV-159 SERVICE LIFE DATA 12/31/7B
KC-ACv-2 SUMMARY of LAND and rights-of-way 

PROPFRTv CHANGFS-PIPELINE CARRI
ERS

03/31/7«

TCe-ACV-3 SUMMARY OF CHANGES IN ORIGINAL 
COST AND TOTAL ORIGINAL COST AT 
End OF PERIOD-PIPELINE CARRIERS

03/31/70

ICC-ACV-fl SUMMARY OF COST REPRODUCTION nEw 
AnD REPRODUCTION NFW LESS OEPRF- 
CIATION-PIPELINE carriers

«3/31/79

ICC-ACV-5 INVENTORY OF PPOPERTV OTHER THAN 
(AND AND RIGHTS-OF-WAY

03/31/79

1CC-ACV-6 INVENTORY OF LAND AND RIGHTS-OF- 
WAV

03/31/70

*Does not 
controlledinclude reporting by DOE Office of requirements

Administration

U.S. DEPARTMENT OF ENERGY 
Energy Information Administration

Inventory of Current Energy Related* Reporting Forms 
As of October 27, 1978

OLD FORM
FORM TITLE
NMMRER

FORM
EXPIRATION
DATE
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U.S. DEPARTMENT OF ENERGY 
Energy Information Administration 

Inventory of Current Energy Related* Reporting Forms

As of October 27, 1978

FORM
NijmbFR

OLD FORM F (jPm 
FORM TITLE F KP JR*TIOf.
numrer date

ice-âcv«? SUMMARY OF original COST OF 03/11/79 
INVENTORY

ICC»ACV-R cost data for equipment and tanks 0 3/1 1 / 7 9

ÎCC-âCV-0 COST DATA FOR PIPELINE CONSTPuC- 03/11/79 
TION

ice-p annual report • carriers 01/31/79
RY PIPELINE

ICC-0P8 QUARTERLY REPORT of PIPELINE 1?/31A79
companies

Mâ-ati MANUFACTURERS of COAL oa/lo/ 7 0  
INVENTORIES as of 10/11/77

RA.16 FEA.C61!-S«n COAL LOAN GUARANTEE APPLICATION P9/3o/b3
S-180,180B,1A05 SOLAR COLLECTOR maNuFACTURNG 1?/Tl/?* 

SURVEY

•Does not include reportino reouirements 
controlled bv DOF Office of Administration

[FR Doc. 78-33145 Filed 11-27-78; 8:45 ami
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[6450 -01 rM ]

Economic Regulatory Administration

PROCEDURE FOR EARLY FILING AS PROVIDED
FOR UNDER SECTION 902 OF THE POWER-
PLANT AND INDUSTRIAL FUEL USE ACT OF
1978

Notice is hereby given that the Eco
nomic Regulatory Administration is 
prepared to receive, consider and take 
action on:

1. Pilings by certain powerplants as 
provided for in Section 902(a) of the 
Powerplant and Industrial Fuel Use 
Act of 1978 (FU A ): and

2. Filings by major fuel burning in
stallations for the use of petroleum 
under Section 211(d) of FU A  as pro
vided for in Section 902(b) of FUA.

If you wish to file early as provided 
for in Section 902 of FU A  you must 
submit appropriate documents signed 
by your Chief Executive Officer. Such 
filings must be clearly labeled as filed 
pursuant to the Powerplant and In
dustrial Fuel Use Act of 1978 both on 
the filing itself and on the outside of 
the envelope in which it is sent. Your 
filing must be sent to the Assistant 
Administrator for Fuels Regulations, 
Room 6128, 2000 M  Street NW., Wash
ington, D.C. 20461. For further infor
mation contact: Mr. Barton R. House, 
Office of Fuels Regulation, Economic 
Regulatory Administration, Depart
ment of Energy, Room 6128, 2000 M  
Street NW ., Washington, D.C. 20461, 
(202) 254-3905.

Issued in Washington, D.C., Novem
ber 17, 1978.

Barton R . H ouse, 
Assistant Administrator, Fuels 

Regulation, Economic Regula
tory Administration, Depart
ment of Energy.

[F R  Doc. 78-33282 Füed 11-27-78; 8:45 am ]

[6740 -02 -M ]

Federal Energy Regulatory Commission 

[P ro ject No. 2305]

SABINE RIVER AUTHORITY OF TEXAS AND  
SABINE RIVER AUTHORITY, STATE OF LOU
ISIANA

Application for Approval of Revised 
Recreation Plan

N ovember 21,1978. 
Take notice that an application was 

filed May 24, 1978, by the Sabine 
River Authority, State of Lousiana 
(correspondence to: Mr. R. D. Morgan, 
Chief Engineer, Sabine River Authori
ty of the State of Louisiana, P.O. Box 
44155 Capitol Station, Baton Rouge,

Louisiana .70804) under the Federal 
Power Act, 16 U.S.C. §§ 791a-825r, for 
approval of revised plans for recre
ational development at the construct
ed Toledo Bend Project, FERC No. 
2305. The Authority is, with the 
Sabine River Authority of Texas, a 
joint licensee of the project, located 
on the Sabine River in Newton, 
Sabine, and Shelby Counties, Texas, 
and Sabine and Desoto Parishes, Lou
isiana. The project occupies lands of 
the Sabine National Forest.

The revised recreation plan pro
posed by the Authority is for the Lou
isiana portion of the project. A  revised 
plan is also being proposed by the 
Sabine River Authority of Texas for 
the Texas portion of the project. A  
separate notice will be issued for that 
plan when the filing is completed.

The revised plan of the Sabine River 
Authority, State of Louisiana calls for 
transferring the responsibility for rec
reational development now vested 
with it to the Louisiana State Parks 
and Recreational Commission (La  
SPARC). The present recreation plan 
for the project approved some 16 rec
reational areas on the Louisiana shore. 
La SPARC would trade land in these 
areas to acquire land to develop two 
major state parks to be known as 
North and South Toledo Bend Parks, 
under two consecutive 5 year pro
grams. It is anticipated that the North 
Toledo Bend State Park would be con
structed during the first five year 
period, would consist of approximately 
1000 to 1200 acres, and would be locat
ed on the northern half of the Louisi
ana side of the reservoir. The park 
would offer water-related recreational 
opportunities such as swimming, boat
ing, skiing, and fishing, as well as fa
cilities for activities usually available 
in large state parks including camping 
grounds, hiking trails, playgrounds 
and cabins. The South Toledo Bend 
State Park, which would be construct
ed during the second 5 year period, 
would be a 1200-acre facility near the 
project dam. Striped bass fishing is al
ready established. Other recreational 
opportunities would be similar to 
those described for the North Toledo 
Bend Park. The estimated cost for 
both parks is 9.7 million dollars.

Anyone desiring to be heard or to 
make any protest about this applica
tion should file a petition to intervene 
or a protest with the Federal Energy 
Regulatory Commission, in accordance 
with the requirements of the Commis
sion’s Rules of Practice and Procedure, 
18 CFR § 1.8 or § 1.10 (1977). In deter
mining the appropriate action to take, 
the Commission will consider all pro
tests filed, but a person who merely 
files a protest does not become a party 
to the proceeding. To become a party, 
or to participate in any hearing, a 
person must file a petition to inter

vene in accoredance with the Commis
sion’s Rules. Any protest or petition to 
intervene must be filed on or before 
January 2, 1979. The Commission’s ad
dress is: 825 N. Capitol Street, NE., 
Washington, D.C. 20426.

The application is on file with the 
Commission and is available for public 
inspection.

K enneth  F. P lumb , 
Secretary.

[F R  Doc. 78-33270 Filed 11-27-78; 8:45 am ]

[6450-01-M ]

Intergovernmental and Institutional Relations

NATIONAL PETROLEUM COUNCIL; SUBCOM
MITTEE ON PETROLEUM INVENTORIES AND
STORAGE AND TRANSPORTATION CAPACI
TIES

Meeting

Pursuant to the provisions of the 
Federal Advisory Committee Act 
(Public Law 92-463, 86 Stat. 770), 
notice is hereby given that the Sub
committee on Petroleum Inventories 
and Storage and Transportation Capa
cities of the National Petroleum Coun
cil will meet Wednesday, December 13, 
1978, at 2:00 p.m. in the Mount Vernon 
Room, Madison Hotel, 15th and M  
Streets, NW., Washington, D.C.

The parent Committee was estab
lished to provide advice, information 
and recommendations to the Secretary 
of Energy on matters relating to oil 
and gas or the oil and gas industries.

The subcommittee will make an 
analysis of the petroleum inventories, 
and storage and transportation capaci
ties of the United States, and will 
report its findings to the parent Com
mittee.

The tentative agenda is as follows:
Discuss the Scope of the Study 

Being Conducted in Response to the 
Secretary of Energy’s Request.

Discuss the Methodology and Data 
Collection of the Study.

Discuss the Timetable for Comple
tion of the Study.

Discuss Any Other Matters Perti
nent to the Overall Assignment From  
the Secretary.

The meeting is open to the public. 
The Chairperson of the subcommittee 
is empowered to conduct the meeting 
in a fashion that will, in his judgment, 
facilitate the orderly conduct of busi
ness. Any member of the public who 
wishes to file a written statement with 
the subcommittee will be permitted to 
do so, either before or after the meet
ing. Members of the public who wish 
to make oral statements pertaining to 
items on the agenda should inform 
Georgia Hildreth, Director, Advisory 
Committee Management, 202-252- 
5187, at least 5 days prior to the meet-
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ing and reasonable provision will be 
made for their appearance on the 
agenda.

Transcripts of the meeting will be 
available for public review at the Free
dom of Information Public Reading 
Room, Room GA-152, Forrestal Build
ing, 1000 Independence Avenue, S.W., 
Washington, D.C., between the hours 
of 8:00 a.m., and 4:30 p.m., Monday 
through Friday, except Federal holi
days. Any person may purchase a copy 
of the transcript from the reporter.

Issued at Washington, D.C. on No
vember 24, 1978.

G eorgia H ildreth , 
Director, Advisory 

Committee Management.
[F R  Doc. 78-33458 Filed 11-27-78; 9:30 am ]

[6450-01-M ]

Office of Hearings and Appeals

APPLICATION FOR EXCEPTION FILED BY SHELL 
OIL CO.

Public Hearing

AGENCY: Office of Hearings and Ap
peals, Department of Energy.
ACTION: Notice of public hearing.
SUM M ARY: The Office of Hearings 
and Appeals of the Department of 
Energy (D O E ) gives notice of a public 
hearing to be held to receive com
ments with respect to an Application 
for Exception filed by Shell Oil Com
pany (Shell) on November 16, 1978. In 
its submission, Shell requests relief 
from the provisions of 10 CFR 211.10, 
which requires that allocations of 
motor gasoline be determined by refer
ence to volumes supplied during 1972, 
as adjusted. The purpose of this hear
ing is to provide suppliers and any 
other interested persons an opportuni
ty to make oral presentations regard
ing the basis for Shell’s request that 
exception relief be granted to Shell 
which permits the firm to determine 
allocation levels on the basis of 1977 
supply levels.
DATES: Hearing: December 8, 1978, 
9:30 a.m.

Request to Speak: December 5, 1978.
ADDRESSES: Request to Speak: 
Debra Kidwell, Office of Public Hear
ing Management, Box W G , 2000 M  
Street, NW., Room 2313, Washington, 
D .C .20461, (202) 254-5201.

Hearing Location: Room 2105, 2000 
M Street, NW., Washington, D.C. 
20461.

Comments and Further Information 
to: Thomas O. Mann, Acting Deputy 
Director, Office of Hearings and Ap
peals, 2000 M  Street, NW., Room 8014,

Washington, D.C. 20461, (202) 254- 
8606.
SUPPLEM ENTAR Y INFORM ATION: 
Currently pending before the Office of 
Hearings and Appeals are an Applica
tion for Stay, and an Application for 
Exception which were filed by the 
Shell Oil Company (Shell) on Novem
ber 16,1978.

In its Application for Exception, 
Shell states that the firm’s current 
supply of gasoline is insufficient to 
meet the needs of its customers. Shell 
attributes this shortfall to two factors. 
According to the Shell submissions, 
the DOE price regulations have held 
Shell’s gasoline prices at levels below 
other major oil companies. Shell states 
that this situation has resulted in an 
increased demand for the gasoline 
that Shell refines. Shell also indicates 
that the production of gasoline at the 
firm’s Wood River, Illinois and Norco, 
Louisiana refineries has been partially 
curtailed. This curtailment, according 
to the firm, has been necessitated by 
repairs and maintenance.

Shell claims that it will be unable to 
fully meet its customers’ current gaso
line requirements until the end of De
cember 1978. Shell contends that in 
order to equitably distribute its availa
ble supplies of gasoline until that 
time, an exception should be granted 
which permits it to use an allocation 
method which more closely reflects 
current demand than the 1972 base 
period specified in Section 211.102 of 
the DOE allocation regulations.

On November 22, 1978, the Office of 
Hearings and Appeals granted the 
relief which Shell had requested for a 
period of 20 days. That action was 
taken in response to an Application 
for Temporary Stay that had been 
filed on November 16, 1978. However, 
because of the potential impact on the 
various customers of Shell and the 
precedential effect that granting ex
ception relief would have on other 
purchasers and suppliers, the DOE  
has determined that it would prove 
beneficial to convene a public hearing 
at which all interested parties will 
have an opportunity to make oral 
presentations regarding the merits of 
the underlying Shell exception applica
tion. Comments will also be accepted as 
to whether the Temporary Stay should 
be extended for an additional period of 
time.

Any party that wishes to make an 
oral presentation at the hearing 
should contact the individual whose 
name appears at the beginning of this 
notice. The Office of Hearings and Ap
peals reserves the right to limit the 
number of persons to be heard and to 
establish the procedures governing the 
conduct of the hearing. The Director 
of the Office of Hearings and Appeals 
or his designee will preside at these 
hearings.

At the hearings, representatives 
from Shell will be afforded an oppor
tunity to make an initial statement. 
Following those statements, interested 
parties, including customers affected 
by the exception application, will be 
permitted to make statements, subject 
to reasonable time constraints. If any 
person wishes to ask a question of any 
person who has made an oral presen
tation at the hearing, he or she may 
submit the question, in writing, to the 
presiding officer. The presiding officer 
will determine whether the question is 
relevant and whether the time limita
tions permit it to be presented for an 
answer.

At the conclusion of all initial oral 
statements, each person who has made 
an oral statement will be given the op
portunity to make a rebuttal state
ment. The rebuttal statements will be 
given in the order in which the initial 
statements were made and will be sub
ject to time limitations. Any further 
procedural rules needed for the proper 
conduct of the hearing will be an
nounced by the presiding officer.

A  transcript of the hearings will be 
made and may be purchased from the 
reporter. The entire record of the 
hearings will be retained by DOE and 
will be made available for inspection 
at the Office of Hearings and Appeals 
Public Docket Room, Room B-120, 
2000 M  Street, NW., Washington, D.C. 
20461, between the hours of 1:00 p.m. 
and 5:00 p.m., e.s.t., Monday through 
Friday.

Issued in Washington, D.C., Novem
ber 22,1978.

M elvin  G oldstein , 
Director,

Office of Hearings and Appeals.
[F R  Doc. 78-33396 Filed 11-24-78; 8:45 am ]

[6450-01-M ]
Office of Hearings and Appeals

NO. 2 (HOM E) HEATING OIL

Issuance of a Decision and Recommendations

AGENCY: Department of Energy, 
Office of Hearings and Appeals.

ACTION: Notice of Issuance of Deci
sion and Recommendations Concern
ing the Possibility of Further Regula
tory Action on Home Heating Oil.

EFFECTIVE DATE: November 21, 
1978.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

George B. Breznay,. Deputy Director, 
Office of Hearings and Appeals, De
partment of Energy, 2000 M  Street, 
NW., Room 8014, Washington, D.C. 
20461, telephone 202-254-9681.
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On January 13, 1978, the Depart
ment of Energy announced the pro
gram which it had implemented to 
monitor the prices of No. 2 (home) 
heating oil over the course of the 
1977-1978 heating season. 43 FR  2917 
(January 20, 1978). At the same time, 
the Deputy Secretary of the Depart
ment of Energy indicated that the 
Office of Hearings and Appeals would 
conduct an evidentiary hearing to 
evaluate the performance of the No. 2 
heating oil industry since the exemp
tion of that product from Federal 
price and allocation controls on July 1,
1976. Id. at 2919. The purpose of the 
hearing was to consider the need for 
further regulatory action regarding 
No. 2 heating oil in light of informa
tion which had been collected as a 
result of the monitoring program and 
any other information submitted at 
the hearing. The evidentiary hearing 
was convened on August 21, 1978 and 
adjourned on August 29,1978.

Notice is hereby given that on No
vember 20, 1978 the Office of Hearings 
and Appeals issued a Decision and 
Recommendations regarding No. 2 
(home) heating oil. The findings con
tained in the Decision are based on 
the record of the August 1978 eviden
tiary hearing. A  copy of the Decision 
is available at the Public Docket Room 
of the Office of Hearings and Appeals 
in Washington, D.C., Room B-120, 
2000 M  Street, NW . between the hours 
of 1 p.m. and 5 p.m. Copies may also 
be obtained by submitting a written 
request to:
Marcia B. Proctor, Chief, Docket and Pub li

cations Branch, O ffice o f Hearings and  
Appeals, Departm ent o f Energy, 2000 M  
Street, N W ., Washington, D .C. 20461.

See also 43 FR 17393 (April 24, 1978); 
43 FR 24588 (June 6, 1978).

Issued, in Washington, D.C., Novem
ber 21, 1978.

M elvin  G oldstein ,
t Director,

Office of Hearings and Appeals.
[P R  Doc. 78-33234 Piled 11-27-78; 8:45 am ]

[6450-01-M ]

ISSUANCE OF PROPOSED DECISIONS AND  
ORDERS

October 16 Through October 20, 1978

Notice is hereby given that during 
the period October 16 through Octo
ber 20, 1978, the Proposed Decisions 
and Orders which are summarized 
below were issued by the Office of 
Hearings and Appeals of the Depart
ment of Energy with regard to Appli
cations for Exception which had been 
filed with that Office.

Amendments to the D O E ’s procedur
al regulations, 10 CFR, Part 205, were 
issued in proposed form on September

14, 1977 (42 FR  47210 (September 20, 
1977)), and are currently being imple
mented on an interim basis. Under the 
new procedures any person who will 
be aggrieved by the issuance of the 
Proposed Decision and Order in final 
form may file a written Notice of Ob
jection within ten days of service. For 
purposes of the new procedures, the 
date of service of notice shall be 
deemed to be the date of publication 
of this Notice or the date of receipt by 
an aggrieved person of actual notice, 
whichever occurs first. The new proce
dures also specify that if a Notice of 
Objection is not received from any ag
grieved party within the time period 
specified in the regulations, the party 
will be deemed to consent to the issu
ance of the Proposed Decision and 
Order in final form. Any aggrieved 
party that wishes to contest any find
ing or conclusion contained in a Pro
posed Decision and Order must also 
file a detailed Statement of Objections 
within. 30 days of the date of service of 
the Proposed Decision.and Order. In 
that Statement of Objections an ag
grieved párty must specify each issue 
of fact or law contained in the Pro
posed Decision and Order which it in- 

' tends to contest in any further pro
ceeding involving the exception 
matter.

Copies of the full text of these Pro
posed Decisions and Orders are availa
ble in the public Docket Room of the 
Office of Hearings and Appeals, Room  
B-120, 2000 M  Street NW., Washing
ton, D.C. 20461, Monday through 
Friday, between the hours of 1 p.m. 
and 5 p.m., e.s.t., except federal holi
days.

M elvin  G oldstein ,
Director,

Office of Hearings and Appeals.

N ovember 21, 1978.

Allison Propane Gas, Allison, Iowa, DEE- 
0082, propane

Allison P ropane G as filed an Application  
fo r Exception from  the provisions o f 10 
C F R  212.93. T he  exception request, if  grant
ed, would result in the assignment by the 
D O E  of a new base period supplier o f pro
pane to Allison. O n  October 20, 1978, the 
D O E  issued a Proposed Decision and O rder  
which determ ined that the exception re
quest should be denied.

Belco Petroleum Corp., Houston, Tex., D EE- 
1426, crude o il

T h e Belco Petroleum  Corporation filed an  
Application fo r Exception from  the provi
sions o f 10 C F R , P art 212, Subpart D . T he  
exception request, if granted, would permit 
Belco to sell the crude oil produced from  
the W h ite  R iver Un it G reen  R iver Partici
pating A rea  “B ,” Secondary W a te r  Flood  
Unit located in U intah  County, U tah  at 
upper tier ceiling prices. O n  October 17, 
1978, the D O E  issued a  Proposed Decision  
and O rder which permits Belco to sell 70.20 
percent o f the crude oil produced from  the 
W h ite  R iver U n it  at upper tier ceiling 
prices.

City o f  Long Beach, Long Beach, Calif., 
DXE-1870, crude o il

T he City o f Long Beach filed an Applica
tion fo r Exception from  the provisions o f 10 
C FR , P a rt  212, Subpart D . T h e  exception  
request, if granted, would perm it the firm  to 
continue to sell a  portion o f the crude oil 
produced from  the Fau lt B lock U n it 3, lo
cated on the W ilm ington O il Field, Ca lifor
nia, at upper tier ceiling prices. O n  October 
16, 1978, the D O E  issued a  Proposed Deci
sion and O rder in which it determined that 
the exception relief should be granted.

Cooper & Brain, Inc., and Robert E. Brain, 
Wilmington, Calif., DEE-1405, crude o il

Cooper and Brain, Inc. and Robert E. 
Brain  filed an Application fo r Exception  
from  the provisions o f 10 C F R  212.73. T he  
request, if granted, would result in a  ret
roactive exception perm itting Cooper and  
B rain  to retain overcharges resulting from  
their, im proper certification o f the B rea  
Canyon Fee Lease as a stripper well proper
ty during 1974. O n  October 16, 1978, the  
D O E  issued a Proposed Decision and O rder  
in which it determined that the Application  
fo r Exception be denied.

G u lf O il Corporation, Tulsa, Okla., D X E - 
1167, crude o il

G u lf  O il Corporation filed an Application  
fo r Exception from  the provisions o f 10 
C FR , P art 212, Subpart O . T h e  exception  
request, if granted, would permit G u lf  to 
continue to sell certain quantities o f crude 
oil which it produces at the Northwest  
G ray lin  “D ” Sand U n it at upper tier ceiling 
prices. O n  October 16, 1978 the D O E  issued 
a Proposed Decision and O rder in which it 
determined that G u lf  should be permitted  
to sell at upper tier ceiling prices 45.73 per
cent o f the crude oil produced from  the  
Northwest G ray lin  “D ” Sand U n it fo r the 
benefit o f the working interest owners.

Charles F. Haas, Corpus Christi, Tex., D EE- 
1026; DEE-1027, curide o il

Charles F. H aas filed two Applictions fo r  
exception from  the provisions o f 10 C F R , 
P art 212, Subpart D . T h e  exception re
quests, if granted, would relieve H aas o f any  
obligation to m ake refunds fo r revenues 
which he realized during the period Septem 
ber 1, 1973 through Novem ber 30, 1975 as a  
result o f charging prices fo r crude oil which  
exceeded the applicable ceiling prices. In  
considering the H aas exception requests, 
the D O E  concluded that: ( i )  H aas failed to 
provide financial data relating to the firm ’s 
overall petroleum  related operations the  
therefore failed to substantiate its claim o f 
serious financial hardship; and (ii ) H aas  
failed to present any compelling reasons 
which would justify  retroactive relief. O n  
October 17, 1978, the D O E  therefore issued 
a Proposed Decision and O rder in which it 
determined that the exception request 
should be denied.

Parente’s O il Service, Inc., Coventry, R.I., 
DEE-1780, No. 2 heating o il

Parente’s O il Service, Inc. filed an A pp li
cation fo r Exception which, if granted, 
would relieve the firm  o f any obligation to 
prepare and submit Form  E IA -9  (N o . 2 
Heating O il Supply/Price M onitoring
Report). O n  October 17, 1978, the D O E  
issued a  Proposed Decision and O rder in 
which it determ ine that the exception re
quest should be denied.
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Phillips Petroleum Co., Bartlesville, Okla., 
DEE-1357, crude o il

The Phillips Petroleum  Com pany filed an  
Application for Exception from  the provi
sions of 10 C PR , Part 212, Subpart D . T he  
exception request, if granted, would permit 
the working interest owners o f the Theim er  
D  lease located in Oklahom a County, O k la 
hom a to sell crude oil produced from  the 
lease at upper tier ceiling prices. O n  Octo
ber .17, 1978, the D O E  issued a Proposed D e 
cision and O rder in which it determined 
that the Phillips exception request should  
be granted.

Puerto R ico Olefins Co., Penuelas, P.R., 
DEE-1303, naphtha

Puerto Rico O lefins Com pany filed an A p 
plication for Exception which, if granted, 
would result in the issuance o f additional 
entitlements to the firm  for each barrel o f 
naptha which it imported into Puerto Rico  
during the period from  January 2, 1977 
through October 31, 1977. O n  October 20, 
1978, the D O E  issued _a Proposed Decision 
and O rder which determined that the ex
ception request be denied.

Pyramid Corp., Inc., Wichita, Kans., DEE- 
0843, crude oil

Pyram id Corporation, Inc. filed an A ppli
cation for Exception from  the provisions of 
10 C FR , Part 212, Subpart D. T he  exception  
request, if granted, would permit Pyram id  
to retain the revenues which the firm  may  
have realized during the period Septem ber 
1, 1973 through Decem ber 31, 1974 by  
charging un law fu l prices fo r the crude oil it 
produced and sold from  the “Pascoe A ” 
property and the “Pasco B ” property, locat
ed in Barton  County, Kansas. O n  October 
16, 1978 the D O E  issued a Proposed Deci
sion and O rder which determined that the 
exception request should be denied.

Samedan O il Corp., Ardmore, Okla., DEE- 
1171, crude oil

Sam edan O il Corporation filed an Appli- 
catoin fo r Exception from  the provisions o f 
10 CFR , P art 212, Subpart D . T he  exception 
request, if granted, would permit the firm  to 
sell the crude oil produced fo r its benefit 
from  the M artin  M uncrief No. 2 Lease, lo
cated in M cC lain  County, O klahom a at 
upper tier ceiling prices. O n  October 19, 
1978, the D O E  issued a Proposed Decision  
and O rder in which it determined that the 
exception request be denied.

Texaco, Inc., Atlanta, Ga., DEE-4842, motor 
gasoline

Texaco, Inc. (T exaco ) filed an Application  
fo r Exception from  the provisions o f 10 
C F R  211.9 T he exception request, if grant
ed, would permit Texaco to term inate its 
base period supplier/purchaser relationship  
with J. C. V a m  and relieve the firm  of its 
obligation to supply V a m  with motor gaso
line. O n  October 20, 1978, the D O E  issued a  
Proposed Decision and O rder in which the 
D O E  determined that the exception request 
should be granted in part.

Texaco, Inc., Denver, Colo., DEE-1306 crude 
oil

Texaco Inc. filed an Application fo r E x 
ception from  the provisions o f 10 C FR , Part  
212, Subpart D. T h e  exception request, if 
granted, would permit Texaco to sell the 
crude oU produced from  the N orthern  Pac if
ic “G ” Lease at upper tier ceiling prices. O n  
October 16, 1978, the D O E  issued a  P ro 

posed Decision and O rder in which it tenta
tively determined that the exception re
quest should be granted.

Wallace & Wallace, Fuel O il Co., Inc.; Wal
lace & Wallace Chemical & O il Corp., 
S t Albans, N.Y., DEE-0388, No. 2 fuel o il

W allace and W allace Fuel O il Co., Inc., 
and W allace and W allace Chem ical and O il 
Corporation jointly filed an Application for  
Exception from  the provisions o f 10 C F R  
212.93. In  the Application W allace request
ed that it be permitted to retain the rev
enues which it realized during the period 
from  Novem ber 1, 1973 through Decem ber 
31, 1974 as a result o f charging prices fo r  
No. 2 fue l oil which exceeded those permit
ted under C F R  212.93. O n  October 19, 1978, 
the Departm ent o f Energy issued a P ro 
posed Decision and O rder in which it deter
mined that the W allace exception request 
should be granted in part and that W allace  
should be relieved o f the requirement that 
it refund overcharges attributable to sales 
under contracts awarded under the 8 (a ) pro
gram  adminstered by the Sm all Business 
Administration. T he  D O E  also determined 
that Wallace should not be required to 
refund certain overcharges made on sales of 
No. 2 fuel oil to other resellers.

[F R  Doc. 33235 Filed 11-27-78; 8:45 am ]

[6450-01-M ]

ISSUANCE OF PROPOSED DECISIONS AND  
ORDERS

November 6 Through November 10, 1978

Notice is hereby given that during 
the period November 6 through No
vember 10, 1978, the Proposed Deci
sions and Orders which are summa
rized below were issued by the Office 
of Hearings and Appeals of the De
partment of Energy with regard to Ap
plications for Exception which had 
been filed with that Office.

Amendments to the D O E ’s procedur
al regulations, 10 CFR, Part 205, were 
issued in proposed form on September 
14, 1977 (42 FR  47210 (September 20, 
1977)), and are currently being imple
mented on an interim basis. Under the 
new procedures any person who will 
be aggrieved by the issuance of a Pro
posed Decision and Order in final 
form may file a written Notice of Ob
jection within ten days of service. For 
purposes of the new procedures, the 
date of service of notice shall be 
deemed to be the date of publication 
of this Notice or the date of receipt by 
an aggrieved person of actual notice, 
whichever occurs first. The new proce
dures also specify that if a Notice of 
Objection is not received from any ag
grieved party within the time period 
specified in the regulations, the party 
will be deemed to consent to the issu
ance of the Proposed Decision and 
Order in final form. Any aggrieved 
party that wishes to contest any find
ing or conclusion contained in a Pro
posed Decision and Order must also 
file a detailed Statement of Objections 
within 30 days of the date of service of

the Proposed Decision and Order. In 
that Statement of Objections an ag
grieved party must specify each issue 
of fact or law contained in the Pro
posed Decision and Order which it in
tends to contest in any further pro
ceeding involving the exception 
matter.

Copies of the full text of these Pro
posed Decisions and Orders are availa
ble in the Public Docket Room of the 
Office of Hearings and Appeals, Room 
B-120, 2000 M  Street, N.W., Washing
ton, D.C. 20461, Monday through 
Friday, between the hours of 1:00 p.m. 
and 5:00 p.m., e.s.t., except federal 
holidays.

M elvin  G oldstein ,
Director,

Office of Hearings and Appeals.
N ovember 21, 1978.

Proposed D ecisions and O rders

Commonwealth O il Refining Co., Inc., Pen
uelas, P.R., DEE-1022, crude o il; naph
tha

T h e Com m onwealth O il Refin ing Co., Inc. 
(Corco ) filed an Application fo r Exception  
which, if granted, would have resulted in an 
increase in the firm ’s entitlement sales obli
gation sufficient to enable it to realize $36 
million in additional revenues over a three 
m onth period. O n  Novem ber 7, 1978, the 
D O E  issued a  Proposed Decision and O rder  
in which it determined that Corco should be 
granted an exception from  the provisions of 
Section 211.67(d)(5)(ii) o f the naphtha enti
tlements program  and that the Corco excep
tion request should be denied in all other re
spects.

Crown Central Petroleum Corp., Bellaire, 
Tex., DEE-1872, crude o il

T h e  Crown Central Petroleum  Corpora
tion filed an Application fo r Exception from  
the provisions o f 10 C FR , P art 212, Subpart 
D. T he  exception request, if granted, would  
permit the working interest owners to sell 
the crude oil which is produced from  the 
Santa A na  and Fresno Land Leases located 
in the Raisin City Field in Fresno County, 
California, at upper tier ceiling prices. On  
Novem ber 9, 1978, the D O E  issued a P ro 
posed Decision and O rder which would  
permit Crown Central to sell at upper tier 
ceiling prices 82.16 percent o f the crude oil 
produced fo r the benefit o f  the working in
terest owners from  the Santa A na  and 
Fresno Land Leases.

Earlsboro O il & Gas Co., Inc., Oklahoma 
City, Okla., DEE-1375, crude o il

Earlsboro O il &  G as  Co., Inc., filed an A p 
plication fo r Exception from  the provisions 
of 10 C F R , P art 212, Subpart D , which, if 
granted, would perm it the firm  to sell the 
crude oil produced from  the Schroeder-Post 
No. 1 W e ll, located in K ingfisher County, 
Oklahom a, at upper tier ceiling prices. On  
Novem ber 7, 1978, the D O E  issued a  P ro 
posed Decision and O rder in which it deter
m ined that the exception request be denied.

G ulf O il Corp., Houston, Tex., DXE-1973, 
crude o il

G u lf  O il Corporation filed an Application  
fo r Exception from  the provisions o f 10 
C F R , P art 212, Subpart D . T he  exception
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request, if granted, would permit G u lf  to 
continue to sell a portion o f the crude oil 
produced from  the Sidney A. Sm ith Lease 
located in Liberty County, Texas, at upper 
tier ceiling price levels. O n  Novem ber 7, 
1978, the D O E  Issued a Proposed Decision  
and O rder in which it determined that ex
ception relief should be granted to the 
working interest owners o f the Sm ith Lease.

Hughes & Hughes O il & Gas, Beeville, Tex., 
FEE-4460, crude o il

Hughes &  H ughes O il and G as  filed an 
Application for Exception from  the provi
sions o f TO C FR , Part 212, Subpart D . T he  
exception request, if  granted, would permit 
Hughes &  Hughes to retain the revenues 
that it realized in the sale o f crude oil pro
duced from  the East Pleasanton Field Unit  
during the period June 1974 through Janu
ary 1976. In addition, H ughes «fe H ughes re
quested prospective exception relief which  
would enable the firm  to undertake an en
hanced recovery waterflood project on the 
•East Pleasanton Field Unit. O n  Novem ber 7, 
1978, the D O E  issued a Proposed Decision 
and O rder in which it determined that the  
retroactive portions o f H ughes &  H ughes’ 
exception application should be denied. T he  
D O E  also determined that prospective ex
ception relief should be granted which  
would permit H ughes &  Hughes to imple
ment the enhanced recovery project at the 
East Pleasanton Field Unit.

Maguire O il Co., Howard County, Tex., 
D X E-1791, crude o il

The M aguire O il Com pany filed an A pp li
cation for Exception from  the provisions o f 
10 C FR , P a r i  212, Subpart D . T he  exception 
request, if granted, would permit M aguire to 
sell the crude oil produced fo r the benefit of 
the working interest owners at the Chandler  
Lease at market prices. O n  Novem ber 6, 
1978. the D O E  issued a Proposed Decision  
and O rder which determined that the ex
ception request be granted.

[F R  Doc. 78-33236 Filed 11-27-78; 8:45 am ]

[6450-01-M ]

TSSUANCE OF DECISIONS AND ORDERS BY 
THE OFFICE OF HEARINGS AND APPEALS

Week of September 11 Through September 15, 
1978

Notice is hereby given that during 
the week of September 11 through 
September 15, 1978, the Decisions and 
Orders summarized below were issued 
with respect to Appeals and Applica
tions for Exception or other relief 
filed with the Office of Hearings and 
Appeals of the Department of Energy. 
The following summary also contains 
a list of submissions which were dis
missed by the Office of Hearings and 
Appeals and the basis for the dismiss
al..

Appeals

Davison O il Co., Inc., Mobile, Ala., DRA- 
0021, diesel fuel

Davison O il Company, Inc. filed  an A ppeal 
from a Rem edial O rder which F E A  Region  
VT issued to it on August 29. 1977. In  the 
Remedial O rder, Region IV  found that 
during the period Novem ber 1, 1973 through

A pril 30, 1974, Davison had im properly sold 
No. 2 -D  diesel fuel at prices in excess o f the 
m axim um  selling prices permitted by the  
M andatory Petroleum  Price Regulations. 
T h e  Rem edial O rder directed Davison to 
make refunds to its purchasers through  
direct payments within thirty days. In  its 
appeal, Davison argued that the F E A  
should have been precluded from  auditing 
the firm  because an earlier audit had found  
np pricing violations. In  considering this 
contention, the D O E  noted that the previ
ous audit concerned the firm ’s pricing of 
motor gasoline rather than diesel fuel. The  
D O E  also pointed out that it is not pre
cluded from  re-investigating a firm ’s pricing 
practices when circumstances warrant. D avi
son also argued that it had received conflict
ing advice concerning the computation o f 
m axim um  law fu l selling prices from  F E O  
and F E A  representatives whom  it contacted 
during the audit period. However, the D O E  
found that Davison had failed to submit any  
documentary evidence o f such oral advice. 
In  addition, the D O E  determ ined that in 
the absence o f countervailing factors, oral 
advice cannot ratify  conduct which is un 
law fu l under federal regulations. Davison  
also contended that the F E A  im properly ex
cluded certain freight costs from  the calcu
lation o f increased product costs in deter
m ining its m axim um  law fu l selling prices. 
However, the D O E  found that those costs 
were incurred in transporting diesel fuel di
rectly from  Davison’s supplier to its custom
ers without bringing the product into inven
tory. T h e  D O E  determ ined that under the 
applicable regulations, that type o f cost 
cannot be passed through as a product cost. 
Davison also argued that the F E A  and D O E  
im properly delayed releasing inform ation to 
the firm  which prevented it from  adequate
ly preparing its Appeal. However, the D O E  
found that Davison had obtained the infor
mation through a Freedom  o f Inform ation  
Act request and had  ample opportunity to 
review the inform ation and supplement its 
Appeal. Finally, Davison contended that en
forcement o f the Rem edial O rder would  
cause the firm  to experience a serious hard 
ship. T h e  D O E  concluded on the basis o f fi
nancial data which the firm  submitted that 
the time period for refunding overcharges 
to customers should be extended from  
thirty days to 18 months. Accordingly, the 
Davison Appeal was granted in part and 
denied in part.

Phillips-Good O il Co., Enid, Okla., DRA- 
0108, crude o il

Phillips-Good O il Com pany appealed from  
a Rem edial O rder issued to it by D O E  R e
gional V I  on Decem ber 20, 1977. In  the R e 
medial Order, Region  V I found that during  
the period Novem ber 1973 through  August 
1976, Phillips-Good had sold crude oil pro 
duced from  seven properties at un law fu l 
prices. T he  Rem edial O rder directed P h il
lips-Good to refund the overcharges plus in
terest to its purchasers. In  its Appeal, P h il
lips-Good contended that R u ling 1975-12 
was im properly issued and should not have 
been used in determ ining the average daily 
production o f the seven properties. In  con
sidering the Appeal, the D O E  observed that 
since R u ling 1975-12 was interpretive o f the 
stripper well rule set forth  in 10 C F R  
212.54, it was specifically exem pt from  the 
notice and hearing requirements o f the A d 
ministrative Procedure Act. T h e  D O E  also 
rejected the firm 's contention that R u ling  
1975-12 is discriminatory because it distin

guishes between wells that produce crude 
oil from  independent form ations through  
m ultiple tubing strings and wells that pro
duce through a single string o f tubing. T h e  
D O E  also refused to grant a stay o f the Re
medial O rd er  pending resolution o f similar 
issues in two district court proceedings. T he  
D O E  noted that administrative stays o f en
forcement proceedings pending federal dis
trict court determinations would have a dis
ruptive effect on the agency’s enforcement 
program . T h e  D O E  therefore denied the 
Phillips-Good Appeal.

R equests for Exception

L. W. Babcock, Montecito, Calif., DEE-1408, 
crude o il

L. W . Babcock filed an Application for E x 
ception from  the provisions o f 10 C F R , P art  
212, Subpart D . T h e  exception request, if 
granted, would perm it the working interest 
owners o f the Un ion  Avenue Field, located 
in K ern  County, California, to sell a  certain 
percentage o f the crude oil produced from  
the lease at upper tier prices. In  considering 
the exception request, the D O E  observed 
that the data submitted by  the applicant in
dicated that operating costs at the Union  
Avenue Field has increased to the point 
where they exceeded the revenues received 
from  the sale o f crude oil produced at lower 
tier prices. T he  D O E  also found that the  
abandonm ent o f the lease by Babcock would  
result in the loss o f a significant quantity o f 
otherwise recoverable crude oil. O n  the 
basis o f the precedent established in a  
num ber o f prior Decisions, the D O E  ap
proved exception relief which permitted  
Babcock to  sell 90.86 percent o f the crude 
oil produced from  the Union Avenue Field  
at upper tier prices fo r a period o f six 
months.

Commonwealth O il Refining Co., Inc., San 
Antonio, Tex., DEE-1369, crude oil

T he Com m onwealth O il Refin ing Com pa
ny, Inc. (C orco ) filed an Application fo r E x 
ception in which it requested additional 
benefits under the O ld  O il Entitlements 
Program  fo r  using low quality crude oil 
from  Californ ia in its Puerto  R ican refinery. 
In  addition, the firm  requested an exception  
from  the provisions o f 10 C F R  211.67(dX4) 
which would perm it it to earn fu ll entitle
ment benefits fo r residual fuel oil refined  
from  Californ ia crude oil and sold in the  
East Coast market. O n  June 30, 1978, the  
D O E  issued a Proposed Decision and O rder  
in which it approved the exception relief 
sought by  Corco.

Fourteen firm s filed Statements o f Objec
tions to the Proposed Decision and Order. 
In  their Statements, the firm s maintained  
that: ( i )  the D O E  lacks authority to approve  
exception relief on gross inequity grounds  
to a  firm  that is not itself experiencing an  
inequity and (ii ) the approval o f exception  
relief in this proceeding constitutes unlaw 
fu l rulemaking. In  considering the first ar
gument, the D O E  observed that it has ap
proved exception relief to alleviate an in
equity to a third party on num erous occa
sions. T he  D O E  concluded that there was 
no basis to the claim that it lacked authori
ty to grant exception relief to Corco in 
order to m itigate the gross inequity current
ly  experienced by Californ ia crude oil pro
ducers due to the price and allocation regu
lations. In  response to  the second argument, 
the D O E  held that it has the discretion to 
proceed by either rule-m aking or individual
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adjudication in addressing situations in 
which gross inequity exists.

T h e  parties filing Statements o f Objec
tions also contended that the approval o f 
exception relief would not result in the pro
duction o f additional Californ ia crude oil, 
that exception relief was unnecessary since 
posted prices fo r Californ ia crude oil were 
recently increased, and that there was no  
evidence that the crude oil which Corco in
tends to pu rch ase . represents shut-in pro
duction. In  considering these contentions, 
the D O E  found that the production o f cer- 
taion types o f Californ ia crude oil was  
either shut-in or curtailed as a result o f in
sufficient market demand. T h e  D O E  also 
found that the recent increases in posted 
prices fo r Californ ia crude oil were insuffi
cient to encourage increased production. 
T h e  D O E  also held that since the record 
contained substantial evidence o f shut-in  
production and insufficient market demand  
fo r  certain types o f low  gravity Californ ia  
crude oil Corco should not be required to 
supply specific evidence that the crude oil it 
intends to purchase would not otherwise be 
produced.

In  view o f these circumstances, the D O E  
determined that Corco should receive $4.13 
in additional entitlement benefits fo r each  
barrel o f Californ ia crude oil which it proc
esses in its refinery, subject to certain speci
fied restrictions. T h a t amount was based on 
Corco’s projected increased costs and de
creased revenues due to the use o f C alifo r
n ia crude oil and an incentive factor varying  
with  the gravity o f the crude oil. Finally, 
the D O E  determined that Corco should be 
permitted to earn fu ll entitlement benefits 
fo r each barrel o f residual fuel oil which it 
produces from  Californ ia crude oil and sells 
in the East Coast market.

Gibson O il & Refining Co., Bakersfield, 
Calif., FEE-4387, crude o il

G ibson O il &  Refin ing Com pany filed an 
Application fo r Exception from  the provi
sions o f 10 C F R  211.67 (the  O ld  O il Entitle
ments Program ). T he  exception request, if 
granted, would permit G ibson to receive ad
ditional entitlements fo r the crude oil which  
is refined for its account pursuant to proc
essing agreements. In  its Application, 
Gibson stated that a  fire had destroyed its 
refinery, and it requested that it be granted  
sm all refiner bias entitlements fo r its proc- 
essipg agreements pending the construction 
o f a  new refinery. In  considering G ibson ’s 
request, the D O E  determined that the firm  
had failed to demonstrate that its oper
ational difficulties were attributable to D O E  
regulations. T he  D O E  also rejected G ibson ’s 
contention that exception relief would pro
mote the national interest by  increasing do
mestic refining capacity fo r Califo rn ia crude 
oil. T he D O E  noted that neither the entitle
ments program  nor the exceptions process is 
the appropriate mechanism fo r receiving aid 
in building new refin ing facilities. Accord
ingly, the G ibson exception request was 
denied.

W. N. McMurry, Casper, Wyo., DXE-1477, 
crude o il

W . N. M cM urry  filed an Application for  
Exception from  the provisions o f 10 C FR , 
P art 212, Subpart D . T he  request, if grant
ed, would result in an extension o f excep
tion relief previously granted to M cM urry  
and would perm it the firm  to continue to 
sell a portion o f the crude oil produced from  
the W est Sage Creek Lease in Park  County,

NOTICES

W yom ing, at upper tier ceiling prices. W. N. 
McMurry, 1 D O E  Par. 81,117 (A p ril 26, 
1978). In  considering the exception applica
tion, the D O E  found that M cM urry  contin
ued to incur increased operating expenses 
on the W est Sage Creek Lease. T h e  D O E  
also found that in the absence o f exception  
relief, the working interest owners would  
lack an economic incentive to continue to 
produce crude oil from  the property. In  view  
o f these determinations and on the basis o f 
the operating data which M cM urry  had sub
mitted fo r the most recently completed 
fiscal period, the D O E  concluded that ex
ception relief should be continued to permit 
M cM úrry  to sell 16.31 percent o f the crude 
oil produced from  the W est Sage Creek  
Lease fo r the benefit o f the working interest 
owners at upper tier ceiling prices.

Monsanto Co., Houston, Tex., DXE-1424; 
^ DXE-1425, crude o il

Monsanto Com pany filed two Applications 
fo r Exception from  the provisions o f 10 
C F R , P art 212, Subpart D . T h e  exceptions, 
if granted, would result in the extension o f 
the exception relief previously granted to 
M onsanto and would permit the firm  to sell 
a portion o f the crude oil produced from  the 
M ilo  No. 1 and State 16 No. 1 W ells  at upper 
tier ceiling prices. In  considering the M on 
santo exception request, the D O E  found  
that the firm  continued to incur increased 
operating expenses at the properties and  
that, in the absence o f exception relief, the 
working interest owners would lack an eco
nomic incentive to produce crude oil. In  
view o f this determ ination and on the basis 
o f the operating data which M onsanto sub
mitted fo r the most recently completed 
fiscal period, the D O E  concluded that M on 
santo should be permitted to sell at upper 
tier ceiling prices 78.36 percent o f the crude 
oil produced from  the M ilo  W e ll and 62.29 
percent o f the crude oil produced from  the 
State W e ll fo r the benefit o f the working in
terest owners.

R emedial O rder

Jimmie Austin, (Lb.a. Austin D rilling Co., 
Seminole, Okla., DRO-OOOl, crude o il

Jimmie Austin, d.b.a. Austin D rilling Com 
pany filed an Objection to a Proposed R e 
medial O rder issued to it by D O E  Region  
V I. In  the Proposed Rem edial Order, 
Region V I  determ ined that Austin had  
charged excessive prices in sales o f crude oil 
and had thereby violated the applicable ceil
ing price regulations. In  its objection, 
Austin claimed that Region V I had im prop
erly excluded an injection well in determ in
ing the average daily production o f crude 
oil. In  considering this claim, the D O E  
noted that the identical contention had  
been considered and rejected in a num ber o f 
previous decisions. T he  D O E  also concluded 
that the pendency o f litigation involving 
that issue did not provide sufficient justifi
cation fo r suspending enforcem ent o f the 
remedial action. Austin also claimed that 
the Regional O ffice erred in finding that a  
$.15 per barrel paym ent to the firm  by a  
purchaser constituted a  bonus in excess o f 
the posted price. T he  D O E  found that this 
contention had also been denied in previous 
decisions and concluded that Austin  had  
presented no basis fo r reaching a  contrary  
result. Therefore, the D O E  denied Austin ’s 
Objection and issued a final Rem edial O rder  
to the firm .

R equest for Stay

O. B. Mobley, Jr., Lafayette County, Ark., 
DES-0100, crude o il

O. B . M obley, Jr. filed an Application for 
Stay o f an Interpretation which was issued 
to him  by the D O E  Genera l Counsel on 
M arch  16, 1978 and affirm ed on Appeal by  
the D O E  on June 16, 1978. O. B. Mobley, Jr.,
2 D O E  P a r . ------(June 16, 1978). I f  his
p res<en t request were granted, M obley  
would not be required to comply w ith the 
provisions o f 10 C F R  P art 212, Subpart D, 
pending judicial review o f the Interpreta
tion. In  considering the Application, the 
D O E  concluded that M obley  should not be 
permitted to continue to charge prices de
termined to be un law fu l in two previous 
agency proceedings. T he  D O E  also noted 
that approval o f stay relief would frustrate 
the public interest in timely compliance 
with D O E  regulations. Finally, the D O E  
noted that M obley  is unlikely to succeed on 
the merits o f his lawsuit. Accordingly, the 
Application for Stay was denied.

Supplemental O rder

Varibus Corp., Beaumont, Tex., DEX-0106, 
No. 2 fuel o il

T he Acting Director o f Enforcem ent of 
D O E  Region V I  requested that the O ffice of 
Hearings and Appeals issue an O rder direct
ing the disbursement o f funds which the 
Varibus Corporation has deposited in an 
escrow account pursuant to a  Decision and 
O rder which the F E A  issued to the firm  on 
October 28, 1976. Varibus Corporation, 4 
F E A  Par. 85,030 (O ctober 28, 1976). In  sup
port o f his request, the Acting Director of 
Enforcem ent stated that on June 23, 1978, 
the United States District Court fo r the 
Eastern District o f Texas sustained previous 
agency actions in the m atter and directed 
Varibus to comply with the provisions of a 
Rem edial O rder which the agency issued to 
it on Septem ber 20, 1976. See Varibus Cor
poration, 4 F E A  Par. 80,593 (Decem ber 17, 
1976). T h e  Acting Director o f Enforcement 
also stated-that Varibus inform ed the D O E  
that it does not intend to further contest 
the Rem edial Order. Accordingly, the Office 
of Hearings and Appeals issued an order di
recting the Acting Director o f Enforcement 
to disburse the funds in the escrow account 
in a  m anner consistent with the provisions 
of the Rem edial Order.

D ismissals

T he follow ing submissions were dismissed 
fo llow ing a  statement by the applicant indi
cating that the relief requested was no 
longer needed:

Courtney F. Foos Coal Com pany, Virginia 
Beach, Virginia, DEE-1052.

M arvel H eat Corporation, Boston, Massa
chusetts, DEE-1017.

T h e  fo llow ing submissions were dismissed 
on the grounds that alternative regulatory  
procedures existed under which relief might 
be obtained:

H ill, Christopher &  Phillips, Washington, 
D.C., DFA-0208.

W yom ing Refin ing Com pany, Denver, Colo
rado, DED-0495.

Copies of the full text of these deci
sions and orders are available in the 
Public Docket Room of the Office of 
Hearings and Appeals, Room B-120, 
2000 M  Street, NW., Washington, D.C.

FEDERAL REGISTER, V O L  43, NO. 229— TUESDAY, NOVEMBER 28, 1978



NOTICES 55455
20461, Monday through Friday, be
tween the hours of 1 p.m. and 5 p.m.,
e.d.t., except Federal holidays. They 
are also available in Energy Manage
ment: Federal Energy Guidelines, a 
commercially published loose leaf re
porter system.

M elvin  G oldstein ,
Director,

Office of Hearings and Appeals.

N ovember 9,1978.
[F R  Doc. 78-33237 Filed 11-27-78; 8:45 am ]

[6450-01-M ]

ISSUANCE OF DECISIONS AND ORDERS BY 
THE OFFICE OF HEARINGS AND APPEALS

Week of September 18 Through September 22, 
1978

Notice is hereby given that during 
the week of September 18 through 
September 22, 1978, the Decisions and 
Orders summarized below were issued 
with respect to Appeals and Applica
tions for Exception or other relief 
filed with the Office of Hearings and 
Appeals of the Department of Energy. 
The following summary also contains 
a list of submissions which were dis
missed by the Office of Hearings and 
Appeals and the basis for the dismiss
al.

A ppeals

Gas Del Oro, Inc.; Gas Del Oro Internation
al, Inc.; E l Dorado Marketing Co. o f 
Laredo, Houston, Tex., FXA-1478, natu
ral gas liqu id  products

G as del Oro, Inc. and two affiliated com
panies filed an Appeal from  a  Decision and  
Order which the F E A  issued on M ay  27, 
1977 to Suburban Propane G as  Corporation, 
and three o f its affiliated companies (collec
tively referred to as Ozona). In  the M ay  27 
Decision, the F E A  granted Ozona’s Applica
tion for Exception from  the provisions o f 10 
CFR, P art 212, Subpart K  by  perm itting 
that firm  to increase its prices fo r natural 
gas liquid products above the m axim um  per
missible levels, in order to reflect certain in
creased non-product costs incurred in con
nection with the operation o f the Ozona  
natural gas processing plant located in 
Crockett County, Texas. In  its Appeal, G as  
del O ro  contended that Ozona’s  non-prod
uct cost increases should have been attribut
ed to the entire production o f the Ozona  
plant, rather than being lim ited to the pro
pane and butane which was “owned and 
sold” by Ozona. T h e  D O E  rejected this 
claim because OzQna’s actual out-of-pocket 
costs o f operating the plant were allocated  
only to the sales o f Ozona’s “owned and  
sold’’ production, rather than total plant 
production. In  addition, the D O E  found  
that Ozona returned all plant condensate to  
its suppliers and concluded that non-prod
uct costs should not be attributed to the 
condensate portion o f the plant production. 
The D O E  also found that the expenses that 
Ozona incurred in operating its gathering  
system should be included as a non-product 
cost eligible fo r passthrough. T h e  record in
dicated, however, that Ozona received sub
stantial income by charging producers a  fee

fo r the use o f its gathering system to trans
port natural gas to Ozona’s plant. T h e  D O E  
concluded that this fee  should be offset 
against the costs incurred at the plant and  
modified the exception relief approved in 
the M ay  27, 1977 Decision in order to reflect 

. this conclusion. Finally, the D O E  rejected  
G as del O ro ’s contention that it was denied 
due process because it did not have access to 
certain inform ation concerning Ozona’s op
erations. T h e  D O E  concluded that this in
form ation was commercial and financial in
form ation o f a  confidential nature which  
the agency is required to protect from  un
warranted disclosure. Accordingly, the G as  
del O ro  Appeal was granted in part with re
spect to "the offset o f the gathering system  
fee at the Ozona plant, but was denied in all 
other respects.

General Motors Corp.; Petrochemical 
Energy Group, Detroit, Mich.; Washing
ton, D.C., DEA-0183; DEA-0180, natural 
gas liquids

T he Genera l M otors Corporation (G M )—  
and the Petrochem ical Energy G roup  
(P E G )  filed Appeals from  a Decision and  
O rder which the D O E  Economic Regulatory  
Adm inistration (E R A ) issued to the Con
sumers Pow er Com pany on M arch  31, 1978. 
In  the M arch  31 Order, the E R A  assigned 
Consumers the same base period use o f 
feedstock for its M arysville, M ichigan syn
thetic natural gas (S N G )  plant that it had  
received under prior D O E  orders. In  consid
ering the G M  and P E G  Appeals, the D O E  
found that: ( i )  Consumers had sufficient 
supplies o f natural gas to satisfy the esti
mated needs o f its priority users and indus
trial boiler users as specified in Section 
211.29(c), w ithout regard to the base period  
use o f S N G  feedstock granted in the M arch  
31 order; (ii )  the record did not support the 
E R A ’S determ ination that the current allo
cation should be maintained fo r an addition
al period o f time; (iii) a substantial reduc
tion in Consum ers’ allocation would not ad
versely affect the environment; and (iv ) 
Consum ers’ S N G  feedstock allocation could 
be significantly reduced without impeding 
the efficient transportation o f butane and 
propane through C anada’s Interprovincial 
Pipeline or dim inishing imports o f Canadian  
petroleum  products into the Un ited States. 
O n the basis o f these findings, the D O E  
concluded that the M arch  31 O rder should  
be modified by substantially reducing the 
firm ’s allocation. In  addition, the D O E  
noted that the agency had extended Con
sumers’ S N G  feedstock assignment fo r m ore  
than two years through the issuance o f a  
series o f interim orders. In  each o f those 
orders, the agency stated that Consum ers’ 
allocation would be continued on an interim  
basis to a llow  the firm  to complete the as
sessment o f the environmental conse
quences relating to a  request fo r permanent 
S N G  feedstock assignment which Consum 
ers filed on June 1, 1976. In  accordance with  
the National Environm ental Policy Act o f 
1969 (N E P A ), an environmental assessment 
must be undertaken to determine whether  
an environmental impact statement was re
quired in connection w ith  the disposition of 
the firm ’s petition. Because this m andatory  
assessment had not yet been completed, the  
D O E  concluded that the M arch  31 O rder  
m ight have contravened the N E P A  There 
fore, the D O E  held that any future alloca
tion order issued to Consum ers should take 
the environmental considerations into ac
count.

Laketon Asphalt Refining, Inc., Evansville, 
Ind., FXA-1432, crude o il

Laketon Asphalt Refining, Inc. filed an  
Appeal o f a Decision and O rder issued to 
the firm  on July 20, 1977. Laketon Asphalt 
Refining, Inc., 6 F E A  Par. 87,019 (Ju ly 20, 
1977). In  the July 20 determination, the 
F E A  concluded that no adjustment should  
be made in the exception relief granted to 
the firm  with respect to its obligations 
under the Entitlements Program  (10 C F R  
211.67) during the period A pril 1, 1976 
through Decem ber 31, 1976. In  its Appeal, 
Laketon contended that the F E A  erred in 
fa iling to relieve the firm  o f its A pril and  
M ay  1976 entitlement purchase obligations. 
Laketon also challenged the F E A ’s finding  
that it would not incur a severe and irrepar
able injury in the absence o f retroactive ex
ception relief from  its A pril and M ay  1976 
entitlement purchase obligations. In  evalu
ating Laketon’s contentions, the D O E -found  
that Laketon had failed to present evidence 
that it would incur an irreparable injury in 
the absence o f retroactive exception relief. 
Accordingly, its A ppeal was denied.

Oahu Gas Service, Inc., Ewa Beach, Hawaii, 
FEA-1469, propane

O ahu  G as  Service, Inc. (O G S ) filed an  
A ppeal from  a Decision and O rder issued to 
it by F E A  Region IX  on August 7, 1977. 
O G S  initially filed an exception application  
with Region IX  in which it requested an in
crease in its annual base period volume o f 
propane to 425,000 gallons. In  denying this 
request, Region IX  concluded that O G S  had  
failed to demonstrate that it was incurring a  
gross inequity or serious hardship. In  its 
present Appeal, O G S  claimed that an in
creased allocation would significantly en
hance the competitive structure o f the H a
waiian propane market. O G S  also argued  
that the D O E  allocation regulations have 
severely impeded its efforts to establish  
itself as a  viable competitor to Gasco, Inc., 
the only other reseller o f propane in the 
state. According to O G S , this situation con
stituted a  gross inequity. O G S  also m ain
tained that it was experiencing a serious 
hardship which w ill require it to terminate 
operations the absence o f exception relief.

In  considering the O G S  Appeal, the D O E  
exam ined the structure of the H awaiian  
propane market and made the follow ing  
findings. O G S  is a  reseller o f propane in 
H aw aii which is suppled by  the Standard  
O il Com pany o f Californ ia (Chevron ), the  
only refiner in that state which is capable o f 
producing commercial propane. Because 
O G S  initially possessed a low base period 
volum e o f  propane, the E R A  Region I X  
O ffice issued an order on June 6, 1974 
which established the firm ’s base period  
volume o f propane as 208,333 gallons per 
month, or 2,5(H),000 gallons per year. O G S  
currently sells 18.12 percent of propane sold 
on the Island o f O ahu  and 8.65 percent of 
propane sold in Hawaii. T he  propane pro
duced at the Chevron refinery is currently  
divided between O G S  and Gasco on the 
basis o f the two firm s’ adjusted base period 
volumes. In  order to meet the demand for  
propane in Hawaii, Gasco also imports sub
stantial volumes o f propane from  foreign  
sources. Im ported propane is considerably  
m ore expensive than the domestic price-con- 
trolled propane produced by Chevron, and 
Gasco’s weighted average cost and price o f 
propane are considerably greater than those 
o f O G S . T h e  approval o f the O G S  request 
fo r an  increased allocation would necessar-
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ily divert a  portion o f the domestic propane  
produced by  Chevron from  Gasco to O G S , 
thereby increasing the differential between  
their product costs. This result would bene
fit the O G S  customers at the expense o f the  
Gasco customers. T he  D O E  found no evi
dence, however, that the exception relief re
quested by O G S  would benefit consumers 
by  enhancing competition. T he  D O E  did 
find that O G S  m ight be compelled by ad
verse financial considerations to terminate 
its operations on Decem ber 1, 1979 in the 
absence o f some form  o f exception relief. In  
order to avoid the undesirable competitive 
effect o f that situation, the D O E  granted  
exception relief to O G S  by permitting the 
firm  to increase its price o f propane by $0.05 
per gallon, but denied the firm ’s request in 
all other respects.

Pennsylvania Petroleum Corp., Norwalk, 
Conn,. FXA-1435, motor gasoline

Pennsylvania Petroleum  Corporation  
(P P C ) filed an A ppeal from  a  Decision and  
O rder which the F E A  issued to it on July  
11, 1977. See Pennsylvania Petroleum Cor
poration, 6 P E A  Par. 83,039 (Ju ly  11, 1977). 
In  that Decision, the F E A  granted prospec
tive exception relief which permitted P P C  
to adjust its M ay  15, 1973 selling prices fo r  
gasoline. T he  F E A  also granted retroactive 
exception relief, which was made effective 
as o f January 10, 1974, the date on which  
P P C  first filed its request fo r exception. O n  
Appeal, P P C  contended that it should also 
be relieved o f the obligation to refund over
charges which occurred during Novem ber 
and Decem ber 1973. In  considering P P C ’s 
Appeal, the D O E  affirm ed the prior deter
mination that retroactive relief was war- 

'  ranted fo r the period subsequent to January  
10, 1974, when P P C  affirm atively sought ad
ministrative relief. T he  D O E  found, howev
er, that the P P C  Appeal presented no basis 
fo r granting additional retroactive relief 
prior to January 10, 1974. Accordingly, the 
P P C  Appeal was denied.

Phillips Petroleum Co., Bartlesville, Okla., 
DFA-0203, freedom o f information

Phillips Petroleum  Com pany filed an  
A ppeal from  a partial denial by the D O E  In 
form ation Access O fficer o f a Request fo r  
Inform ation which the firm  had submitted  
under the Freedom  o f Inform ation Act (the  
Act). In  its initial request, Phillips sought 
disclosure o f documents relating to the  
D O E  T ransfer Pricing Program . T h e  In fo r
mation Access O fficer released ten docu
ments to the firm , but w ithheld all or part 
o f 20 other documents as exem pt from  m an
datory disclosure under 5 U S C  552(b)(4 ) and
(5). In  considering Phillips’ Appeal, the  
D O E  determined that the Inform ation  
Access O fficer’s decision to w ithhold por
tions o f one document pursuant to Exem p
tion 4 o f the Act was consistent with prior 
D O E  determinations since the inform ation  
withheld was confidential financial inform a
tion _which, if released, would be traceable 
to identifiable petroleum  firms. See, e.g., 
Kerr-McGee Corporation; Standard O il 
Company (.Indiana), 1 D O E  Par. 80,155 (D e 
cember 15, 1977). W ith  respect to 17 o f the  
19 documents which the Inform ation Access 
O fficer w ithheld pursuant to Exem ption 5, 
the D O E  noted that it had previously a f
firm ed the w ithholding o f those documents 
in prior Decisions. T he  D O E  found, howev
er, that the Inform ation Access O fficer had  
failed to release to Phillips certain portions 
o f one document which the agency had or

dered released in a  prior Decision. See Mara
thon O il Company; Murphy O il Corpora
tion, 1 D O E  Par. 80,241 (A p ril 18,1978). T he  
D O E  therefore directed the Inform ation  
Access O fficer to disclose those portions o f 
the document to Phillips. T h e  D O E  also de
termined that the rem aining document was 
pre-decisional and recommendatory in  
nature and therefore was properly w ithheld  
pursuant to Exem ption 5. Finally, the D O E  
found that the agency m ight have in its pos
session additional documents that were re
sponsive to Phillips’ request, but which the 
Inform ation Access O fficer had failed to 
identify. T he  D O E  therefore rem anded the 
m atter and directed the Inform ation Access 
O fficer to conduct a  fu rther search fo r re
sponsive documents.

R equests for Exception

Adobe O il & Gas Corp., Franklin County, 
Tex., DEE/0907, crude o il

Adobe O il Si G as  Corporation filed an A p 
plication fo r Exception from  the provisions 
of 10 C FR , P art 212, Subpart D  which, if 
granted, would permit Adobe to sell a por
tion o f the crude oil produced from  the Bag- 
well Lease in Franklin  County, Texas, at 
upper tier ceiling prices. In  considering the 
Adobe request, the D O E  found that the op
erating costs at the Bagw ell Lease exceeded  
the revenues which the firm  received from  
the sale o f crude oil at lower tier ceiling 
prices. Consequently, the D O E  determined 
that Adobe had no economic incentive to 
continue its production operations at the  
Bagw ell Lease in the absence o f exception  
relief. T he  D O E  also found that the cessa
tion o f extraction activities at the lease 
would result in the loss o f significant quan
tities o f otherwise recoverable crude oil. O n  
the basis o f criteria applied in previous D e 
cisions, the D O E  determined that Adobe  
should be permitted to sell, at upper tier 
ceiling prices 59.42 percent o f the crude oil 
produced ' from  the Bagw ell Lease fo r the  
benefit o f the working interest owners.

C. F. Lawrence & Associates, Inc., Midland, 
Tex., DEE-1304, crude o il

C. F. Lawrence &  Associates, Inc. filed an  
Application fo r Exception from  the provi
sions o f 10 C FR , P art 212, Subpart D  which; 
if granted, would permit the firm  to sell the  
crude oil produced from  the Childress M . I. 
Masterson Lease, Located in the Apco  
W arn er Field, Pecos County, Texas, at 
upper tier ceiling prices. In  considering the 
exception request, the D O E  found that 
Lawrence’s operating costs had increased to 
the point where the firm  no longer had an 
economic incentive to continue the produc
tion o f crude oil from  the M asterson Lease 
if the crude oil were subject to the lower 
tier ceiling price rule. T he  D O E  also deter
mined that if Lawrence abandoned its oper
ations at the M asterson Lease, a substantial 
quantity o f otherwise recoverable domestic 
crude oil would not be produced. O n  the 
basis o f the criteria applied in previous D e 
cisions o f the FE A , the D O E  determined 
that Lawrence should be permitted to sell 
29.86 percent o f the crude oil produced from  
the M asterson Lease fo r the benefit of the 
working interest owners at upper tier ceiling 
prices.

Continental O il Co., Houston, Tex., DEE- 
0983; DEE-0984, crude o il

Continental O il Com pany (Conoco) filed  
two Applications fo r Exception from  the 
provisions o f 10 C F R , P art 212, Subpart D,

which, if granted, would perm it the firm  to 
sell the crude oil produced from  the 
M cCroskey and M cNee leases located in 
Santa B arbara  County, Californ ia at upper 
tier ceiling prices. In  considering the excep
tion request, the D O E  found that the oper
ating expenses incurred by  Conoco at the 
M cCroskey and M cNee leases had increased 
to the point that the firm  no longer had an 
economic incentive to continue the produc
tion o f crude oil from  the two properties if 
the crude oil remained subject to the lower 
tier ceiling price rule. T he  D O E  also deter
mined that if Conoco abandoned its oper
ations at the M cCroskey and M cN ee leases, 
a substantial quantity o f otherwise recover
able crude oil would not be produced. O n  
the basis o f the principles enunciated in 
prior determinations, the D O E  concluded 
that exception relief was warranted to pro
vide Conoco w ith an economic incentive to 
continue its crude oil extraction operations 
at the two leases. In  determ ining the appro
priate level o f relief, however, the D O E  
noted that a  modification o f the methodolo
gy applied in previous cases was necessary. 
T h e  D O E  observed that Conoco is the pur
chaser and refiner as well as the producer of 
the crude oil involved and that the ultimate 
benefits o f any exception relief granted to 
Conoco as the working interest owner o f the 
two leases w ill accrue to the firm  in the 
form  o f reduced purchase obligations under 
the Domestic Crude O il Entitlements Pro
gram  (10 C F R  211.67). Consequently, the 
D O E  determined that the levels o f excep
tion relief should be calculated w ith refer
ence to the per barrel m onetary benefit 
which the firm  w ill realize through its re
duced entitlement purchase obligation as 
the refiner o f the crude oil. Using this 
m ethodology, the D O E  determined that 
Conoco should be permitted to classify 77.98 
percent o f the crude oil produced for its 
benefit from  the McCroskey lease and 73.41 
percent o f the crude oil produced for its 
benefit from  the M cNee lease as upper tier 
crude oil.

C. W. Culpepper, Oklahoma City, Okla., 
DEE-0248, crude o il

C. W . Culpepper filed an Application for 
Exception from  the provisions o f 10 CFR  
212.74 which, if granted, would permit him  
to retroactively increase the m axim um  al
lowable ceiling price fo r the crude oil which  
he produced from  the Mickie No. 1 lease in 
Dewey County, Oklahom a. Culpepper 
claimed that a  mechanical breakdown in 
January 1972 significantly curtailed the pro
duction o f crude oil fo r that m onth and re
sulted in an unrepresentatively low  base 
production control level (bpcl). As a result, 
in January 1974, Culpepper produced 5.5 
barrels o f crude oil in excess o f the bpcl, 
which he classified as new crude oil. His 
production level, however, did not exceed 
the bpcl in any month subsequent to Janu
ary 1974 until he drilled a  new well on the 
lease in October 1975. Because he had sold 
new crude oil in January 1974, Culpepper 
proceeded to accrue a  cumulative deficiency 
which amounted to 25,942.90 barrels as of 
October 1975. A fte r October 1975, Culpep
per sold all o f the production in excess of 
the bpcl as new crude oil w ithout first elimi
nating the cumulative deficiency, as re
quired by the price regulations. Thus, Cul
pepper was confronted with a potential lia
bility arising from  his fa ilu re to eliminate 
the cumulative deficiency before selling 
crude oil at upper tier ceiling prices. In  con-
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sidering Culpepper’s request, the D O E  con
cluded that the production level at the  
Mickie No. 1 lease during January 1972 was 
unrepresentative o f Culpepper’s norm al op
erations. In  addition, the D O E  determined 
that he could incur a  potential refund obli
gation o f $296,334. T he  D O E  concluded that  
a refund o f that m agnitude would have a  
significant adverse effect on Culpepper and  
would distort the intent o f the price regula
tions. Therefore, Culpepper was granted an  
exception which permitted him  to adopt a 
m ore representative bpcl fo r January 1972 
and thereby eliminate his possible liability  
fo r overcharges.

Gala Gas Co., Eufala, Ala., DEO-0042, pro
pane

G a la  G as  Com pany filed an Application  
fo r Exception which, if  granted, would  
permit the firm  both retroactively and pro
spectively to sell propane at prices in excess 
of the m axim um  law fu l price levels speci
fied in 10 C F R  212.93. In  considering the re
quest, the D O E  found that G a la ’s m arkup  
on M ay  15,1973 was substantially below  his
toric levels because the firm  had not been  
able to increase its prices prior to the refer
ence date by passing through cost increases 
which it had incurred. Based on this find
ing, the D O E  determined that prospective 
exception relief was warranted because the  
unrepresentative m arkup would seriously  
affect the firm ’s ability to continue oper
ations. T he  D O E  also determined, however, 
that G a la  had failed to demonstrate that it 
would experience irreparable financial 
in jury without retroactive relief. According
ly, the D O E  granted the firm ’s request fo r  
prospective relief, but denied its request fo r  
retroactive relief.

Placid O il Co., Washington, D.C., DEE-0156, 
crude o il

Placid O il Com pany filed an Application  
fo r Exception from  the provisions o f 10 
CFR , P art 212, Subpart D  which, if granted, 
would permit the firm  to sell at market 
prices a portion o f the crude oil which it in
tends to produce from  the B lack Lake Pettit 
Zone Unit, located in the Black Lake Field, 
Natchitoches Parish, Louisiana. In  consider
ing the request, the D O E  found that Placid  
would be able to recover a  substantial addi
tional quantity o f crude oil if it undertakes 
a proposed capital investment at the B lack  
Lake Unit. T h e  D O E  further determined 
that the investment would be uneconomic if 
the incremental crude oil production were 
sold at the applicable ceiling prices specified 
in 10 C F R , P art 212. O n  the basis o f these 
findings, the D O E  concluded that an excep
tion should be granted which would provide 
the firm  w ith a sufficient economic incen
tive to. undertake the capital investment. 
Placid contended that in establishing the 
appropriate level o f relief, the D O E  should  
depart from  its standard which permits a  
firm  to earn a  15 percent pre-tax internal 
rate o f return on its investment. P lacid  
argued that the D O E  should instead permit 
the firm  to realize a 15 percent after-tax  
return. In  rejecting this contention, the  
D O E  determined that Placid had failed to 
establish that the risks associated with its 
capital investment program  were sufficient
ly great to warrant a departure from  the 
standard employed in crude oil investment 
cases. Accordingly, the D O E  permitted  
Placid to sell at market prices a portion of 
crude oil produced fo r the benefit o f the 
working interest owners o f the Black Lake
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U n it that would enable the firm  to realize a  
15 percent pre-tax return on its investment.

R emedial O rders

Amax Petroleum Corp., Houston, Tex., D RO- 
0011, crude o il

A m ax Petroleum  Corporation filed a 
Statement o f Objections to a Proposed R e 
medial O rder which the Director o f E n 
forcement o f D O E  Region IV  issued to the 
firm . In  the Proposed Rem edial Order, the  
Regional O ffice determined that Am ax had  
im properly treated each o f the thirteen  
wells on the M artinville and Laure l fields as 
a separate property, thereby selling the  
crude oil produced from  the wells at unlaw 
fu l price levels. In  considering the State
ment o f Objections, the D O E  held that the  
existence o f individual “drilling units” fo r  
each well did not create new rights to pro
duce and therefore did not constitute sepa
rate properties. T he  D O E  also determined 
that w ith respect to two fau lt blocks, A m ax  
had failed to present sufficient geological 
evidence to satisfy the criteria in R u ling  
1977-1 that would allow  separate property  
treatment fo r separate producing form a
tions. T h e  D O E  also affirm ed the Regional 
O ffice ’s finding that the existence o f fou r  
separate reservoirs at the M artinville field  
prior to Septem ber 1, 1976 did not perm it 
A m ax to consider each reservoir as a  sepa
rate property. In  addition, the D O E  found  
that the Regional O ffice did not abuse its 
discretion by serving A m ax w ith the P ro 
posed Rem edial O rder as the operator o f 
the properties. Finally, the D O E  held that a 
Mississippi statute o f lim itations did not 
preclude federal enforcement action against 
Am ax. Accordingly, the A m ax Objection  
was denied and the Proposed Rem edial 
O rder was issued in final form.
W. W. Lindsey and W. E. E lliott, Pikeville, 

Ky., DRO-0014, crude o il

T h e  partnership o f W . W . Lindsey and W .
E. E lliott filed a  Statem ent o f Objections to 
a Proposed Rem edial O rder issued to it by  
D O E  Region IV . In  that Order, the Region
al O ffice found that during 1973 and 1974, 
Lindsey and E lliott im properly classified its 
J. W . Bailey Lease as stripper well property  
and sold the crude oil produced from  that 
property at prices in excess o f the ceiling 
prices established pursuant to 10 C F R  
212.73. T he  Regional O ffice therefore di
rected the firm  to refund the revenues that 
it im properly obtained. In  its Statem ent o f 
Objections, Lindsey and E lliott claimed that 
the D O E  regulations exceeded the agency’s 
statutory authority by  requiring producers 
to exclude substantial periods o f curtailed  
production in calculating the average daily 
production to determine whether a property  
qualified fo r the stripper well exemption. 
T h e  D O E  rejected this claim, finding that it 
was reasonable to exclude lengthy periods 
of disruption in m aking stripper well lease 
calculations. Accordingly, the Lindsey and  
Elliott Objection was denied, and the P ro 
posed Rem edial O rder was issued in final 
form.

R equest for M odification or R escission

Penm oil Producing Co., Houston, Tex., 
DMR-0022, crude o il

Pennzoil Producing Co. filed an Applica
tion fo r Modification o f a Decision and  
O rder which the D O E  had issued to the 
firm . Pennzoil Producing Co., 1 D O E  Par. 
81,134 (M ay  15, 1978). In  that Decision, the

55457

D O E  granted Pennzoil an extension o f an  
exception from  the crude oil ceiling price 
regulations. In  its request fo r modification, 
the firm  contended that the D O E  should  
consider as operating expenses those capital 
expenditures greater than $15,000 that were 
made solely fo r  the purpose o f maintaining 
its existing crude oil operations, notwith
standing the standards set fo rth  in M. J. 
Mitchell, 1 D O E  Par. 80,130 (Novem ber 25, 
1977). T h e  firm  also requested that the 
D O E  include the firm ’s initial authoriza
tions fo r expenditures as expense items 
deemed to have occurred on the actual date 
o f the expenditure. In  considering the firm ’s 
request, the D O E  concluded that Pennzoil 
had failed to satisfy the criteria fo r m odifi
cation o f a  prior determ ination since there  
was no showing o f significantly changed cir
cumstances or frustration o f the initial 
D O E  Order. Accordingly, Pennzoil’s A ppli
cation fo r Modification was denied.

R equest for Stay

Texas City Refining, Inc., Texas City, Tex., 
DES-0095, crude o il

Texas City Refining, Inc. (T C R ) filed an  
Application fo r Stay o f 10 C F R  211.67 (the  
Entitlements Program ). T he  stay relief, if 
granted, would relieve the firm  o f its obliga
tion to purchase entitlements during Sep
tem ber and October 1978. T C R  requested 
the stay pending a  final determination on 
an Application fo r Exception which it filed  
on July 12, 1978. In  considering the request, 
the D O E  found that T C R ’s request fo r stay 
relief was based largely on the claim that it 
Would not have a sufficient cash balance as 
o f October 31, 1978, to maintain its oper
ations if the firm  were required to satisfy its 
entitlement purchase obligation. T he  D O E  
determined, however, that T C R ’s financial 
projections included expenditures which  
were not essential to its continued oper
ations. T h e  D O E  restated T C R ’s financial 
projections after excluding these non-essen
tial expenditures and concluded that the 
firm  would have am ple funds both to dis
charge its entitlement obligations and to 
m aintain its business operations. Conse
quently, the Application fo r Stay was 
denied.

M otion for D iscovery

Po in t Landing Fuel Corp. and Po in t Land
ing, Inc., New Orleans, La., DRD-0059, 
motion fo r  discovery

Point Landing Fuel Corp. and Point Land
ing, Inc. (P L F C ) filed a  M otion fo r Discov
ery in connection with a  Statement o f O b 
jections to a  Proposed Rem edial O rder  
which the firm  had previously filed. In  its 
M otion, P L F C  requested that the Economic 
Regulatory Adm inistration (E R A ) make 
available to the firm  certain documents con
cerning' the D O E ’s calculations o f the firm ’s 
weighted average cost o f product in inven
tory and the particular transactions in 
which overcharges occurred. In  considering 
the M otion, the D O E  found that the evi
dence which P L F C  sought appeared to be 
relevant and m aterial to the contentions 
raised in its pending objection. T he  D O E  
also found no evidence in the record to indi
cate that the collection o f these documents, 
which were already in E R A ’S possession, 
would be unduly burdensome or would  
delay the consideration o f the firm ’s State
ment o f Objections. T h e  P L F C  M otion was 
therefore granted.
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Supplemental O rders

Jimmie Austin, d.b.a. Austin D rilling  Co., 
Seminole, Okla., DRX-0108, crude o il

O n  Septem ber 11, 1978, the D O E  issued a  
Rem edial O rder to Jimmie Austin, d.b.a. 
Austin D rilling Company. In  Paragraph  (3 ) 
o f that Order, the D O E  indicated that any  
person aggrieved by the determ ination  
could file an appeal w ith the Federal 
Energy Regulatory Commission. However, 
in a Supplem ental O rder, the D O E  reviewed 
the applicable statutory authority regarding  
the review o f Rem edial Orders and conclud
ed that the correct procedure in this case 
was the filing o f a  complaint in federal dis
trict court. Since Paragraph  (3 ) o f the Sep
tem ber 11 Rem edial O rder was inconsistent 
with  that conelusion, the D O E  rescinded  
that paragraph and substituted a  new order
ing paragraph which stated that any ag
grieved party m ay seek judicial review.

Charter O il Co., Jacksonville, Fla., D E X - 
0109, crude o il

O n  Septem ber 22, 1978, the D O E  issued a  
Proposed Decision and O rder to Charter O il 
Com pany which, if issued in final form , 
would grant exception relief w ith respect to 
the firm ’s obligation to purchase entitle
ments under the O ld  O il Entitlements P ro 
gram. T h e  D O E  stated that, in accordance 
with the applicable procedural regulations, 
the Proposed Decision and O rder would not 
be issued in final form  fo r at least ten days. 
T h e  D O E  also stated, however, that it 
would issue its m onthly Entitlement Notice  
without taking into account the exception  
relief proposed fo r Charter in the Septem
ber 22 Proposed Decision and O rder. T o  
ensure that Charter would not be required  
to pin-chase entitlement prior to the issu
ance o f a final Decision and O rder on its ex
ception request, the D O E  issued a  second 
determination to the firm  on Septem ber 22 
which stayed Charter’s entitlement pur
chase obligation to the extent specified in 
the Proposed Decision and O rder. T h e  stay  
was made effective pending the issuance o f 
a  final order w ith respect to the firm ’s ex
ception proceeding.

L ittle  America Refining Co., Washington, 
D.C., DEX-0110, crude o il

O n  Septem ber 22, 1978, the D O E  issued a  
Proposed Decision and O rder to Little  
Am erica Refin ing Com pany which, if issued 
in  final form , would grant exception relief 
with respect to the firm ’s obligation to pur
chase entitlements under the O ld  O il Enti
tlements Program . T h e  D O E  stated that, in  
accordance w ith  the applicable procedural 
regulations, the Proposed Decision and  
O rder would not be issued in final form  for  
at least ten days. T he  D O E  also stated, how 
ever, that it would issue its m onthly Entitle
ment Notice w ithout taking into account 
the exception relief proposed fo r Little  
Am erica in the Septem ber 22 Proposed D e 
cision and Order. T o  ensure that Little  
Am erica would not be required to purchase 
entitlements prior to the issuance o f a  final 
Decision and O rder on its exception request, 
the D O E  issued a  second determ ination to 
the firm  on Septem ber ,22 which stayed  
Little Am erica’s entitlement purchase obli
gation to the extent specified in the P ro 
posed Decision and O rder. T h e  stay was 
m ade effective pending the issuance o f a  
final order w ith  respect to the firm ’s excep
tion proceeding.

D ismissals

T h e  follow ing submissions were dismissed 
fo llow ing a  statement by  the applicant indi
cating that the relief requested was no  
longer needed:

K err-M cG ee Corp., W ashington, D.C., D E E -
1074.

G reen ’s P ropane G as  Co., A lexandria, Va.,
DRO-0028.

M orton  &  Dolley, Los Angeles, Calif., D E E -
1033.

R oger Cox Petroleum , Inc., A lbuquerque, N .
M ex., DEE-1476.

Copies of the full text of these Deci
sions and Orders are available in the 
Public Docket Room of the Office of 
Hearings and Appeals, Room B-120, 
2000 M  Street NW., Washington, D.C. 
20461, Monday through Friday, be
tween the hours of 1:00 p.m. and 5:00 
p.m., e.d.t., except Federal holidays.

They are also available in Energy 
Management Federal Energy Guide
lines, a commercially published loose 
leaf reporter system.

M e lv in  G oldstein , 
Director,

Office of Hearings and Appeals. 

N ovember 9,1978.
[F R  Doc. 78-33238 Filed 11-27-78, 8:45 am ]

[6450-01-M ]

APPEALS AND APPLICATIONS FOR EXCEPTION

Week of October 27 Through November 3, 
1978

Notice is hereby given that during 
the week of October 27, 1978 through 
November 3, 1978, the appeals and ap
plications for exception or other relief 
listed in the Appendix to this Notice 
were filed with the Office of Hearings 
and Appeals of the Department of 
Energy.

Under the D O E ’S procedural regula
tions, 10 CFR, Part 205, any person 
who will be aggreived by the DOE  
action sought in such cases may file 
with the D O E  written comments on 
the application within ten days of 
service of notice, as prescribed in the 
procedural regulations. For purposes 
of those regulations, the date of serv
ice of notice shall be deemed to be the 
date of publication of this Notice or 
the date of receipt by an aggrieved 
person of actual notice, whichever 
occurs first. A ll such comments shall 
be filed with the Office of Hearings 
and Appeals, Department of Energy, 
Washington, D.C. 20461.

M elvin  G oldstein , 
Director, Office of 

Hearings and Appeals.
N ovember 21,1978.

L ist of Cases R eceived by  the Office of H earings and A ppeals 

[W eek of Oct. 27 through Nov. 3,1978]

Date Name and location of applicant Case No. Type of submission

Oct. 25,1978

Oct. 27,1978 

Oct. 30,1978

Do_____

Do........

Do........

Pyrofax Gas Corp., Washington, D.C........  DSG-0037
DES-0113.

Brown St Fox, Kansas City, Mo....—.............. DFA-0237.

Northern Illinois Gas Co., Washington, DEA-0239.
D.C.

Vinson St Elkins, Washington, D.C............... DRA-0238

General Motors Corp., Washington, D.C..... DEA-0242.

Karchmer Pipe St- Supply Co., Inc., Wash- DRA-0106 
ington, D.C.

Petition for special redress and request for stay.' If granted: The Office of 
Hearings and Appeals would review the Oct. 10, 1978, denial of the ap
plication for review of Pyrofax Gas Corp.’s application to quash a sub
poena. Compliance with the subpoena would be stayed pending a deter
mination on the firm’s petition for special redress.

Appeal of an information request denial. If granted: The DOE’s Oct. 4, 
1978, information request denial would be rescinded and Brown St Fox 
would receive access to all documents relating to a fall 1976 audit of 
Lowe Oil Co. performed by DOE region VII.

Appeal of an ERA decision and order. If granted: The Sept. 30,1978, deci
sion and order issued to the Northern Illinois Gas Co. by the Economic 
Regulatory Administration regarding assignment of synthetic natural 
gas feedstocks would be rescinded.

Appeal of an information request denial. If granted: The DOE’s Sept. 22, 
1978, information request denial would be rescinded and Vinson St 
Elkins would receive access to certain DOE data concerning the trans
fer pricing regulations (sec. 212.84).

Appeal of an ERA decision and order. If granted: The Sept. 30,1978, deci
sion and order issued to the Northern Illinois Gas Co. by the Economic 
Regulatory Administration regarding assignment of synthetic natural 
gas feedstocks would be rescinded.

Motion for discovery. If granted: Discovery would be granted with re
spect to the statement of objections submitted by Karchmer Pipe St 
Supply Co., Inc. (case No. DRO-0106).
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L ist  of Cases R eceived by  the O ffice of H earings and A ppeals—Continued 
[Week of Oct. 27 through Nov. 3,1978]

Date Name and location of applicant Case No. Type of submission

Do..........—.......................... Petrochemical Energy Group, Washington, DEA-0240.
D.C.

DO................... .................. do................................................... DEA-0241.

Do............................. . Taunton Municipal Lighting Plant, Taun- DEH-0011
ton, Mass!

Oct. 31,1978.......................  Continental Oil Co., Houston, Tex............ DES-1947.

Nov. 1,1978.......... ............  Arizona Fuels Corp., Washington, D.C......  DXE-1988

Do...............—...........—  Ashland Oil, Inc., Washington, D.C...........  DFA-0243.,

Do...... ........................  Attorney General for Ohio, Columbus, DEA-0245..
Ohio.

Do........... .................... Ben R. Briggs, Dallas, Tex........................  DXE-1987,

Nov. 1,1978....................—  Hugh M. Briggs, Dallas, Tex.................... DXE-1990

Do............... ........ ........  Marvel Heat Corp., Boston, Mass..............  DEE-1989.

Do.... ...... ....................  New England Petroleum Corp., Washing- DPI-0025.,
ton, D.C.

Do................... ............ Trends Publishing, Inc., Washington, D.C.. DFA-0246..

Nov. 2,1978............... Northland OIL & Refining Co., Tulsa, DES-0115..
Okla.

Do...............................  T-C Oil Co., Washington, D.C.................   DRR-0035,

Do.......... ....................  Trends Publishing Co., Washington, D.C.... DFA-0244..

Nov. 3,1978.......................  Atlantic Richfield Co., Los Angeles, Calif.... DES-1981..

Appeal of an ERA decision and order. If granted: The Sept. 30,1978, deci
sion and order issued to the Northern Illinois Gas Co. by the Economic 
Regulatory Administration regarding assignment of synthetic natural 
gas feedstocks would be rescinded.

Appeal of an ERA decision and order. If granted: The Sept. 30,1978, deci
sion and order issued by the Economic Regulatory Administration re
garding the base period assignment of natural gasoline to Columbia 
LNG Corp. would be rescinded.

Motion for evidentiary hearing. If granted: An evidentiary hearing would 
be convened in connection with the objections raised by the Taunton 
Municipal Lighting Plant with respect to a proposed decision and order 
issued to Quincy Oil, Inc.

Stay request. If granted: Continental Oil Co. would receive a stay of the 
provisions of 10 CFR 211.10(b) regarding the single allocation fraction 
requirements pending a final determination on its application for ex
ception.

Exception to the entitlements program. If granted: Arizona Fuels Corp. 
would be granted an exception from its obligation to purchase entitle
ments under the provisions of 10 CFR 211.67.

Appeal of an information request denial. If granted: The DOE’s Sept. 29, 
1978, information request denial would be rescinded and Ashland Oil, 
Inc. would be granted access to certain DOE memoranda regarding the 
application of the regulatory definition of class of purchaser.

Appeal of an ERA decision and order. If granted: The decision and order 
issued by the Economic Regulatory Administration on Sept. 30, 1978, 
regarding the base period assignment of natural gasoline to Columbia 
LNG Corp. would be rescinded.

Extension of the relief granted in Ben R. Briggs, case No. DEE-1068 (de
cided July 7, 1978) (unreported decision). If granted: Ben R. Briggs 
would be permitted to increase its prices to reflect nonproduct cost in
creases incurred in producing natural gas liquids and natural gas liquid 
products at the east Texas natural gas processing plant.

Extension of relief granted in Hugh M. Briggs, case No. DEE-1067 (decided 
July 7, 1978) (unreported decision). If granted: Hugh Briggs would be 
permitted to increase its prices to reflect nonproduct cost increases in
curred in producing natural gas liquids and natural gas liquid products 
at its east Texas natural gas processing plant.

Exception to reporting requirements. If granted: Marvel Heat Corp. 
would no longer be required to submit form EIA-9 (No. 2 Heating oil 
Supply/Price Monitoring Report).

Exception from base fee requirements. If granted: New England Petro
leum Corp. would be permitted to import residual fuel oil into PAD dis
trict I for the period May 1, 1978, through Apr. 30, 1979, on a fee- 
exempt basis.

Appeal of an information request denial. If granted: Trends Publishing, 
Inc. would receive access to certain DOE data.

Stay request. If granted: Northland Oil & Refining Co. would be granted 
a stay of its obligation to purchase entitlements under the provisions of 
10 CFR 211.67.

Request for modification. If granted: The DOE’s Oct. 12, 1978, decision 
and order (case No. DRA-0140) would be modified and T-C Oil Co. 
would be permitted to offset undercharges against ovecharges which it 
realized on sales of crude oil.

Appeal of an information request denial. If granted: The DOE’s.June 16, 
1978, information request denial would be rescinded and Trends Pub
lishing Co. would receive access to certain DOE documents relating to 
the Nucléar Materials and Equipment Corp.

Request for stay. If granted: Atlantic Richfield Co. would receive a stay 
of the provisions of 10 CFR 211.9 pertaining to its base period supplier 
relationships.

N otices of Objection R eceived

Date Name and location of applicant Case No.

Oct. 30,1978.............. .......  First Chemical Corp., Washington, D.C........................................
Oct. 27, 1978.............. ....... Cooper & Brain, Inc., Washington, D.C........................................
Noy. 1, 1978............... .......  Herbell Oil Production Co., Long Beach, Calif... ..................
Nov. 2, 1978............... .......  Texaco, Inc., Houston. Tex............................................................

Nov. 1, 1978.......................  Pyramid Corp.. Inc.. Wichita. Kans.......................................................
through
DEE-1746

...............

R emedial O rders

Nov. 1,1978.......................  Ross Production Co., Shreveport, La........
Do...............................  Domind Petroleum, Inc., Washington, D.C. DRO-0142

DRO-0140

[P R  Doc. 78-33239 Piled 11-27-78; 8:45 am ]
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[6450-01-M ]

CASES FILED WITH THE OFFICE OF HEARINGS 
AND APPEALS

Week of November 3 Through November 9, 
1978

Notice is hereby given that during 
the week of November 3 through No
vember 9, 1978, the appeals and appli
cations for exception or other relief 
listed in the Appendix to this Notice

were filed with the Office of Hearings 
and Appeals of the Department of 
Energy.

Under the D O E’s procedural regula
tions, 10 CFR, Part 205, any person 
who will be aggrieved by the DOE  
action sought in this case may file 
with the DOE written comments on 
the application within ten days of 
service of notice, as prescribed in the 
procedural regulations. For purposes 
of those regulations, the date of serv
ice of notice shall be deemed to be the

date of publication of this Notice or 
the date of receipt by an aggrieved 
person of actual notice, whichever 
occurs first. A ll such comments shall 
be filed with the Office of Hearings 
and Appeals, Department of Energy, 
Washington, D.C. 20461.

M elvin  G oldstein , 
Director, Office of 

Hearings and Appeals.

N ovember 21,1978.

List of Cases Received bv the Office of Hearings and Appeals 
[Week of Nov. 3 through Nov. 9,1978]

Date ■ Name and location of applicant Case No. Type of submission

Nov. 3,1978,......................  Champlin Petroleum Co., Fort Worth Tex. DES-1309.

Do...............................  Chevron, U.S.A., San Francisco, Calif........ DEE-1993.

D o ..............................  Mid-Michigan Truck Service, Inc., Kalama- DES-0118.
zoo, Mich.

Do....... .......................  Moran Pipe & Supply Co., Seminole, Okla.. DXE-1992

Do..............................  Rickelson Oil & Gas Co., Tulsa, Okla... ....  DXE-2002

Nov. 5,1978................ ....... Charles Fusco, Revere, Mass.....................  DEE-1996.

Nov. 6,1978.................. ....  Energy Cooperatives, Inc., Long Grove, 111.. DPI-0026..

Nov. 7,1978............ ........... Champlin Petroleum Co., Fort Worth, Tex DXE-2001

Do............................... Cities Service Co., Tulsa, Okla.................. DEE-2000.

Do______ ______________  Howell Corp., Houston, Tex..................... DES-0119.

Do........ ............. ......... Ikard & Newsom, Inc., Las Cruces, N. Mex. DEE-1998.

Do................................. Mid-Michigan Truck Service, Inc., Kalama- DXE-1997
zoo, Mich.

Do^..«....... ......... ...... Palo Pinto, Dallas, Tex......„............„„... . DXE-1999

Do................ ............... Standard Oil Co., Cleveland, Ohio................ DEE-1995.

Nov. 8,1978................... „... Navajo Refining Co., Washington, D.C........ DEX-0122

Do...............................  Office of Enforcement, Washington, D.C.... DRD-0012

Request for stay. If granted: Champlin Petroleum Co. would be granted a 
stay of the provisions of 10 CFR Part 212, Subpart D, pending a final 
determination of its application for exception.

Price exception (sec. 212.73). If granted: Chevron TJJS.A. would be per
mitted to sell the crude oil produced from the Huntington B-PE unit, 
located in Orange County, Calif., at upper tier ceiling prices.

Request for stay. If granted: Mid-Michigan Truck Service, Inc. would be 
granted a stay of the provisions of 10 CFR 211.25, pending a determina
tion on an application for extension of exception relief which the firm 
has filed with DOE region V.

Extension of relief granted in Moran Pipe and Supply Company, Inc., 1 
DOE par. 81,135 (May 19, 1978). If granted: Moran Pipe & Supply Co. 
would be permitted to sell the crude oil produced from the Cozar lease, 
located in Seminole County, Okla., at upper tier ceiling prices.

Extension of relief granted in Rickelson Oil and Gas Company, 1 DOE 
par. 81,015 (Nov. 10, 1977). If granted: Rickelson Oil Ss Gas Co. would 
be permitted to sell crude oil produced from the Rosa Washington No. 
3 lease at upper tier ceiling prices.

Exception to reporting requirements. If granted: Charles Fusco would 
not be required to file form EIA-9 (Supply Price Monitoring Survey).

Exception to the base fee requirements. If granted: Energy Cooperatives, 
Inc. would be permitted to import crude oil on a fee-exempt basis.

Extension of relief granted in Champlin Petroleum Company, 1 DOE par. 
80,144 (Dec. 8,1977). If granted: Champlin Petroleum Co. would be per
mitted to sell the crude oil produced at the fault block II, III, and IV 
units located at the Wilmington field, Calif., at upper tier ceiling prices.

Price exception (sec. 212.73). If granted: Cities Service Co. would be per
mitted to sell the crude oil produced from the State AE lease, located in 
Lea County, N. Mex., at upper tier ceiling prices.

Stay request. If granted: Howell Corp. would receive a stay of the DOE’s 
Aug. 21, 1978, decision and order issued to Monsanto Co. (case No. 
FEE-4397).

Exception to reporting requirements. If granted: Ikard & Newsom, Inc. 
would no longer be required to file form REA-P315-M-0.

Extension of relief granted in Mid-Michigan Truck Service, Inc., 2 DOE
par.-----(Nov. 2, 1978). If granted: Mid-Michigan Truck Service, Inc.
would continue to receive refined petroleum products directly from the 
Gulf Oil Corp., its base period supplier, rather than from Gulf’s desig
nated substitute supplier, Bestrom Oil Co.

Extension of relief granted in Palo Pinto Oil & Gas Company, case No. 
DXE-1324 (decided Aug. 8, 1978) unreported decision. If granted: The 
applicant would be permitted to increase its prices to reflect nonproduct 
cost increases incurred in producing natural gas liquids and natural gas 
liquid products at its Markley plant.

Price exception (sec. 212.73). If granted: Standard Oil Co. would be per
mitted to sell the crude oil produced from the Bamdt No. 1 well, locat
ed in the Sage Creek field, Wyoming, at upper tier ceiling prices.

Supplemental order. If granted: The DOE would review the entitlements 
exception relief granted to Navajo Refining Co. during its fiscal year 
ended July 31, 1978, in order to determine whether the level of relief 
accorded to the firm was appropriate.

Motion for discovery. If granted: The Office of Enforcement would be 
granted discovery in connection with a proposed remedial order issued 
by DOE region IV to Corpus Christ! Management Co. and J. W. McKellip.

R emedial O rders—N otices of O bjection R eceived

Date Name and location of applicant Case No.

Nov. 3, 
Nov. 7,

1978...............
1978...............

.......  A. H. Wadsworth, Jr., Houston, Tex............................. .—.................... ................................. .

.......  Austral Oil Co., Inc., Houston, Tex...................... — ..........— ... ....................................... .

Notices of Objection Received

Nov. 3 , 1978.... .................. Wallace & Wallace Fuel Oil Co., Washington, D.C,
Nov. 7,1978.......................  Texaco, Inc., Houston, Tex...............................

Do.... ................. .........  Charles F. Haas, Corpus Christi, Tex..................

Nov. 3,1978................. .... . Don Baldwin Oil, Gloversville, N.Y..... ........... ....

DEE-0388
FEE-4842
DEE-1026,

DEE-1027
DEE-1062

CFR Doc. 78-33240 FUed 11-27-78; 8:45 am ]
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[6560-01-M ]
ENVIRONMENTAL PROTECTION 

AGENCY

[F R L  1015-1; OPP-1802491

CALIFORNIA DEPARTMENT OF FOOD AND  
AGRICULTURE

Issuance of Specific Exemption To Use Sodium
Chlorate os a Harvest Aid To Desiccate
Blackeye, Lima, and Pinto Beans

The Environmental Protection 
Agency (E PA ) has granted a specific 
exemption to the California Depart
ment of Food and Agriculture (hereaf
ter referred to as the “Applicant” ) to 
use sodium chlorate as a pre-harvest 
desiccant on 154,000 acres of dry beans 
in California. This exemption was 
granted in accordance with, and is sub
ject to, the provisions of 40 CFR Part 
166, which prescribes requirements for 
exemption of Federal and State agen
cies for use of pesticides under emer
gency conditions.

This notice contains a summary of 
certain information required by regu
lation to be included in the notice. For 
more detailed information, interested 
parties are referred to the application 
on file with the Registration Division 
(TS-767), Office of Pesticide Pro
grams, EPA, 401 M  Steet, SW., Room  
E-315, Washington, D.C.

According to the Applicant, this year 
there is unusually high moisture in 
the bean crop due to unseasonal, 
heavy rains in California. The wet 
beans have prevented the proper oper
ation of harvest machinery; green fo
liage on the plants prevents the soil 
from drying enough to permit the ma
chinery to pass through the field. The 
Applicant further stated that seasonal 
rains normally start during the latter 
half of October, and it was essential 
that harvest be completed before the 
rains began. Finally, the Applicant 
stated that there was no desiccant reg
istered for this use or alternative 
method of control presently available. 
Without the use of a desiccant chemi
cal to facilitate harvesting, heavy 
losses are likely to occur; the Appli
cant estimated 4hat the entire crop, 
valued at $65,411,000 was in jeopardy. 
Some 154,000 acres of blackeye, lima, 
and pinto beans are involved. It was 
proposed that sodium chlorate be ap
plied by aircraft at a rate of not more 
than 6 pounds per acre of crop.

There is neither an established toler
ance, nor an exemption from the re
quirement of a tolerance for sodium 
chlorate on blackeye, lima, and pinto 
beans. However, sodium chlorate is 
exempted from the requirement of a 
tolerance for residues in or on cotton
seed, chili peppers, rice, and sorghum 
grain. The maximum rate of applica
tion proposed by the Applicant was 

^equivalent to six pounds of sodium 
^chlorate per acre, which is the same 

rate as that granted by EPA  for the 
use of this pesticide on sorghum and 
rice; furthermore, the use pattern is 
essentially the same. The Applicant 
requested the use of FM C Corpora
tion’s Light M C Defoliant, which is 
registered by EPA  and which has fire 
retardant capabilities.

After reviewing the application and 
other available information, EPA  has 
determined that (a ) an emergency sit
uation has occurred; (b ) there is no 
pesticide presently registered and 
available for use to desiccate the 
blackeye, lima, and pinto beans in 
California; (c) there are no alternative 
means of control, taking into account 
the efficacy and hazard; (d ) significant 
economic problems may result if the 
situation is not controlled; and (e ) the 
time available for action to mitigate 
the problems posed is insufficient for 
a pesticide to be registered for this 
use. Accordingly, the Applicant has 
been granted a specific exemption to 
use the pesticide noted above until De
cember 15, 1978, to the extent and in 
the manner set forth in the applica
tion. The specific exemption is also 
subject to the following conditions:

1. The dosage rate shall not exceed 
six pounds of active ingredient sodium 
chlorate per acre;

2. FM C Corporation's Liquid M C De
foliant (E PA  Reg. No. 279-1993) will 
be the product used;

3. The treated areas shall not exceed
154,000 acres;

4. A  fourteen-day pre-harvest inter
val for all treated beans will be ob
served;

5. A  restriction prohibiting grazing 
of treated fields or feeding treated 
bean foliage to livestock will be im
posed;

6. Applications are limited to black
eye, lima, and pinto beans;

7. The Applicant will be responsible 
for instructing personnel applying the

sodium chlorate in the proper applica
tion procedures;

8. The Applicant must supervise 
aerial applications to avoid to mini
mize drift to non-target areas;

9. EPA  has determined that dried 
beans treated according to the condi
tions of use listed above should not 
pose a threat to human health. The 
Food and Drug Administration of the 
U.S. Department of Health, Educa
tion, and Welfare has been advised of 
this action;

10. The EPA  will be immediately in
formed of any adverse effects result
ing from the use of sodium chlorate in 
connection with this exemption;
' 11. California and concerned growers 

must pursue the appropriate tolerance 
clearance of sodium chlorate for use 
on dry beans either through the IR-4  
project or the Registration Division, 
EPA; and

12. The Applicant is responsible for 
assuring that all of the provisions of 
this specific exemption are met and 
must submit a report summarizing the 
results of this program by July 15, 
1979.

Dated: November 20,1978.
(Sec. 18, Federal Insecticide, Fungicide, and  
Rodenticide Act (F IF R A ), as amended (86 
Stat. 973; 89 Stat. 751; (7 U .S.C . 136(a) et 
seq.)

Ed w in  L. Johnson, 
Deputy Assistant Administrator 

for Pesiticide Programs.
[F R  Doc. 33200 Filed 11-27-78; 8:45 am ]

[6560-01-M ]

[F R L  1015-2; P P  5G1579/T173) *

5-CH LORO-3-METHYL-4-NITRO-1W-P YR AZOLE 

Renewal of Temporary Tolerance

On August 12, 1977, the Environ
mental Protection Agency (E PA ) an
nounced (42 FR  40969) the extension 
of temporary tolerance for residues of 
the plant regulator 5-chloro-3-methyl- 
4-nitro-l/f-pyrazole in or on oranges at
0.1 part per million (ppm).

This tolerance was established (40 
FR  17314) in response to a pesticide 
petition (P P  5G1579) submitted by 
Abbott Laboratories, Agricultural and 
Veterinary Products Div., North Chi
cago, IL  60064. This renewal expired 
June 20,1978.

Abbott Laboratories requested a 15- 
month renewal of this temporary tol-
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erance to permit the marketing of the 
above raw agricultural commodities 
when treated in accordance with the 
provisions of the experimental use 
permit that has been renewed under 
the Federal Register Insecticide, Fun
gicide, and Rodenticide Act (F IFRA ), 
as amended (86 Stat. 973; 89 Stat. 751; 
7U.S.C. 136(a) et seg.X 

I The scientific data reported and all 
other relevant material were evaluat
ed, and it was determined that a re
newal of the temporary tolerance 
would protect the public health. 
Therefore, the temporary tolerance 
has been renewed on condition that 
the pesticide is used in accordance 
with the experimental use permit with 
the following provisions:

1. The total amount of the pesticide 
to be used must not exceed the quanti
ty authorized by the experimental use 
permit.

2. Abbott Laboratories must immedi
ately notify the EPA of any findings 
from the experimental use that have a 
bearing on safety. The firm must also 
keep records of production, distribu
tion, and performance and on request 
make the records available to any au
thorized officer or employee of the 
EPA or the Food and Drug Adminis
tration.

This temporary tolerance expires 
October 5, 1979. Residues not in excess 
of 0.1 ppm remaining in or on the 
above Agricultural commodity after 
this expiration date will not be consid
ered actionable if the pesticide is legal
ly applied during the term of, and in 
accordance with, the provisions of the 
experimental use permit and tempo
rary tolerance. This temporary toler
ance may be revoked if the experimen
tal use permit is revoked or if any sci
entific data or experience with this 
pesticide indicate such revocation is 
necessary to protect the public health. 
Inquiries concerning this notice may 
be directed to Product Manager (PM ) 
25, Registration Division (TS-767), 
Rm. E-359, Office of Pesticide Pro
grams, EPA, 401 M  Street SW., Wash
ington, D.C. 20460, 202-755-7012.

Dated: November 17, 1978.
(Sec. 408(j), Federal Food, Drug, and Cos
metic Act (21 U.S.C. 346a(j)).)

D o u g l a s  D . C a m p t , 
Acting Director,

Registration Division.
[F R  Doc. 78-33199 Filed 11-27-78; 8:45 am ]

[6560-01-M ]

[F R L  1015-3; P P  8G2130/T172] 

PROPYLENE

Establishment of a Temporary Exemption from 
the Requirement of a Tolerance

Great Western Sugar Co., Agricul
tural Research Center, Sugar Mill

Road, Longmont, Co 80501, submitted 
a pesticide petition (pp 8G2130) to the 
Environmental Protection Agency 
(EPA). This petition requested that a 
temporary exemption from the re
quirement of a tolerance be estab
lished for residues of the growth regu
lator propylene in or on the raw agri
cultural commodity sugar beets.

This temporary exemption from the 
requirement of a tolerance will permit 
the marketing of the above raw agri
cultural commodity when treated in 
accordance with an experimental use 
permit that has been issued under the 
Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended (86 Stat. 
973, 89 Stat. 751; 7 U.S.C. 136(a) et 
seg.\

Based on an evaluation of the scien
tific data reported and other relevant 
material, it was concluded that the re
quested exemption from the require
ment of a tolerance would protect the 
public-health. The temporary exemp
tion has been established for the pesti
cide, therefore, with the following pro
visions:

1. The total amount of the pesticide 
to be used must not exceed the quanti
ty authorized by the experimental use 
permit.

2. Great Western Sugar Co. must im
mediately notify the EPA  of any find
ings from the experimental use that 
have a bearing on safety. The firm  
must also keep records of production, 
distribution, and performance and on 
request make the records available to 
any authorized officer or employee of 
the EPA  or the Food and Drug Admin
istration.

This temporary exemption from the 
requirement of a tolerance expires Oc
tober 20, 1979. Residues of the pesti
cide remaining in or on sugar beets 
after this expiration date will not be 
considered actionable if the pesticide 
is legally applied during the term of, 
and in accordance with, the provisions 
of the experimental use permit and 
the temporary exemption. This tempo
rary exemption may be revoked if the 
experimental use permit is revoked or 
if any scientific data or experience 
with this pesticide indicate such revo
cation is necessary to protect the 
public health. Inquiries concerning 
this notice may be directed to Mr. 
Robert Taylor, Product Manager (PM ) 
25, Registration Division (TS-767), 
Office of Pesticide Programs, East 
Tower, 401 M  St., SW, Washington, 
DC 20460 (202-755-7012).

Dated: November 17, 1978.
D o u g l a s  D .  C a m p t , 

Acting Director, 
Registration Division. 

(Sec. 408(j), Federal Food, D rug, and Cos
metic Act (21 U .S.C . 346a(j)).
[F R  Doc. 78-33198 Filed 11-27-78; 8:45 am ]

[6560-01-M ]
ENVIRONMENTAL PROTECTION 

AGENCY

[F R L  1014-1; OPP-42052B ]

STATE OF WISCONSIN

State Plan for Certification of Commercial and 
Private Applicators of Restricted Use Pesti
cides— Approval Status

Section 4(a)(2) of the Federal Insec
ticide, Fungicide, and Rodenticide Act 
(F ÏFRA ), as amended (86 Stat. 973; 7 
U.S.C. 136 et seg. ), and the implement
ing regulations of 40 CFR Part 171 re
quire each State desiring to certifiy 
applicators to submit a plan for such 
purpose, subject to approval by the 
U.S. Environmental Protection Agency 
(EPA ). On December 19, 1977, the 
Wisconsin State Plan was approved 
contingent upon promulgation by the 
Wisconsin Department of Agriculture 
(W ID A ) of regulations necessary for 
the implementation of the Wisconsin 
State Plan. Notice of contingent ap
proval was published in the F e d e r a l  
R e g is t e r  on December 30, 1977 (42 FR  
65266). Subsequently, on September 1, 
1978, implementing regulations pro
mulgated by the W ID A  became effec
tive. Having reviewed these regula
tions and finding that all requisite 
legal authorities required by F IFRA  
and 40 CFR Part 171 are now enacted 
and promulgated, the Regional Ad
ministrator, EPA  Region V, hereby 
gives notice that the Wisconsin State 
Plan is now a fully approved State 
Plan.

Dated: November 15,1978.
J o h n  M c G u i r e , 

Regional Administrator, 
Region V.

[F R  Doc. 78-33094 Filed 11-27-78; 8:45 am ]

[6712-01-M ]
FEDERAL COMMUNICATIONS  

COMMISSION

RADIO TECHNICAL COMMISSION FOR MARINE 
SERVICES

Meetings

In accordance with Public Law 92- 
463, “Federal Advisory Committee 
Act,” the schedule of future Radio 
Technical Commission for Marine 
Services (R TC M ) meetings is as fol
lows:

E x e c u t i v e  C o m m it t e e  M e e t in g

The next Executive Committee 
Meeting will be on Thursday, Decem
ber 14, 1978, at 9:30 a.m. in Conference 
Room 7200, Nassif Building, 400 Sev
enth Street, SW. (at D  Street), Wash
ington, D.C.

FEDERAL REGISTER, VOL. 43, NO. 229— TUESDAY, NOVEMBER 28, 1978



NOTICES 55463
A genda

1. Call to Order.
2. Administrative Matters.
3. Discussion on Petition to Am end B y 

laws, Article IV , Section 1.
4. Discussion on Resolution to Am end  

Constitution, Article V I, Section 8.
5. Acceptance of FY -78  Audit Report.
6. N ew  business.

The RTCM  has acted as a coordina
tor for maritime telecommunications 
since its establishment in 1947. All 
RTCM  meetings are open to the 
public. Written statements are pre
ferred, but by previous arrangement, 
oral presentations will be permitted 
within time and space limitations.

Those desiring additional informa
tion concerning the above meeting(s) 
may contact either the designated 
chairman or the RTCM  Secretariat 
(phone: 202-632-6490).

F ederal Com m unications  
Co m m issio n ,

W ill ia m  J. T ricarico ,
Secretary.

[F R  Doc. 78-33210 Filed 11-27-78; 8:45 am ]

[6730-01-M ]

FEDERAL MARITIME COMMISSION

AGREEMENTS FILED

The Federal Maritime Commission 
hereby gives notice that the following 
agreements have been filed with the 
Commission for approval pursuant to 
section 15 of the Shipping Act, 1916, 
as amended (39 Stat. 733, 75 Stat. 763, 
46 U.S.C. 814).

Interested parties may inspect and 
obtain a copy of each of the agree
ments and the justifications offered 
therefor at the Washington Office of 
the Federal Maritime Commission, 
1100 L Street NW., Room 10218; or 
may inspect the agreements at the 
Field Offices located at New York, 
N.Y.; New Orleans, La.; San Francisco, 
Calif.; Chicago, 111.; and San Juan, 
Puerto Rico. Interested parties may 
submit comments on each agreement, 
including requests for hearing, to the 
Secretary, Federal Maritime Commis
sion, Washington, D.C., 20573, on or 
before December 18, 1978. Comments 
should include facts and arguments 
concerning the approval, modification, 
or disapproval of the proposed agree
ment. Comments shall discuss with 
particularity allegations that the 
agreement is unjustly discriminatory 
or unfair as between carriers, shippers, 
exporters, importers, or ports, or be
tween exporters from the United 
States and their foreign competitors, 
or operates to the detriment of the 
commerce of the United States, or is 
contrary to the public interest, or is in 
violation of the Act.

A  copy of any comments should also 
be forwarded to the party filing the

agreements and the statement should 
indicate that this has been done.

Agreem ent No. 161-34.
Filing party: H oward A. Levy, Esquire, 

Suite 727, 17 Battery Place, N ew  York, N .Y . 
10004.

S U M M A R Y : Agreem ent No. 161-34 modi
fies the basic agreement o f the G u lf/Un ited  
Kingdom  Freight Conference to provide 
that the cost o f m aintaining a policing, 
cargo inspection and enforcement agency 
fo r the Conference shall be equitably appor
tioned am ong the members as they shall, 
from  time to time, unanimously determine.

Agreem ent No. 5680-28.
Filing party: H. R. Rollins, Secretary, P a 

cific-Straits Conference, 320 Californ ia  
Street, Suite 600, San  Francisco, Calif. 
94104.

S U M M A R Y : Agreem ent No. 5680-28, 
am ong the m em ber lines o f Pacific-Straits 
Conference, modifies the basic agreement 
by changing the titlf o f the Conference ex
ecutive officer from  “Secretary” to “C hair
m an.”

Agreem ent No. 10028-9.
Filing party: John D. Straton, Jr., D irec

tor, Rates &  Conferences, M oore-M cCor- 
mack Lines, Inc., 2 Broadway, N ew  York, 
N . Y . 10004.

S U M M A R Y : Agreem ent No. 10028-9 by  
and am ong Com panhia de Navegacao Lloyd  
Brasileiro, Com panhia de Navegacao M ari- 
tima, M oore-M cCorm ack Lines, Inc., and 
Sea-Land Service, Inc., amends the parties’ 
basic cargo revenue pooling and sailing 
agreement in the northbound trade from  
Brazilian ports w ithin the Porto A legre/  
Recife range to ports on the Atlantic Coast 
of the United States, and is a restatement of 
the basic agreem ent in its entirety. Th is re
statement provides fo r the inclusion of 
transshipment cargo in the pooling o f rev
enues on transshipm ent o f cargoes to other 
than U.S. destinations when moving over 
U.S. Atlantic ports.

Agreem ent No. 10359.
Filing party: Lester Nelson, Esq., M iller, 

Montgom ery, Sogi, B rady  &  Taft, 200 Park  
Avenue, New  York , N .Y . 10017.

S U M M A R Y : Agreem ent No. 10359, am ong 
twenty-four owners, operators or agents en
gaged in water transportation who are mem
bers o f the N ew  Y o rk  Credit &  Financial 
Managem ent Association, is a cooperative 
working arrangem ent known as the “W ate r  
Transportation Credit G ro u p ” o f the New  
Y o rk  Credit G roup  Service, Inc., (an  a ffili
ate o f N ew  Y o rk  Credit &  Financial M an 
agement Association), the purpose o f which  
is the collection, compilation, and exchange  
o f credit experience inform ation and its dis
tribution to members. T h e  arrangem ent 
consists of, and is subject to, the terms and 
conditions of the Constitution and By-Laws  
set fo rth  therein.

Agreem ent No. T-3743.
Filing party: Ms. Betty I. Crofoot, House  

Counsel, Port o f Portland, P .O . B ox  3529, 
Portland, Oreg. 97208.

S U M M A R Y : Agreem ent No. T-3743, be
tween the Port o f Portland (P o rt ) and Port  
Services Com pany (P S C ), provides fo r the 
P o rt ’s five-year lease to P S C  (w ith  renewal 
options) o f certain premises at John Fulton  
Term inal 6, R ivergate Industrial District, 
Portland, Oreg., to be used fo r the receipt, 
storage, processing, assembly, staging, and  
shipment o f vehicles or otner vehicle relat
ed merchandise. As compensation fo r the

first five-year period, P S C  shall pay Port  
rental equal to the sum o f six percent per 
annum  on the value of land at $35,000 per 
acre, plus six percent per annum  on the 
value o f surface improvements, plus ten per
cent per annum  on the processing building  
and its facilities.

Dated: November 22, 1978.
By order of the Federal Maritime 

Commission.
F rancis C. H u rney ,

Secretary.
[F R  Doc. 78-33249 Fjled 11-27-78; 8:45 am ]

[6730-01-M ]

[Docket No. 78-481

ALLIED CHEMICAL INTERNATIONAL CORP. v.
FARRELL LINES, INC.

Filing of Complaint

Notice is hereby given that a com
plaint filed by Allied Chemical Inter
national Corp. against Farrell Lines, 
Inc. was served November 20, 1978. 
The complaint alleges that respondent 
has assessed charges for ocean trans
portation in excess of those lawfully 
applicable in violation of section 
18(b)(3) of the Shipping Act, 1916.

Hearing in this matter, if any is 
held, shall commence on or before 
May 20, 1979. The hearing shall in
clude oral testimony and cross-exami
nation in the discretion of the presid
ing officer only upon a proper showing 
that there are genuine issues of mate
rial fact that cannot be resolved on 
the basis of sworn statements, affida
vits, depositions, or other documents 
or that the nature of the matter in 
issue is such that an oral hearing and 
cross-examination are necessary for 
the development of an adequate 
record.

F rancis C. H u rney , 
Secretary.

[F R  Doc. 78-33248 Filed 11-27-78; 8:45 am ]

[6820-24-M ]

GENERAL SERVICES 
ADMINISTRATION

FURNITURE TRADE ASSOCIATIONS 

Discussion

Notice hereby is given that the Fed
eral Supply Service, General Services 
Administration, will hold a one-day 
discussion with representatives of fur
niture trade associations on December 
5, 1978, 8:00 a.m., 1941 Jefferson Davis 
Highway, Arlington, Virginia, Room  
1129, for the purpose of exchanging 
information regarding how G SA  may 
obtain greater competition in its pro
curement efforts and other matters re
lating to competition, including speci
fication and acquisition.
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The discussion will be open to the 
public.

W i l l i a m  P .  K e l l y , J r., 
Commissioner, 

Federal Supply Service.

} [F R  Doc. 78-33188 Filed 11-27-78; 8:45 am ]

[6820-22-M ]

REGIONAL PUBLIC ADVISORY PANEL ON AR
CHITECTURAL AND ENGINEERING SERVICES

Meeting

N o v e m b e r  24,1978. 
“Pursuant to Public Law 92-463, 

notice is hereby given of a meeting of 
the Regional Public Advisory Panel on 
Architectural and Engineering Serv
ices, Central Office, December 11 and 
December 12, 1978, from 9:00 A.M. to 
4:00 P.M., Room 5206, General Serv
ices Administration, 18th & P  Streets 
NW., Washington, D.C. The meeting 
will be devoted to the initial step of 
the procedures for screening and eval
uating the qualifications of architect- 
e n g in e e r s  under consideration for se
lection to furnish professional services 
for the proposed Smithsonian Institu
tion Museum Support Center, Suit- 
land, Maryland. The meeting will be 
open to the public.” In order to meet 
the schedule requirements of the full 
committee, it will be necessary to hold 
the meeting on the specified dates.

. D a v i d  R. D i b n e r , 
Acting Commissioner.

(F R  Doc. 78-33406 Filed 11-27-78; 8:45 am ]

[6820-38-M ]

[F edera l Property  M anagem ent Regs., 
Tem porary  Regulation E -54 ]

SECRETARY OF DEFENSE

Delegation of Authority

1. Purpose. This regulation delegates 
authority to the Secretary of Defense 
to represent the interests of the execu
tive agencies of the Federal Govern
ment in  a gas rate increase proceeding.

2. Effective date. This regulation is 
effective immediately.

3. Delegation.
a. Pursuant to the authority vested 

in me by the Federal Property and Ad
ministrative Services Act of 1949, 63 
Stat. 377, as amended, particularly sec
tions 201(aX4) and 205(d) (40 U.S.C. 
481(a)(4) and 486(d)), authority is del
egated to the Secretary of Defense to 
represent the consumer interests of 
the executive agencies of the Federal 
Government before the Oklahoma 
Corporation Commission involving the

NOTICES

application of the Arkansas Louisiana 
Gas Company for an increase in rates.

b. The Secretary of Defense may re
delegate this authority to any officer, 
official, or employee of the Depart
ment of Defense.

c. This authority shall be exercised 
in accordance with the policies, proce
dures, and controls prescribed by the 
General Services Administration, and 
shall be exercised in cooperation with 
the responsible officers, officials, and 
employees thereof.

J a y  S o l o m o n , 
Administrator of 

General Services.
N o v e m b e r  10, 1978.

(F R  Doc. 78-33208 Filed 11-27-78; 8:45 am ]

[4110-88-M ]
DEPARTMENT OF HEALTH, 

EDUCATION, AN D WELFARE

Alcohol, Drug Abuse, and Mental Health 
Administration

BIOLOGICAL SCIENCES TRAINING REVIEW 
COMMITTEE

Meeting Change

In FR  Doc. 78-31506 appearing on 
page 52061 in the issue of Wednesday, 
November 8, 1978, the Notice is 
changed as follows:

B iological Sciences T raining  R eview  
Committee

Decem ber 20-22, 9 a.m., Conference Room  I, 
Park law n  Building, 5600 Fishers Lane, 
Rockville, M d. 20857. Open: Decem ber 20, 
9-10 am . Closed: Otherwise.

All other information remains as an
nounced November 8.

Dated: November 21,1978.
E l iz a b e t h  A. C o n n o l l y , 

Committee Management Officer, 
Alcohol, Drug Abuse, and 
Mental Health Administration. 

[F R  Doc. 78-33212 Filed 11-27-78; 8:45 am ]

[4110-88-M ]

NATIONAL ADVISORY COUNCIL O N  DRUG 
ABUSE

Moating

In accordance with Section 10(a)(2) 
of the Federal Advisory Committee 
Act (5 U.S.C. Appendix I), ¡announce
ment is made of the following Nation
al advisory body scheduled to assem
ble during the month of January 1979:

N ational A dvisory Council  on  D rug A buse

January 25-26, 1979, Conference Room  G -  
H, Park law n  Building, 5600 Fishers Lane, 
Rockville, M d. 20857. Closed: 9:30-noon, 
January 25. Open: Otherwise. Contact: 
M s. M ary  E. K ielkopf, Room  10A-23, 
Park law n  Build ing, 5600 F ishers Lane, 
Rockville, M d. 20857, 301-443-6618.

Purpose. The National Advisory 
Council on Drug Abuse advises and 
makes recommendations to the Secre
tary, Department of Health, Educa
tion, and Welfare, the Administrator, 
Alcohol, Drug Abuse, and Mental 
Health Administration, and the Direc
tor, National Institute on Drug Abuse, 
on the development of new initiatives 
and priorities, and the efficient admin
istration of drug abuse research, train
ing, demonstration, prevention, and 
community services programs. The 
Council also gives advice on policies 
and priorities for drug abuse grants 
and contracts, and reviews and makes 
recommendations on grant applica
tions.

Agenda. From 9:30 a.m. to 12 Noon, 
January 25, the meeting shall be 
closed for final review of grant appli
cations for Federal assistance in ac
cordance with the determination by 
the Administrator, Alcohol, Drug 
Abuse, and Mental Health Administra
tion, pursuant to the provisions of 
Title 5, Ü.S. Code 552b(cX6), and Sec
tion 10(d) of Pub. L. 92-463 (5 U.S.C. 
Appendix I).

The remainder of the meeting from 
1:30 p.m. on January 25 until adjourn
ment on January 26 will be open to 
the public for a discussion of issues in 
the field of drug abuse, and adminis
trative announcements. Discussions 
around drug paraphernalia, priority 
scores for grant applications, and a 
report from the National Association 
of State Alcohol and Drug Abuse Di
rectors are planned. Agenda items are 
subject to change as priorities dictate.

Substantive program information, 
summaries of the meeting, and roster 
of the Council members may be ob
tained from the contact person listed 
above.

Dated: November 21,1978.

E l iz a b e t h  A. C o n n o l l y , 
Committee Management Officer, 

Alcohol, Drug Abuse, and 
Mental Health Administration.

[F R  Doc. 78-33213 Filed 11-27-78; 8:45 am ]

[1505-01-M ]

Food and Drug Administration

[Docket No. 78N-0263]

ANTACID DRUG PRODUCTS FOR OVER-THE- 
COUNTER HUMAN USE

Final Classification of Category III Antacid 
Ingredients and Labeling Claims

Correction
In FR  Doc. 78-24914 appearing on 

page 39427 in the issue of Tuesday, 
September 5, 1978, in the 1st column 
under SU PPLEM EN TAR Y  INFOR-
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M ATION, the 9th line in paragraph (i) 
in small type should read as follows:
". . . directions for use* prescription or 
O T C . * / V

[4110-03-M ]

Food and Drug Administration 

CONAGRA, IN C

Boost-O-lron; Withdrawal of Approval of New 
Animal Drug Application

AGENCY: Pood and Drug Administra
tion.

ACTION: Notice.

SUM M ARY: The agency withdraws 
approval of new animal drug applica
tion (N A D A ) providing for use of 
Boost-O-Iron (20 percent ferrous fu
marate), a product intended for use in 
the prevention of iron deficiency 
anemia in infant pigs. This action is 
taken in response to a request by Con
Agra, Inc.* the sponsor.

EFFECTIVE DATE: November 28, 
1978.

FOR FURTH ER  INFO R M ATO N  
CONTACT:

David N. Scarr, Bureau of Veteri
nary Medicine (HRV-214), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville* M D  
20857, 3Q1-443-1846.

SUPPLEM ENTARY INFORM ATION: 
ConAgra, Inc., 3801 Harney St., 
Omaha, NE 68131, is the sponsor of 
NADA 31-876 providing for Boost-O- 
Iron (20 percent ferrous fumarate), 
which is intended for use in the pre
vention of iron deficiency anemia in 
infant pigs. The application was origi
nally approved on February 14, 1967.

The sponsor informed the agency 
that the product was never manufac
tured, requested withdrawal of approv
al of the application* and waived op
portunity for a hearing by letter of 
April 17, 1978.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(e), 82 
Stat. 345-347 (21 U.S.C. 360b(e))) and 
under authority delegated to the Com
missioner of Food and Drugs (21 CFR
5.1), and redelegated to the Director of 
the Bureau of Veterinary Medicine (21 
CFR 5.84), and in accordance with 
§514.115 Withdrawal of approval of 
applications (21 CFR 514.115), notice 
is given that approval of N AD A  31-876 
and all supplements for Boost-O-Iron 
is hereby withdrawn, effective Novem
ber 28, 1978.

Published elsewhere in this issue of 
the F e d e r a l  R e g is t e r  is a final order 
revoking §558.258 Ferrous fumarate

(21 CFR 558.258) to reflect withdrawal 
of approval of this application.

Dated: November 17,1978.
L e s t e r  M . C r a w f o r d , 
Acting Director, Bureau 

of Veterinary Medicine. 
CFR Doc. 78-33090 Filed 11-27-78; 8:45 am]

[4110-03-M ]
[Docket No. 78N-0306; DESI 10670] 

TOLBUTAMIDE

Drugs for Human Use; Drug Efficacy Study 
Implementation; Followup Notice

AGENCY: Food and Drug Administra
tion.
ACTION: Notice.
SUM M ARY: This notice states the 
conditions for marketing tolbutamide 
for the indication for which it is re
garded as effective, allowing for the 
submission of abbreviated new drug 
applications (A N D A ’s). The drug is an 
oral hypoglycemic agent.
DATE: Supplements to approved new 
drug applications (N D A ’s) due on or 
before January 29, 1978.

ADDRESSES: Communications for
warded in response to this notice 
should be identified with the reference 
number DESI 10670, directed to the 
attention of the appropriate office 
named below, and addressed to the 
Food and Drug Administration, 5600 
Fishers Lane, Rockville, M D  20857.

Supplements to full new drug appli
cations (identify with N D A  number); 
Division of Metabolism and Endocrine 
Drug Products (HFD-130), Rm. 14B- 
04, Bureau of Drugs.

Original abbreviated new drug appli
cations of supplements thereto (identi
fy as such): Division of Generic Drug 
Monographs (HFD-530), Bureau of 
Drugs.

Requests for the report of the Na
tional Academy of Sciences-National 
Rsearch Council: Public Records and 
Document Center (HFI-35), Rm. 4-62.

Requests, for opinion o f the applica
bility of this notice to a specific prod
uct: Division of Drug Labeling Compli
ance (HFD-310), Bureau of Drugs.

Other communications regarding 
this notice: Drug Efficacy Study Im
plementation Project Manager (H FD - 
501), Bureau of Drugs.
FO R  FURTH ER  IN FO R M ATIO N  
CONTACT:

Herbert Gerstenzang, Bureau of 
Drugs (HFD-32), Food and Drug Ad
ministration, Department of Health, 
Education, and Welfare* 5600 Fish
ers Lane* Rockville, Md 20857, 301- 
443-3650.

SU PPLEM EN TAR Y  INFO RM ATIO N : 
In a notice (DESI 10670) published in

the F e d e r a l  R e g is t e r  o f  September 
27, 1968 (33 FR  14551), the Food and 
Drug Administration, having evaluat
ed the drug described below, an
nounced its conclusion that tolbuta
mide is effective for its labeled indica
tion.

N D A  10-;670; Orinase TAblets con
taining tolbutamide; The Upjohn Co., 
7171 Portage Rd., Kalamazoo, M I 
49002.

The following new drug application 
was not included in the initial notice, 
but is affected by this notice.

N D A  12-678; Tolbutamide Tablets; 
Premo Pharmaceutical Laboratories, 
Inc., I l l  Leuning St., South Hacken
sack, NJ 07606.

The September 27, 1968 notice also 
stated that an approved new drug ap
plication is required for marketing the 
drug product. At that time the new 
drug application had to contain full in
formation as required by the new drug 
application form FD-356H (21 CFR  
314.1(c)). Upon reevaluating the re
quirement of full new drug applica
tions for tolbutamide, the director of 
the Bureau of Drugs concludes that 
abbreviated new drug applications (21 
CFR 314.1(f)) are appropriate for the 
drug.

Labeling for oral hypoglycemic 
drugs is presently undergoing revision. 
Proposed labeling was published in the 
F e d e r a l  R e g is t e r  of July 7* 1975 (40 
FR  28587). The September 27, 1968 
notice contained full labeling for tol
butamide. As the full labeling is now 
under review, only the indications sec
tion is included in this notice. The cur
rent indication is as follows: "Tolbuta
mide is indicated in uncomplicated dia
betes mellitus of the stable, mild, or 
moderately severe, nonketotic, natur- 
ity-onset type that cannot be com
pletely controlled by diet alone.” 
When the review of the labeling for 
oral hypoglycemic drugs is finalized, 
revision of the indication may be re
quired.

Accordingly, the September 27, 1968- 
notice is amended to read as follows:

Such drugs are regarded as new 
drugs (21 U.S.C. 321(p)). Supplemental 
new drug applicatons are required to 
revise the labeling in and to update 
previously approved applications pro
viding for such drugs. An approved 
new drug application is a requirement 
for marketing such a drug product.

In addition to the product specifical
ly named above, this notice applies to 
any drug product that is not the sub
ject of an approved new drug applica
tion and is identical to a similar or re
lated drug product that is not the sub
ject of an approved new drug applica
tion. It is the responsibility of every 
drug manufacturer or distributor to 
review this notice to determine wheth
er it covers any drug product that the 
person manufactures or distributes.
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Such person may request an opinion 
of the applicability of this notice to a 
specific drug product by writing to the 
Division of Drug Labeling Compliance 
(address given above).

A. Effectiveness classification. The 
Food and Drug Administration has re
viewed all available evidence and con
cludes that the drug is effective for 
the indication in the labeling condi
tions below.

B. Conditions for approval and mar
keting. The Food and Drug Adminis
tration is prepared to approve abbrevi
ated new drug applications and abbre
viated supplements to previously ap
proved new drug applications under 
condition described herein.

1. Form of drug. Tolbutamide is in 
tablet form suitable for oral adminis
tration.

2. Labeling conditions, a. The label 
bears the statement, “Caution: Feder
al law prohibits dispensing without 
prescription.”

b. The drug is labeled to comply 
with all requirements of the act and 
regulations, and the labeling bears 
adequate information for safe and ef
fective use of the drug. The Indication 
is as follows:

For use in uncomplicated diabetes 
mellitus of the stable, mild or moder
ately severe, nonketotic, maturity- 
onset type that cannot be completely 
controlled by diet alone.

3. Marketing status, a. Marketing of 
such a drug product that is now the 
subject of an approved or effective 
new drug application may be contin
ued provided that, on or before Janu
ary 29, 1978, the holder of the applica
tion has submitted (i) a supplement 
for revised labeling as needed to be in 
accord with the labeling conditions de
scribed in this notice, and complete 
container labeling if current container 
labeling has not been submitted, and 
(ii) a supplement to provide updating 
information with respect to items 6 
(components), 7 (composition), and 8 
(methods, facilities, and controls) of 
new drug application form FD-356H 
(21 CFR 314.1(c)) to the extent re
quired in abbreviated new drug appli
cations (21 CFR 314.1(f)).

b. Approval of an abbreviated new 
drug application (21 CFR 314.1(f)) 
must be obtained prior to marketing 
such products. Bioavailability regula
tions (21 CFR 320.21) published in the 
F ederal R egister of January 7, 1977 
(42 FR f 1638), require any person sub
mitting an abbreviated new drug appli
cation after July 7, 1977, to include 
either evidence demonstrating the in 
vivo bioavailability of the drug or in
formation to permit waiver of the re
quirement. No waiver will be granted 
for tolbutamide as it is included in the 
list of effective drugs (21 CFR  
320.22(c)) having a known or potential 
bioequivalence problem published in

the Federal Register of January 7,
1977. Marketing prior to approval of a 
new drug application will subject such 
products, and those persons who 
caused the products to be marketed, to 
regulatory action.

This notice is issued under the Fed
eral Food, Drug, and Cosmetic Act 
(secs. 502, 505, 52 Stat. 1050-1053, as 
amended (21 U.S.C. 352, 355)) and 
under the authority delegated to the 
Director of the Bureau of Drugs (21 
CFR 5.70).

Dated: November 17, 1978.
J. R ichard Crout, 

Director, Bureau of Drugs.
[F R  Doc. 78-33091 Filed 11-27-78; 8:45 am ]

[4110-03-M ]

Food and Drug Administration

[Docket No. 78D-0322]

OTC COMBINATION DRUG PRODUCTS

Availability of Guideline

AGENCY: Food and Drug Administra
tion.
ACTION: Notice.
SUM M ARY: This document an
nounces the availability of a guideline 
that states in detail the agency policy 
for combining two or more safe and ef
fective over-the-counter (O T C ) active 
drug ingredients. The agency will use 
this guideline, in addition to the exist
ing regulatory requirements for OTC  
combination drugs, in evaluating the 
safety and effectiveness of all OTC  
combination drug products.
ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FUR TH ER  IN FO R M ATIO N  
CONTACT:

William E. Gilbertson, Bureau of 
Drugs (HFD-510), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, M D  
20857, 301-443-4960.

SUPPLEM ENTAR Y  INFO RM ATIO N : 
The regulatory requirements for OTC  
combination drug products, set forth 
in § 330.10(a)(4)(iv) (21 CFR
300.10(a)(4)(iv)), are sufficiently gen
eral that they allow various interpre
tations. The OTC drug advisory review 
panels have been encouraged to exer
cise their own scientific judgment in 
developing all aspects of their reports, 
and different panels have, in fact, var
iously interpreted the OTC combina
tion regulations. The Commissioner of 
Food and Drugs is therefore making 
available a guideline entitled “General 
Guidelines for OTC Drug Combina
tion Products September 1978” that

specifically sets forth acceptable crite
ria for combining Category I active in
gredients in certain situations that are 
not covered by the broad regulation. 
For example, the guidelines explain 
the Food and Drug Administration’s 
position regarding combinations of in
gredients from: different therapeutic 
categories and which are Intended to 
treat different symptoms; the same 
therapeutic category but with differ
ent mechanisms of action; and the 
same therapeutic category and with 
the same mechanism of action. The 
agency will apply the criteria in the 
guideline, in addition to the regulatory 
requirements in § 330.10(a)(4)(iv) in 
determining the safety and effective
ness of all OTC combination drug 
products.

The Division of OTC Drug Evalua
tion (HFD-510), Bureau of Drugs is re
sponsible for maintaining the guide
line.

A copy of the guideline is available 
for public examination between 9 a.m. 
and 4 p.m., Monday through Friday, in 
the office of the Hearing Clerk. Re
quest? for single copies of the guide
line may be submitted to the office of 
the Hearing Clerk, identifying the 
guideline with the Hearing Clerk 
docket number found in brackets in 
the heading of this document.

Interested persons may submit writ
ten comments on the guideline to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857 
(preferably in four copies, identified 
With the Hearing Clerk docket 
number). Such comments will be con
sidered in determining whether 
amendments or revisions to the guide
line are warranted. Received com
ments will be incorporated into the 
public file on the guideline and may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday, 
except holidays.

Dated: November 21, 1978.

W il l ia m  F. R andolph , 
Acting Associate Commissioner 

for Regulatory Affairs.
[F R  Doc. 78-33215 Filed 11-27-78; 8:45 am]

[4110-84-M ]

Health Services Administration 

FEDERAL ADVISORY COMMITTEES 

Filing of Annual Reports

Notice is hereby given that pursuant 
to section 13 of Pub. L. 92-463, the 
Annual Report for the following 
Health Services Administration Feder
al Advisory Committee has been filed 
with the Library of Congress:
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M aternal and Child  H ealth R esearch 
G rants R eview  Committee

Copies are available to the public for 
inspection at the Library of Congress, 
Special Forms Reading Room, Main 
Building, or weekdays between 9:00 
a.m. and 4:30 p.m. at the Department 
of Health, Education, and Welfare, 
Department Library, North Building, 
Room 1436, 330 Independence Avenue 
SW., Washington, D.C. 20201, Tele
phone (202) 245-6791. Copies may be 
obtained from Gontran Lamberty, Dr, 
P. H., Bureau of Community Health 
Services, Room 7-15, Parklawn Build
ing, 5600 Fishers Lane, Rockville, 
Maryland 20857? Telephone (301) 443- 
2190.'

Dated: November 17,1978.

W il l ia m  H. A spden, Jr., 
Associate Administrator 

For Management
[F R  Doc. 78-33250 Filed 11-27-78, 8:45 am ]

[4110-08-MJ

National Institutes of Health

REPORT ON BIOASSAY OF PARATHION FOR 
POSSIBLE CARCINOGENICITY

Availability

Parathion (CAS 56-38-2) has been 
tested for cancer-causing activity with 
rats and mice in the Bioassay Pro
gram, Division of Cancer Cause and 
Prevention, National Cancer Institute. 
A report is available to the public.

Summary: A  bioassay for possible 
carcinogenicity of technical-grade par
athion was conducted by administer
ing the test chemical in the diet to Os- 
borne-Mendel rats and B6C3F1 mice. 
Applications of the chemical include 
use as a pesticide.

It is concluded that under the condi
tions of this bioassay, parathion was 
not carcinogenic to B6C3F1 mice. In 
the male and female Osborne-Mendel 
rats receiving parathion in their diet, 
there was a higher incidence of corti
cal tumors of the adrenal than in 
pooled or historical controls, suggest
ing that parathion is carcinogenic to 
this strain of rat.

Single copies of the report are avail
able from the Office of Cancer Com
munications, National Cancer Insti
tute, Building 31, Room 10A21, Na
tional Institutes of Health, Bethesda, 
Maryland 20014.
(Catalogue o f Federal domestic Assistance 
Program N um ber 13.393, Cancer Cause and  
Prevention Research.)

NOTICES

Dated: November 1, 1978.
T homas E. M alone, 

Acting Director, 
National Institutes of Health. 

[F R  Doc. 78-33105 Filed 11-27-78; 8:45 am ]

REPORT ON BIOASSAY OF PHOSPHAMIDON 
FOR POSSIBLE CARCINOGENICITY

Availability

Phosphamidon (CAS 13171-21-6) 
has been tested for cancer-causing ac
tivity with rats and mice in the Bio
assay Program, Division of Cancer 
Cause and Prevention, National 
Cancer Institute. A  report is available 
to the public.

Summary: A  bioassay of technical- 
grade phosphamidon for possible car
cinogenicity was conducted using Os
borne-Mendel rats and B6C3F1 mice. 
Applications of the chemical include 
use as an insecticide. The test material 
was administered in feed to 50 rats 
and 50 mice of each sex at one of two 
doses.

It is concluded that under the condi
tions of this bioassay, technical-grade 
phosphamidon was not carcinogenic 
for B6C3F1 mice. The data obtained in 
this bioassay with Osborne-Mendel 
rats are insufficient to allow the inter
pretation that technical-grade phos
phamidon is carcinogenic in this spe
cies.

Single copies of the report are avail
able from the Office of Cancer Com
munications, National Cancer Insti
tute, Building 31, Room 10A21, Na
tional Institutes of Health, Bethesda, 
Maryland 20014.
(Catalogue o f Federal Domestic Assistance 
Program  N um ber 13.393, Cancer Cause arid 
Prevention Research.)

Dated: November 1, 1978.
T homas E. M alone, 

Acting Director, 
National Institutes of Health. 

[F R  Doc. 78-33106 Filed 11-27-78; 8:45 am ]

REPORT O N  BIOASSAY OF PIPERONYL 
BUTOXIDE FOR POSSIBLE CARCINOGENICITY

Availability

Piperonyl butoxide (CAS 51-03-6) 
has been tested for cancer-causing ac
tivity with rats and mice in the Bio
assay Program, Division of Cancer 
Cause and Prevention, National 
Cancer Institute. A  report is available 
to the public.

Summary: A  bioassay of technical- 
grade piperonyl butoxide for possible 
carcinogenicity was conducted by ad
ministering the test chemical in feed 
to Fischer 344 rats and B6C3F1 mice. 
Applications of the chemical include 
use as an insecticide enhancer.

It is concluded that under the condi
tions of this bioassay, piperonyl butox-

55467

ide was not carcinogenic for Fischer 
344 rats or B6C3F1 mice.

Single copies of the report are avail
able from the Office of Cancer Com
munications, National Cancer Insti
tute, Building 31, Room 10A21, Na
tional Institutes of Health, Bethesda, 
Maryland 20014.
(.Catalogue o f Federal Domestic Assistance 
Program  Num ber 13.393, Cancer Cause and 
Prevention Research .)

Dated: November 1,1978.

T homas E. M alone, 
Acting Director, 

National Institutes of Health. 
[F R  Doc. 78-33107 Filed 11-27-78; 8:45 am ]

[4110-02-M ]

Office of Education

ADVISORY COMMITTEE ON ACCREDITATION 
AND INSTITUTIONAL ELIGIBILITY

Meeting

AG ENCY: Department of Health, 
Education, and Welfare, Office of 
Education.
ACTION: Notice of public meeting.
SUM M ARY: This notice sets forth the 
schedule and proposed agenda of the 
next public meeting of the Advisory 
Committee on Accreditation and Insti
tutional Eligibility. It also describes 
the functions of the Committee. 
Notice of these meetings is required 
under the Federal Advisory Commit
tee Act (5 U.S.C. Appendix 1 ,10(a)(2)). 
This document is intended to notify 
the general public of its opportunity 
to attend and to participate.
DATES: December 12, 1978, 1 p.m. to 6 
p.m., local time; December 13, 8:30 to 6 
p.m.; December 14, 8:30 a.m. to 5:30 
p.m.; and December 15, 9 a.m. to 3 p.m* 
Requests for oral presentations before 
the Committee must be received on or 
before December 8, 1978. All written 
material which a party wishes to file 
may be submitted at any time and will 
be considered by the Advisory Com
mittee.
ADDRESS: Sheraton National Motor 
Hotel, Columbia Pike and Washington 
Boulevard, Arlington, Va.
FO R  FUR TH ER  IN FO R M A TIO N  
CONTACT:

John R. Proffitt, Director, Division 
of Eligibility and Agency Evaluation, 
Office of Education, Room 3030, 
R O B 3, 400 Maryland Avenue, SW., 
Washington, D.C. 20202, 202-245- 
9873.
The Advisory Committee on Accredi

tation and Institutional Eligibility is 
established pursuant to Section 253 of 
the Veterans’ Readjustment Assist
ance Act (Chapter 33, Title 38, U.S.
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Code). The Committee advises the 
Commissioner of Education regarding 
his responsibilities to publish lists of 
nationally recognized accrediting 
agencies and associations; State agen
cies recognized for the approval of 
public postsecondary vocational educa
tion; and accrediting and State agen
cies recognized for the approval of 
nurse education. The Committee also 
advises the Commissioner regarding 
policy affecting accreditation and in
stitutional eligibility for participation 
in Federal funding programs.

The meeting on December 12, 13, 14, 
and 15 will be open to the public. This 
meeting will be held at the Sheraton 
National Motor Hotel, Arlington, Va. 
The Committee will review petitions 
and reports by accrediting and State 
approval agencies relative to initial or 
continued recognition by the U.S. 
Commissioner of Education. The Com
mittee also will hear presentations by 
representatives of the petitioning 
agencies and interested third parties. 
Agencies having petitions and reports 
pending before the Committee are:
Am erican Medical Association, Committee 

on A llied Health, Education and Accredi
tation, in cooperation with the Review  
Com m ittee fo r Physical Therapy  Educa
tion, which is sponsored by the Am erican  
Medical Association.

Am erican Society of Landscape Architects, 
Landscape Architectural Accreditation  
Board.

Californ ia Board o f Registered Nursing. 
Council on Education fo r Public Health. 
Iowa Board of Nursing.
Joint Commission on Dance and Theater  

Accreditation, sponsored by the National 
Association o f Schools o f A rt and the N a 
tional Association o f Schools of Music. 

Kansas State Board o f Education.
Liaison Committee on Medical Education. 
Louisiana State Board  o f Nursing.
M issouri State Board  of Nursing.
National Association o f Private, Non tradi

tional Schools and Colleges.
National Association o f Schools o f Music. 
National Association o f T rade and Techni

cal Schools, Accrediting Commission.
New  Jersey State Board o f Education.
New  Y o rk  State Board o f Regents (Nursing  

Education Unit).
U tah  State Board for Vocational Education.

The Advisory Committee also will 
review a request by Flaming Rainbow 
University, Talequah, Okla., for à de
termination of satisfactory assurance 
that it will meet the accrediting stand
ards of a nationally recognized agency 
within a reasonable period of time.

The Advisory Committee will review 
the following policy matters during its 
meeting:

1. Proposed revisions to the Criteria for  
Recognition of National Accrediting Bodies 
and State Agencies.

2. Issues regarding reauthorization o f the 
H igher Education Act of I960:

a. Should the present Federal eligibility  
system, placing dominant reliance upon ac
creditation, be retained unchanged?

b. Should the O ffice o f Education under
take efforts to develop a dominant role in 
its eligibility system by either:

i. State legal authorizing agencies; or
ii. State approval/accrediting agencies?
c. Should the O ffice o f Education consider 

establishing its own Federal approval/ac
crediting system fo r purposes of eligibility?

d. Should the O ffice o f Education revise 
its eligibility system to effect a more ba l
anced reliance upon accrediting agencies 
and State legal authorizing agencies?

Requests for oral presentation 
before the Committee should be sub
mitted in writing to the Director, Divi
sion of Eligibility and Agency Evalua
tion, Office of Education, Room 3030, 
R O B  3, 400 Maryland Avenue, SW., 
Washington, D.C. 20202. Requests 
should include the names of all per
sons seeking an appearance, the party 
or parties which they represent (if ap
plicable), and the purpose for which 
the presentation is requested. Re
quests must be received by the Divi
sion of Eligibility and Agency Evalua
tion on or before December 8, 1978. 
Time constraints may limit oral pre
sentations. However, all additional 
written material that a party wishes to 
file will be considered by the Advisory 
Committee.

Records shall be .kept of all Commit
tee proceedings and shall be available 
for public inspection at the Division of 
Eligibility and Agency Evaluation.

Signed at Washington, D.C. on No
vember 22,1978.

John  R . P ro ffitt , 
Director, Division of Eligibility, 

and Agency Evaluation, Office 
of Education.

[F R  Doc. 78-33280 Filed 11-27-78; 8:45 am ]

[4110-02-M ]

NATIONAL ADVISORY COUNCIL ON  
EXTENSION AND CONTINUING EDUCATION

Meeting

AGENCY: National Advisory Council 
on Extension and Continuing Educa
tion.

ACTION: Notice of Meeting.

SUM M ARY: This notice set forth the 
schedule and proposed agenda of a 
forthcoming meeting of the National 
Advisory Council on Extension and 
Continuing Education and its ad hoc 
committees. It also describes the func
tions of the Council. Notice of this 
meeting is required under the Federal 
Advisory Committee Act (5 U.S.C. Ap
pendix 1, 10(a)(2)). This document is 
intended to notify the general public 
of their opportunity to attend the 
meeting.
DATE: Meetings: December 13, 14, and 
15, 1978.

ADDRESS: The St. Francis Hotel, 
Union Square, San Francisco, Califor
nia.
FOR  FURTH ER  INFORM ATION:

William G. Shannon, Executive Di
rector, National Advisory Council on 
Extension and Continuing Educa
tion, 425 13th Street, NW., Suite 529, 
Washington, D.C. 20004, telephone 
202-376-8888.
The National Advisory Council on 

Extension and Continuing Education 
is authorized under Public Law 89-329. 
The Council is required to report an
nually to the President, the Congress? 
the Secretary of HEW, and the Com
missioner of Education in the prepara
tion of general regulations and with 
respect to policy matters arising in the 
administration of Part A  of Title I 
(H EA ) including policies and proce
dures governing the approval of State 
plans under section 105; and to advise 
the Assistant Secretary of H EW  on 
Part B  (Lifelong Learning activities) 
of the title. The Council is required to 
review the administration and effec
tiveness of all Federally supported ex
tension and continuing education pro
grams.

The meetings of the Council are 
open to the public beginning with the 
meeting of the ad hoc committees on 
Wednesday, December 13, from 6:00 to 
8:00 p.m.; and the meetings of the full 
Council on Thursday, December 14, 
from 9:00 a.m. to 5:00 p.m.; and on 
Friday, December 15, from 8:30 a.m. 
until 1:00 p.m.

The agenda for the Council meeting 
is summarized as follows:

A. W ednesday, December 13 (6-8 p.m.)
1. M eeting o f the A d  Hoc Committee on 

A du lt Learners and Federal Financial Aid.
2. M eeting o f the A d  Hoc Committee on 

the Reform ulation o f T itle I, H EA .
3. M eeting o f the A d  Hoc Committee on 

Private Funding A lternatives fo r Postse- 
cond- ary Education.

4. M eeting o f the A d  Hoc Committee on 
International Dimensions o f Continuing 
Education.

B. Thursday, December 14 (9 a.m.-5 p .m .)and 
Friday, December 15 (8:30 a.m.-1 p .m .)

a. Report o f the Chairperson.
b. Report o f the Executive Director.
c. Action on previous meeting minutes.
d. Community Service and Continuing 

Education Program  Report.
e. Budget Review.
f. Election o f O fficers and Executive Com

mittee.
g. Report o f A d  Hoc Committees and 

briefing about Federal programs.
h. Discussion o f Special Report to the 

President.
i. Review o f status o f Congressional 

reauthorization o f the H igher Education 
Act.

All records of the Council proceed
ings are available for public inspection 
at the Council’s staff office, located in
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Suite 529, 425 13th Street, NW., Wash
ington, D.C.

Due to limited space, guests will be 
seated during the public meeting on a 
first-come basis by calling the Council 
office 202-376-8888.

Dated: November 22, 1978.

W il l ia m  G. Shannon , 
Executive Director.

EFR Doc. 78-33233 Filed 11-27-78; 8:45 am ]

[4110-02-M]

NATIONAL ADVISORY COUNCIL ON  
BILINGUAL EDUCATION

Meeting

AGENCY: National Advisory Council 
on Bilingual Education.

ACTION: Notice.

SUMMARY: This notice sets forth the 
schedule and proposed agenda of a 
forthcoming meeting of the National 
Advisory Council on Bilingual Educa
tion. Notice of this meeting is required 
under the Federal Advisory Commit
tee Act (5 U.S.C. Appendix 1, 10(a)(2)). 
This document is intended to notify 
the general public of their opportuni
ty to attend.

The Council had previously planned 
a series of hearings throughout the 
nation from December through March 
for the purpose of advising on the 
preparation of regulations. The sched
ule and procedures for promulgating 
regulations has been changed subse-' 
quent to, those plans, therefore the 
Council will only have one hearing.

In order for the Council to partici
pate effectively in the regulatory proc
ess, the required public notice of fif
teen days is not being met.

DATES: December 6, 1978 Public 
Hearing 9:30 A.M.-4:30 P.M. December 
7, 1978 Business Meeting 9:00 A.M .- 
4:00 P.M. December 8, 1978 Business 
Meeting 9:00 A.M.-4:00 P M .

ADDRESS; Public Searings will be 
held in Room 100, Home Economics 
Building Seventh Street, San Jose 
State University, San Jose, California 
95192. Business Meetings will be held 
in the Associated Student Council 
Chambers, Student Union Building, 
San Jose State University, San Jose, 
California 95192.

P O R  FUR TH ER  IN FO R M ATIO N  
CONTACT:

Mr. Louis J. Serpa Office of Bilin
gual Education, Reporters’ Bldg., 
Room 421, Office of Education, 400 
Maryland Avenue, SW., Washington, 
D.C. 20202, (202—245-2600).

NOTICES

The National Advisory Council on 
Bilingual Education is established 
under Section 732(a) of the' Bilingual 
Education Act (20 U.S.C. 880b-ll) to 
advise the Secretary o f Health, Educa
tion, and Welfare and the Commis
sioner of Education concerning mat
ters arising in the administration of 
the Bilingual Education Act.

On December 6, 1978, in consonance 
With the CounciTs mission to advise in 
the preparation of regulations under 
the Bilingual Education Act, testimo
ny will be heard on the following 
topics:

(1) Parental Participation;
(2) Adequate Training for Basic Pro

grams;
(3) Priorities for Training under the 

Bilingual Education Act;
(4) Requirements for Fellowship Re

cipients to pay back or work;
C5) Definition of Limited English 

Proficiency as basis for participation 
in Basic Program;

(6) Follow-up services to sustain aca
demic achievement;

(7) Gradual assumption of costs;
(8) Measurable goals to determine 

when children no longer need the pro
gram;

(9) Capacity Building;
(10) Use of bilingual personnel to 

the extent possible;
(11) The extent and manner which 

English proficient students should 
participate;

(12) Historically underserved;
(13) Services to non-public schools;
(14) Meaning of supplement/sup- 

plant clause in the Bilingual Educa
tion Act;

(15) Participation of private non
profit organizations in the training ac
tivities.

The following procedures shall be 
observed during the public hearings:

(1) Witnesses shall be heard on a 
first come basis;

(2) Witnesses shall limit their testi
mony to fifteen minutes: ten minutes 
of formal presentation followed by 
five of questioning from Council 
mambers;

(3) Two or more persons from the 
same organization shall designate one 
person to speak for the group;

(4) Witnesses shall present an oral 
synopsis of their written testimony, 
Witnesses who do not provide such a 
testimony will be heard after all who 
have written testimony are heard;

(5) Witnesses shall provide fifteen 
copies of their written testimony;

(6) Witnesses may address the Coun
cil in English or in their native lan
guage. The written testimony must be 
submitted in English;

(7) All testimony shall be tape re
corded;

(8) Exceptions to the aforemen
tioned procedures shall be at the dis-

55469
cretion of the Chairman of the Public I 
Hearings Committee.

December 7. 1978: The proposed I 
agenda for the Business Meeting in- I 
eludes:

(1 ) Old Business: Dissertation Award [ 
Procedures, Discussion on Coordina- p 
tion among bilingual programs, and [ 
Participation in national conferences. I

(2) New Business: Digest of Testimo- *
ny. I

December 8, 1978: The proposed | 
agenda includes the following:

(1) Digest of testimony (continued). [
(2 ) Recommendations on the devel- ; 

opment of regulations.
Records will be kept of all Council 

proceedings and shall be available for 
public inspection 14 days after the 
meeting in Room 421, Reporter’s 
Building, 300 7th Street, SW., Wash
ington, D.C. 20202. In the event that 
the proposed agenda is completed 
prior to the projected date or time, the 
Council will adjourn the meeting.

Signed at Washington, D.C., on No
vember 22, 1978.

D ean B is tl in e ,
Acting Director, 

Office of Bilingual Education.
[F R  Doc. 78-33279 F le d  11-27-78; 8:45 am ]

[4110-87-M ]

Public Health Service

INDUSTRYWIDE OCCUPATIONAL HEALTH 
RESEARCH STUDIES

Request for Information

AG ENCY: National Institute for Oc
cupational Safety and Health 
(N IO SH ), Center for Disease Control, 
Public Health Service, HEW .
ACTIO N : Request for Information.
SUM M ARY: This notice requests in
formation concerning certain sub
stances and industries for which 
NIO SH  is planning to conduct in
dustrywide occupational health re
search studies during fiscal year 1979. 
O f particular interest to N IO SH  is in
formation that is not published or 
would not be found during routine lit
erature searches. The information will 
aid N IO SH  in developing protocols 
and background data for the studies.
DATES: Information concerning this 
notice should be submitted by January 
29, 1979.
ADDRESSES: Information should be 
submitted in writing to Dr. Bobby F. 
Craft, Director, Division of Surveil
lance, Hazard Evaluations and Field 
Studies, (DSHEFS), NIOSH, 4676 Co
lumbia Parkway, Cincinnati, Ohio 
45226.
FOR  FUR TH ER  IN FO R M ATIO N  
CONTACT:
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F. Sutton Kay, Operations Manage
ment Officer, DSHEFS, NIOSH, 
513-684-3616.

SUPPLEM ENTAR Y INFORM ATION: 
Section 20(a)(7) of the Occupational 
Safety and Health Act of 1970 (29 
U.S.C. 669(a)(7)) provides that the 
Sec- retary of Health, Education, and 
Welfare shall conduct and publish in
dustrywide studies of the effect of 
chronic or low-level exposure to indus
trial materials, processes, and stresses 
on the potential for illness, disease, 6r 
loss of functional capacity in aging 
adults. To carry out this responsibili
ty, N IOSH  plans to initiate certain in
dustrywide studies during fiscal year 
1979. These studies will be of workers 
in the leather industry and of workers 
in other industries with specific expo
sure to manganese, toluene, urethane, 
and adrenocortical steroids. The 
public is invited to submit information 
that would aid N IOSH  in developing 
protocols and background data for the 
studies. Such information would in
clude, but not be limited to, (1) human 
epidemiologic studies, (2) animal stud
ies, (3) methods for air sampling and 
analyses, (4) data on engineering con
trols, work practices and industrial hy
giene practices, and (5) potential in
dustrial and/or commercial establish
ments, occupational groups, etc., that 
could be studied by NIOSH.

Trade secret information will be 
held confidential under section 15 of 
the Act (29 U.S.C. 654) and H EW  regu
lations (45 CFR Part 5.71(c)). Personal 
information concerning living individ
uals will be held confidential under 
section 3 of the Privacy Act (5 U.S.C. 
552(a)) and H EW  regulations (45 CFR  
Part 5b). All other information re
ceived in response to this notice will be 
available for public inspection at the 
foregoing address.

Dated: November 21,1978.
Edward J. Baier, 

Acting Director, National Insti
tute for Occupational Safety 
and Health.

[F R  Doc. 78-33214 Filed 11-27-78; 8:45 am ]

[4110-92-M ]
INTERAGENCY COMMITTEE FOR THE 

INTERNATIONAL YEAR OF THE CHILD

A P P R O V A L  O F  D EV E L O P M E N T O F  P O R TA BLE 
C U M U L A T IV E  CH ILD  H E A L TH  R ECO R D  C A R D  
A S  A N  A C T IV IT Y  FO R  IY C

The Interagency Committee for the 
International Year of the Child (IY C ) 
has approved the development of a 
portable cumulative child health 
record card as an activity for IYC. 
Those persons wishing to receive fur
ther information regarding this pro
posal may do so by contacting:

Secretariat fo r IY C , P .O . Box 1182, Room  
5044 Donohoe Building, Washington, D.C. 
20013.

Dated: November 13, 1978.
Chester E. N orris, Jr., 

Co-Chairperson, Interagency 
Committee on the Internation
al Year of the Child.

[F R  Doc. 78-33242 Filed 11-27-78; 8:45 am ]

[4310-55-M ]

DEPARTMENT OF THE INTERIOR

Fish and W ildlife  Service 

E N D A N G E R E D  SPECIES PERMIT 

Receipt o f A pplication

Applicant: Ringling Bros.-Barnum &  
Bailey Combined Shows, Inc., 1015 
18th Street NW., Washington, D.C. 
20036.

The applicant requests a permit to 
import from Hungary, reexport to 
Canada and reimport to the United 
States, and reexport to Hungary, nine
(9) tigers iPanthera tigris) for the pur
pose of enhancement of propagation 
and survival of the species. All tigers 
involved in the activity are captive- 
born. the purpose o f the activity will 
be achieved in conjunction with circus 
exhibition.

Humane care and treatment during 
transport has been indicated by the 
applicant.

Documents and other information 
submitted with this application are 
available to the public during normal 
business hours in Room 601, 1000 N. 
Glebe Road, Arlington, Virginia, or by 
writing to the Director, U.S. Fish and 
Wildlife Service, (W PO ), Washington, 
D.C. 20240.

This application has been assigned 
file number PR T  2-3433. Interested 
persons may comment on this applica
tion by submitting written data, views, 
or arguments to the Director at the 
above address on or before December 
28, 1978. Please refer to the file 
number when submitting comments.

Dated: November 22,1978.
Donald G. Donahoo, 

Chief, Permit Branch, Federal 
Wildlife Permit Office, U.S. 
Fish and Wildlife Service.

[F R  Doc. 78-33290 Filed 11-27-78; 8:45 am ]

[4310-03-M ]

H eritage C o nservatio n an d Recreation Service

N A T IO N A L  REGISTER O F  H IS TO R IC  PLACES

N otification o f Pending Nom inations

Nominations for the following prop
erties being considered for listing in 
the National Register were received by

the Heritage Conservation and Recre
ation Service before November 17,
1978. Pursuant to section 60.13(a) of 
36 CFR Part 60, published in final 
form on January 9, 1976, written com
ments concerning the significance of 
these properties under the National 
Register criteria for evaluation may be 
forwarded to the Keeper of the Na
tional Register, Office of Archeology 
and Historic Preservation, U.S. De
partment of the Interior, Washington, 
D.C. 20240. Written comments or a re
quest for additional time to prepare 
comments should be submitted by De
cember 7, 1978.

W illiam J. M urtagh, 
Keeper of the 

National Register.

C A L IF O R N IA

Orange County

Anaheim , Anaheim Colony Multiple Re
source Area, roughly bounded by RR 
tracks, H arbor Blvd., Sycamore and Santa 
A na Sts.

C O N N E C T IC U T

New Haven County

N ew  Haven, Blackman, Elisha, Building, 
176 Y o rk  St.

G E O R G IA

Richmond County

Augusta, Wilson, Woodrow, Boyhood Home, 
419 7th St.

L O U IS IA N A

East Baton Rouge Parish

Baton Rouge vicinity, Santa Maria Plana- 
tion House, S  of Baton Rouge on Perkins 
Rd.

Lafayette Parish

Lafayette, St. John’s Cathedral, St. John St.

Orleans Parish

New  Orleans, Napoleon Street Branch L i
brary, Napoleon St.

New  Orleans, Sommerville-Keamey House, 
1401 Delachise St.

Rapides Parish

Pineville, Post o f Rapides, H ardtner and 
M ain  St.

Tangipahoa Parish

Hammond, Oaks Hotel ( Casa de Fresa) Rail
road Ave. SW .

Washington Parish

Franklinton, kn igh t Cabin, Washington  
Parish  Fairgrounds.

Franklinton, Sylvest House, Washington  
Parish  Fairgrounds.

West Feliciana Parish

St. Francisville vicinity, Greenwood Planta
tion, N  o f St. Francisville on U.S. 61.
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M O N T A N A  

Jefferson County

Boulder vicinity, Boulder Hot Springs Hotel, 
SE  o f Boulder on M T  281.

N E B R A S K A

Saline County

W ilber, Mann-Zwonecek House, 524 W . 1st. 

N E W  H AM PSH IR E 

Merrimack County

Concord, Merrimack County Bank ( Old His
torical Society Build ing ) 214 N . M ain  St.

Strafford County

Milton vicinity, Plumer-Jones Farm, N  of 
Milton on N H  16.

N E W  M E X IC O

Catron County

Glenwood vicinity, Whitewater Canyon 
Pipeline, 4 mi. N E  o f Glenwood.

Colfax County

Eagle W est vicinity. Eagle Nest Dam, 3 mi. 
SE of Eagle 'Nest o ff U.S. 64.

Socorro County

Magdalena, Atchison, Topeka and Santa Fe 
Railway Depot, o ff U.S. 60.

N O R T H  C A R O L IN A

Martin County

Hamilton, Conoho Lodge, Liberty St.

O H IO

Athens County

Nelsonville, Stuart's Opera House, Public  
Sq. and W ashington St.

Delaware County

Galena vicinity, Keeler, Diadatus, House, S E  
of Galena at 4567 R ed Bank  Rd.

Erie County

Snadusky, Melville-Milne, William Gordon, 
House, 319 Lawrence St.

Hamilton County

Cincinnati, Beech Avenue Houses, 1120 and 
1128 Beech Ave.

Cincinnati, Columbia-Tusculum Multiple 
Resource Area, East End neighborhood. 

Cincinnati, Immaculate Conception Church, 
School, and Rectory, Pavilion and Guido  
Sts.

Jackson County

Wellston, Morgan Mansion, Broadway and 
Pennsylvania Aves.

Lake County

Kirtland Hills, Hanna, Leonard C.» Jr., 
Estate, Little M ountain  Rd.

Unionville. Unionville D istrict School 3480 
West St.

Lawrence County

fronton, Rankin Historic District, roughly  
bounded by Vernon, 7th, M onroe and 4 
Sts.

Lorain County

Lorain, Lorain Lighthouse, Lorain  H arbor.
. W ellington  vicinity, Wellington-Huntington 

Road Multiple Resource Area, S  o f W e l
lington along O H  58.

Mercer County

M aria  Stein, Gast, Matthias, House and 
General Store, O H  119. Mendon, Mendon 
Town Hall, S. M ain  St.

Montgomery County

Centerville vicinity, Belville-Maxwell House, 
W  of Centerville o ff O H  725.

Muskingum County

Zanesville, Kearns, George and Edward, 
Houses, 306 and 320 Luck Ave.

Richland County

M ansfield, Ritter, William, House, 181 S. 
M ain  St.

Ross County

Chillicothe, Mountain House, H igh land Ave. 
Hopetown, Wesley Chapel, o ff U .S, 23.

Scioto County

Portsm outh, Boneyfiddle Commercial Dis
trict, roughly bounded by Front, W ash ing
ton, 3rd and Scioto Sts.

Seneca County

BeHevue vicinity, He ter Farm, N W  o f Belle
vue on S R  29.

T iffin , M iam i Street Grade School, 155 
M iam i St.

Shelby County

Sidney, Sidney Waterworks and Electric 
Light Building, 121 N . Brooklyn Ave.

Stark County

Canton. Timken, Henry H., Bam, 13th St. 
N W ., and I  7T.

Canton vicinity, Bair, Jacob H , House, N  of 
Canton at 7225 N . M arket Ave.

O K L A H O M A

Garvin County

Paulis Valley, Pauls Valley H istoric District, 
roughly bounded by R R  tracks, Joy and 
W alnut, Sts., and G rant Ave.

O R E G O N

Marion County

Salem , Lee Mission Cemetery, D  St.

Mulnomah County

Portland, Lloyd, Frank M„ Estate, 0615 
Palatine hill Rd. S W .

Washington County

N orth  P lains vicinity, Jackson, John Wesley, 
House, E  o f N orth  Plains on W . Union Rd.

fF R  Doc. 8-33082 Piled  27-78: 8:45 am ]

[3210-10-M ]
O ffice  o f the Secretary

A L A S K A  N A T IO N A L  IN TER EST LA N D S  
P R O P O S A L

A v a ila b ility  o f Final Supplem ent to  Final 
Environm ental Statement 

Notice is hereby given that the De
partment of the Interior is making 
available for information, a Final Sup
plement to the environmental evalua
tion made in 1974 on the Alaska Na
tional Interest Lands proposed under 
Section 17(d)(2) of the Alaska Native 
Claims Settlement Act of 1971. These 
actions were described in the Final En
vironmental Impact Statement issued 
in 1974 (28 volumes) and covering pro
posed legislative authorization to es
tablish new units or expand existing 
units of the National Park System, the 
National Wildlife Refuge System, and 
the National W ild and Scenic Rivers 
System. This supplement updates that 
environmental statement and includes 
revisions due to available new study 
information.’ It also assesses the poten
tial impacts of alternatives not previ
ously discussed in the original evalua
tion. For reference to the earlier state
ment, a complete listing of govern
ment offices and public libraries 
throughout the Nation where the 28- 
volume E IS  and this supplement may 
be studied is published in the Federal 
Register of Thursday, October 26, 
1978 (Vol. 43, No. 208) at pages 50050 
through 50055. (However, on page 
50051 of the aforementioned Federal 
Register, the list is amended to show 
the following three address correc
tions.

U.S. Fish and Wildlife Service

U S F W S , 500 N .E. M ultnom ah Street, Suite 
1692, Portland, O regon 97232.

U S F W S , 500 G o ld  Street, S .W .K  10th Floor, 
Albuquerque, New  M exico 87103.

National Park Service

N P S , Southwest Regional O ffice, 1100 O ld  
Santa Fe Trail, Santa Fe, N ew  M exico  
87501.

Copies of this final supplement will 
be mailed to recipients of the draft 
supplement. Individual copies may be 
secured or examined upon request at 
the following Government offices.

Anchorage
National Park  Service, A laska A rea  Office, 

540 W . 5th Avenue, Anchorage, A laska  
995701.

Fairbanks
U.S. F ish and W ild life  Service, 1412 A irport  

W ay, Fairbanks, A laska 99701.

Juneau

U.S. Fish and W ild life  Service. Federal 
Building, Juneau, A laska 99701.
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Honolulu
Hawaii State D irector’s O ffice, National 

Park  Service, 300 A la  M oana Boulevard, 
B ox 50165, Honolulu, Hawaii 96850.

Seattle
Pacific Northwest Regional O ffice, National 

Park  Service, 601 Fourth  and Pike Build 
ing, Seattle, W ashington 98101.

Spokane
Mines and M inerals, Pacific Northwest 

Region, National Park  Service, Room  580, 
U.S. Courthouse, W est 920 Riverside, Spo
kane, W ashington 99201.

San Francisco
W estern Regional Office, National Park  

Service, 450 Golden G ate  Avenue, San  
Francisco, Californ ia 94102.

Los Angeles
Bureau o f Land Managem ent, O uter Conti

nental She lf O ffice, 300 N . Los Angeles 
Street, Los Angeles, Californ ia 90012.

Denver
Rocky Mountain Regional O ffice, National 

Park  Service, 655 Pardet Street, P .O . B ox  
25287, Denver, Colorado 80225,

Albuquerque
Heritage Conservation and Recreation Serv

ice, 5000 M arble Avenue, N.E., A lbuquer
que, New  Mexico 87110.

Phoenix
Southern Arizona G roup  Office, National 

Park  Service, 1115 N. first Street, Phoe
nix, Arizona 85004.

Billings
Bureau of Land Managem ent, G ranite  

Tow er Building, 222 N . 32nd Street, B ill
ings, M ontana 59101.

Salt Lake City
Assistant to the Regional D irector (U tah ), 

National Park  Service, 125 S. State Street, 
Room  2208, Salt Lake City, U tah  84138.

Dallas
U.S. Geological Survey, 1045 Federal B u ild 

ing, 1100 Commerce Street, Dallas, Texas  
75242.

Chicago
Federal Inform ation Center, Room  250, 219 

South Dearborn, Chicago, Illinois.

Ann Arbor
Heritage Conservation and Recreation Serv

ice, Federal Building, Ann  Arbor, M ich i
gan 48107.

Omaha
Midwest Regional O ffice, National Park  

Service, 1709 Jackson Street, Om aha, N e 
braska 68102.

St Louis
Jefferson National Expansion Mem orial, 

National Park  Service, 11 North  Fourth  
Street, St. Louis, M issouri 63102.

Minneapolis-SL Paul
U.S. F ish and W ild life  Service, Federal 

Building, fort Snelling, Tw in  Cities, M in 
nesota 63102.

Philadelphia
M id-Atlantic Regional O ffice, National Park  

Service, 143 S. 3rd Street, Philadelphia, 
Pennsylvania 19106.

Boston
U.S. Fish and W ild life  Service, One G ate

way Center, Newton Corner, M assachu
setts 02158.

New York
Bureau  o f Land Managem ent, O uter Conti

nental She lf O ffice, Federal Building, 26 
Federa l Plaza, New  York , New  Y o rk  
10014.

Atlanta
Southeast Regional O ffice, National Park  

Service, 1895 Phoenix Boulevard, Atlanta, 
G eorgia 30349.

Louisville
Federal Inform ation Center, 600 Federal 

Place, Louisville, Kentucky 40202.

Memphis
U.S. Geological Survey, W ater Resources 

Division, Federal O ffice Building, 167 N. 
Main, Mem phis, Tennessee 38103.

Miami
U.S. Geological Survey, W ater Resources 

Division, 901 S. M ain  Avenue, Miami, 
Florida 33130.

New Orleans
Bureau  o f Land Managem ent, O uter Conti

nental She lf O ffice, H ale Boggs Federal 
Building, 500 Cam p Street, New  Orleans, 
Louisiana 70130.

Dated: November 22, 1978.

Larry E. M eierotto, 
Deputy Assistant Secretary 

of the Interior.
[F R  Doc. 78-32848 Filed 11-27-78; 8:45 am ]

[7020-02-M ]
INTERNATIONAL TRADE 

COMMISSION

[Investigation No. 337-TA-51]

C E R TA IN  C IG A R E TTE  HOLDERS

Comm ission H earing on Presiding O ffice r’s rec
om m endation, Relief, Bonding and the Public 
Interest

Recommendation of "no violation” 
issued. In connection with the Com
mission’s investigation, under Section 
337 of the Tariff Act of 1930, of al
leged unfair methods of competition 
and unfair acts in the importation and 
sale of certain cigarette holders in the 
United States, the Presiding Officer 
recommended on October 23, 1978, 
that the Commission determine that 
there is no violation of Section 337. 
The Presiding Officer certified the

hearing record to the Commission for 
its consideration. Copies of the Presid
ing Officer’s recommendation may be 
obtained by interested persons by con
tacting the office of the Secretary to 
the Commission, 701 E Street, N.W., 
Washington, D.C. 20436, telephone 
(202)523-0161.

Commission hearing scheduled. The 
Commission will hold a hearing begin
ning at 10:00 a.m„ e.s.t., Wednesday, 
February 21, 1979, in the Commis
sion’s Hearing Room (Room 331), 701 
E Street, N.W., Washington, D.C. 
20436, for two purposes. First, the 
Commission will hear oral argument 
on the Presiding Officer’s recommen
dation that there is no violation of 
Section 337 of the Tariff Act of 1930. 
Second, the Commission will receive 
oral presentations concerning appro
priate relief, bonding, and the public 
interest in the event that the Commis
sion determines that there is a viola
tion of Section 337. These matters are 
being heard on the same day in order 
to facilitate the completion of this in
vestigation within time limits under 
law and to minimize the burden of this 
hearing upon the parties to the inves
tigation. The procedure of each por
tion of the hearing follows.

Oral argument on Presiding Officer’s 
recommendation. A  party to the Com
mission’s investigation or an interested 
agency wishing to present to the Com
mission an oral argument concerning 
the Presiding Officer’s recommenda
tion will be limited to no more than 30 
minutes. A  party or interested agency 
may reserve 10 minutes o f its time for 
rebuttal. The oral arguments will be 
held in this order: complainant, re
spondents, interested agencies, and 
Commission investigative staff. Any 
rebuttals will be held in this order: re
spondents, complainants, interested 
agencies, and Commission investiga
tive staff.

Oral presentations on relief, bond
ing, and the public interest. Following 
the oral arguments on the Presiding 
Officer’s recommendation, a party to 
the investigation, an interested 
agency, a public interest group, or any 
interested member of the public may 
make an oral presentation on relief, 
bonding, and the public interest.

1. Relief. In the event that the Com
mission were to find a violation of Sec
tion 337, it «would issue (1) an order 
which could result in the exclusion 
from entry of certain cigarette holders 
into the United States or (2) an order 
which could result in requiring respon
dents to cease and desist from alleged 
unfair methods of competition or 
unfair acts in the importation and sale 
of these cigarette holders. According
ly, the Commission is interested in 
what relief should be ordered, if any.

2. Bonding. In the event that the 
Commission were to find a violation of
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Section 337 and order some form of 
relief, that relief would not become 
final for a 60-day period during which 
the President would consider the Com
mission’s report. During this period, 
the certain cigarette holders would be 
entitled to enter the United States 
under a bond determined by the Com
mission and prescribed by the Secre
tary of the Treasury. Accordingly, the 
Commission is interested in what bond 
should be determined, if any.

3. The public interest. In the event 
that the Commission were to find a 
violation of Section 337 and order 
some form of relief, the Commission 
must consider the effect of that relief 
upon the public interest. Accordingly, 
the Commission is interested in the 
effect of any exclusion order or cease 
and desist order upon (1) the public 
health and welfare, (2) competitive 
conditions in the United States econo
my, (3) the production of like or di
rectly competitive articles in the 
United States, and (4) United States 
consumers.

A  party to the Commission’s investi
gation, an interested agency, a public 
interest group, or any interested 
person wishing to make an oral pres
entation concerning relief, bonding, 
and the public interest will be limited 
to no more than 15 minutes. Partici
pants will be permitted an additional 5 
minutes each for summation after all 
presentations have been made. Partici
pants with similar interests may J)e re
quired to share time. The order of oral 
presentations will be as follows: com
plainant, respondents, interested agen
cies, public interest groups, other in
terested members of the public, and 
Commission investigative staff. Sum
mations will follow the same order.

How to participate in the hearing. If  
you wish to appear at the Commis
sion’s hearing, you must file a written 
request to appear with the Secretary 
to the Commission, United States In
ternational Trade Commission, 701 E 
Street, N.W., Washington, D.C. 20436, 
no later than the close of business 
(5:15 p.m., e.s.t.) on Wednesday, Feb
ruary 7, 1979. Your written request 
must indicate whether you wish to 
present an oral argument concerning 
the Presiding Officer’s recommenda
tion or an oral presentation concern
ing relief, bonding and the public in
terest, or both. While only parties to 
the Commission’s investigation, inter
ested agencies, and the Commission in
vestigative staff may present an oral 
argument concerning the Presiding 
Officer’s recommendation, public in
terest groups and other interested 
members of the public are encouraged 
to make an oral presentation concern
ing the public interest.

Written submissions to the Commis
sion. The Commission requests that 
written submissions of two types be

filed prior to the hearing in order to 
focus the issues and facilitate the or
derly conduct of the hearing.

1. Briefs on the Presiding Officer’s 
recommendation. Parties to the Com
mission’s investigation, interested 
agencies, and the Commission investi
gative staff are encouraged to file 
briefs concerning exceptions to the 
Presiding Officer’s recommendation. 
Prehearing briefs must be filed with 
the Secretary to the Commission by 
no later than the close of business on 
Wednesday, February 7, 1979, Briefs 
must be served on all parties of record 
to the Commission’s investigation on 
or before the date they are filed with 
the Secretary. Statements made in 
briefs should be supported by refer
ences to the record. Persons with the 
same positions are encouraged to con
solidate their briefing, if possible.

2. Written comments and informa
tion concerning relief, bonding, ' and 
the public interest. Parties to the Com
mission’s investigation, interested 
agencies, public interest group, and 
any other interested members of the 
public are encouraged to file written 
comments and information concerning 
relief, bonding, and the public inter
est. These written submissions will be 
very useful to the Commission in the 
event it determines that there is a vio
lation of Section 337 and that relief 
should be granted.

Written comments and information 
concerning relief, bonding, and the 
public interest shall be submitted in 
this order. First, complainant shall file 
a detailed proposed Commission 
action, including a proposed determi
nation of bonding, a proposed remedy, 
and a discussion of the effect of its 
proposals on the public health and 
welfare, competitive conditions in the 
United States economy, the produc
tion of like or directly competitive ar
ticles in the United States, and United 
States consumers, with the Secretary 
to the Commission by no later than 
the close of business on Wednesday, 
January 31, 1979. Second, other par
ties, interested agencies, public inter
est groups, and other interested mem
bers of the public shall file written 
comments and information concerning 
the action which complainant has pro
posed, any available alternatives, and 
the advisability of any Commission 
action in light of the public interest 
considerations listed above by no later 
than the close of business on Wednes
day, February 14, 1979.

Additional information. The origi
nal and 19 true copies of all written 
submissions must be filed with the 
Secretary to the Commission. If you 
wish to submit a document (or a por
tion thereof) to the Commission in 
confidence, you must request in 
camera treatment. Your request 
should be directed to the Chairman of

the Commission and must include a 
full statement of the * reasons for 
granting in camera treatment. The 
Commission will either accept such 
submission in confidence, or it will 
return the submission to you. All non- 
confidential written submissions will 
be open to public inspection at the 
Secretary’s Office.

Notice of the Commission’s investi
gation was published in the F ederal 
R egister  of March 29, 1978 (43 FR  
13104).

By order of the Commission:
"issued: November 22, 1978.

K e n n e th  R . M as o n , 
Secretary.

[F R  Doc. 78-33294 Filed 11-27-78; 8:45 am ]

[4410-01-M ]

DEPARTMENT OF JUSTICE

TH IR D  C IR C U IT P A N E L  U N ITE D  STA TES  C IR C U IT 
JU D G E  N O M IN A T IN G  C O M M IS S IO N

M eeting

United States Circuit Judge Nomi
nating Commission, Third Circuit 
Panel, Chairman: John McLean, Jr.

The first meeting of the nominating 
panel for the Third Circuit of the 
United States Circuit Judge Nominat
ing Commission will be held on De
cember 20, 1978, at 10:00 a.m., in the 
Third Circuit Judical Council Confer
ence Room, 20th Floor, Room 20321, 
United States Court House, 6th and 
Market Streets, Philadelphia, Pennsyl
vania 19160.

The purpose of the meeting is to 
provide the panel members with a his
tory of the Circuit Court system; an 
explanation of the merit selection 
process; and, the qualifications to be 
sought in nominating candidates for 
Circuit Court Judgeships.

This meeting will be open to the 
public.

Joseph  A . San c h es , 
Advisory Committee 
Management Officer.

N ovember  21, 1978.
[F R  Doc. 78-33251 Filed 11-27-78; 8:45 am ]

[4510-43-M ]

DEPARTMENT OF LABOR

M ine S afety and H ealth Adm inistration

[Docket No. M -78 -117-C ]

BETH LEHEM  M IN ES CO R P.

Petition for M odification o f A pplication  of 
M a n d a to ry  S afety Standard

Bethlehem Mines Corporation, 
Room 1871, Martin Tower, Bethlehem, 
Pennsylvania 18016, has filed a peti
tion to modify application of 30 CFR
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75.305 (weekly examination of return 
airways) to its Mine No. 51 in Wash
ington County, Pennsylvania. The pe
tition is filed under Section 101(c) of 
the Federal Mine Safety and Health 
Act of 1977, Pub. L. 95-164.

The substance of the petition is as 
follows:

(1) Certain return air courses in the 
petitioner’s mine (designated on a map 
supplied by the petitioner) have dete
riorated in the 68 years since they 
were driven. Roof falls are common.

(2) As a result of the deteriorated 
condition, these air courses cannot be 
safely examined in their entirety.

(3) As an alternative to weekly ex
aminations or attempting a hazardous 
rehabilitation of the air courses, the 
petitioner proposes a three station air 
quality monitoring system and out
lines its use.

(4) The petitioner states that this al
ternative will achieve no less protec
tion than that provided by the stand
ard.

Request for Comments

Persons interested in this petition 
may furnish written comments on or 
before December 28, 1978. Comments 
must be filed with the Office of Stand
ards, Regulations and Variances, Mine 
Safety and Health Administration, 
4015 Wilson Boulevard, Arlington, Vir
ginia 22203. Copies of the petition are 
available at that address.

Dated: November 20, 1978.
Robert B. Lagather, 
Assistant Secretary for 
Mine Safety and Health.

[F R  Doc. 78-33332 Filed 11-27-78; 8:45 am ]

[4510-43-M ]

[Docket No. M-78-112-CJ  

C O N S O L ID A T IO N  C O A L  C O .

Petition for M odification o f A pplication  o f 
M a n d a to ry  S afety Standard

Consolidation Coal Company, Consol 
Plaza, Pittsburgh, Pennsylvania 15241, 
has filed a petition to modify applica
tion of 30 CFR 75.1103 (automatic fire 
sensors) at its Amonate No. 31 Mine in 
Amonate, West Virginia. The petition 
is filed under section 101(c) of the 
Federal Mine Safety and Health Act 
of 1977, Pub. L. 95-164.

The substance of the petition is as 
follows:

(1) A  rail strike has delayed the peti
tioner’s plan to join a section of the 
mine designated as the P-left belt with 
the mine’s main fire sensor system by 
2Vfe to 3 months.

(2) In order to join a fire sensor 
system on P-left with the main system 
during the interim, the petitioner 
would have to temporarily install a 
cable over 5,800 feet in length.

(3) As an alternative, the petitioner 
outlines the current fire protection 
measures on the belt and proposes a 
monitoring system for the interim.

(4) The petitioner states that this al
ternative will achieve no less protec
tion than that provided by the stand
ard.

Request for Comments

Persons interested in this petition 
may furnish written comments on or 
before December 28, 1978. Comments 
must be filed with the Office of Stand
ards, Regulations and Variances, Mine 
Safety and Health Administration, 
4015 Wilson Boulevard, Arlington, Vir
ginia 22203. Copies of the petition are 
available at that address.

Dated: November 20, 1978.
Robert B. Lagather, 

Assistant Secretary 
for Mine Safety and Health.

[F R  Doc. 78-33333 Filed  11-27-78; 8:451

[4510-43-M ]

[Docket No. M-78-113-C3  

C O N S O L ID A T IO N  C O A L  C O .

Petition for M odification o f A pplication  of 
M a n d a to ry  S afe ty  Standard

Consolidation Coal Company, Consol 
Plaza, Pittsburgh, Pennsylvania 15241, 
has filed a petition to modify applica
tion of 30 CFR 75.305 (weekly exami
nations) to its Bishop Mine No. 34 in 
McDowell County, West Virginia. The 
petition is filed under Section 101(c) of 
the Federal Mine Safety and Health 
Act of 1977, Pub. L. 95-164.

The substance of the petition is as 
follows:

(1) Major roof falls in the Daniel 
Mains and Pine Ridge sections of the 
mine have made the return entries in 
these sections impassable.

(2) Rehabilitation of those return 
entries would be impractical and dan
gerous.

(3) As an alternative to weekly ex
aminations of the return entries, the 
petitioner outlines the proposed use of 
an air quality monitoring system using 
five checking stations.

(4) The petitioner states that the al
ternative will provide at all times a 
measure of protection equal to that 
provided by the standard.

Request for Comments

Persons interested in this petition 
may furnish written comments on or 
before December 28, 1978. Comments 
must be filed with the Office of Stand
ards, Regulations and Variances, Mine 
Safety and Health Administration, 
4015 Wilson Boulevard, Arlington, Vir
ginia 22203. Copies of the petition are 
available at that address.

Dated: November 17,1978.
Robert B. Lagather, 
Assistant Secretary for 
Mine Safety and Health. 

[F R  Doc. 78-33334 Filed 11-27-78; 8:45 am ]

[4510-43-M ]

[Docket No. M -78 -118-C ] 

C O N S O L ID A T IO N  C O A L  C O .

Petition for M odification o f A pplication  of 
M a n d a to ry  S afety Standard

Consolidation Coal Company, Consol 
Plaza, Pittsburgh, Pa. 15241, has filed 
a petition to modify application of 30 
CFR 75.305 (weekly examination of 
return air courses) to its Amonate No. 
31 Mine in Amonate, Virginia. The pe
tition is filed under Section 101(c) of 
the Federal Mine Safety and Health 
Act of 1977, Pub. L. 95-164.

The substance of the petition is as 
follows;

(1) This petition pertains to return 
air courses designated on a map of the 
mine supplied by the petitioner.

(2) Timbers have deteriorated in 
these sections of the mine and roof 
falls have resulted, leaving the air 
courses virtually impassable and ex
tremely hazardous to travel and exam
ine.

(3) The existing falls have had no 
effect on the velocity or quantity of 
air passing through the air courses.

(4) The return air courses are not 
designated as escapeways.

(5) As an alternative to weekly ex
aminations or attempting a hazardous 
rehabilitation of the air courses, the 
petitioner proposes to install and 
maintain a two station air quality 
monitoring system.

(6) The petitioner states that this al
ternative will achieve no less protec
tion than that provided by the stand
ard.

Request for Comments

Persons interested in this petition 
may furnish written comments on or 
before December 28, 1978. Comments 
must be filed with the Office of Stand
ards, Regulations and Variances, Mine 
Safety and Health Administration, 
4015 Wilson Boulevard, Arlington, Vir
ginia 22203. Copies of the petition are 
available for inspection at that ad
dress.

Dated: November 20, 1978.
Robert B. Lagather, 

Assistant Secretary 
for Mine Safety and Health.

[F R  Doc. 78-33335 Filed 11-27-78; 8:45 am ]
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[4510-43-M ]

[Docket No. M -78 -116-C ] 

M A R R O W B O N E  D EV E L O P M E N T C O .

Petition for M odification o f A pplication  o f 
M a n d a to ry  S afe ty Standard

Marrowbone Development Compa
ny, P.O. Box 119, Naugatuck, West 
Virginia 25685, has filed a petition to 
modify application of 30 CFR 75.1700 
(oil and gas well barriers) to its West
ern Mingo Coal Company No. 1 Mine 
in Mingo County, West Virginia. The 
petition is filed under Section 101(c) of 
the Federal Mine Safety and Health 
Act of 1977, Pub. L. 95-164.

The substance of the petition is as 
follows:

(1) The petitioner wishes to mine 
through Columbia Gas Transmission 
Corporation’s gas well #8817.

(2) If the petitioner were required to 
establish and maintain barriers 
around the well in accordance with 
the standard, roof control in the mine 
would be adversely affected, and the 
mine’s ventilation plan would be 
unduly complicated.

(3) In lieu of a barrier around gas 
well #8817, the petitioner proposes to 
plug the well by a technique outlined 
in the petition and which has been ap
proved by the State of West Virginia.

(4) The plugged well would then be 
mined through following a list of safe
guards stated in the petition.

(5) The petitioner states that this al
ternative will provide no less protec
tion than that provided by the stand
ard.

Request for Comments

Persons interested in this petition 
may furnish written comments on or 
before December 28, 1978. Comments 
must be filed with the Office of Stand
ards, Regulations and Variances, Mine 
Safety and Health Administration, 
4015 Wilson Boulevard, Arlington, Vir
ginia 22203. Copies of the petition are 
available for inspection at that ad
dress.

Dated: November 20,1978.
Robert B. Lagather, 

Assistant Secretary 
for Mine Safety and Health. 

[P R  Doc. 78-33336 Filed 11-27-78; 8:45 am ]

[4510r43-M]

[Docket No. M -78 -53 -M ]

P O R T L A N D -M O N S O N  SLATE C O .

Petition for M odification o f A pplication  of 
M a n d a to ry  S afe ty Standard

The Portland-Monson Slate Co., 
Monson, Maine 04464, has filed a peti
tion to modify application of 30 CFR  
57.19-102 (shaft guides) to its No. 5

NOTICES

Mine in Piscataquis County, Maine. 
The petition is filed under Section 
101(c) of the Federal Mine Safety and 
Health Act of 1977, Pub. L. 95-164.

The substance of the petition is as 
follows:

(1) The vertical shaft of the mine 
measures approximately 20 feet by 20 
feet square and 375 feet deep. There is 
a lateral drift in two directions from  
the bottom landing.

(2) The petitioner uses a guy derrick 
which allows for both vertical and 
horizontal movement of the convey
ance and hoist hook. The horizontal 
movement is necessary:

(a ) To service air, water, electrical 
and ventilation lines in the shaft;

(b ) To service pumping stations on 
the shaft wall at the 150 and 300 foot 
levels;

(c) To hoist large, irregular blocks of 
slate from any point on the shaft 
bottom and to swing them laterally 
from the mine opening for truck load
ing.

(3) The horizontal movement makes 
the installation of guides impractical.

(4) The possibility of large rocks en
tangling in guides will constitute an 
extreme hazard to miners under
ground.

(5) Guides of any kind will interfere 
with the operation and placement of a 
wall mounted shaft mucker hung at 
the bottom of the shaft.

(6) For these reasons, the petitioner 
states that guides will not result in 
any net gain in safety in the mine and 
will constitute a hazard to miners and 
equipment when hoisting large rock.

Request for Comments

Persons interested in this petition 
may furnish written comments on or 
before December 28, 1978. Comments 
must be filed with the Office of Stand
ards, Regulations and Variances, Mine 
Safety and Health Administration, 
4015 Wilson Boulevard, Arlington, Vir
ginia 22203. Copies of the petition are 
available at that address.

Dated: November 17,1978.
Robert B. Lagather, 

Assistant Secretary 
for Mine Safety and Health. 

[F R  Doc. 78-33337 Filed 11-27-78; 8:45 am ]

[4510-43-M ]

[Docket No. M -7 8 -5 8 -M ]

R IO  A L G O M  CO R P.

Petition for M odification o f A pplication  of 
M a n d a to ry  S afe ty Standard

The Rio Algom Corp., P.O. 610, 
Moab, Utah 84532, has filed a petition 
to modify application of 30 CFR 57.21- 
1 (gassy mines) to its Lisbon Mine in 
San Juan County, Utah. The petition 
is filed under Section 101(c) of the

55475

Federal Mine Safety and Health Act 
Of 1977, Pub. L. 95-164.

The substance of the petition is as 
follows:

(1) M ESA classified the mine as 
gassy in 1973 following ignition of a 
gas which included acetylene leaking 
from a compressed gas cylinder.

(2) The mine does not connect to 
any mine that has been classified as 
gassy.

(3) Since the initial classification of 
the mine as gassy, no ignition of flam
mable gas emanating from the ore 
body or the strata surrounding the ore 
body has occurred nor has the concen
tration of flammable gas ever been 
found in excess of .06 percent.

(4) The petitioner states that the 
mine was erroneously classified as 
gassy and that reclassification of the 
mine as non-gassy will in no fashion 
diminish the safety of miners in the 
mine.

Request for Comments

Persons interested in this petition 
may furnish written comments on or 
before December 28, 1978. Comments 
must be filed with the Office of Stand
ards, Regulations and Variances, Mine 
Safety and Health Administration, 
4015 Wilson Boulevard, Arlington, Va. 
22203. Copies of the petition are avail
able at that address.

Dated: November 20,1978.
Robert B. Lagather, 

Assistant Secretary 
for Mine Safety and Health. 

[F R  Doc. 78-33338 Filed 11-27-78; 8:45 am ]

[4510-43-M ]

[Docket No. M -7 8 -6 0 -M ]

R IO  B L A N C O  SH ALE C O .

Petition for M odification o f A pplication  of 
M a n d a to ry  S afe ty Standard

Rio Blanco Oil Shale Co., 9725 East 
Hampden Avenue, Denver, Colo. 
80231, has filed a petition to modify 
application of 30 CFR 57.19-3 (hoists) 
to its mine in Larimer County, Colo. 
The petition is filed under Section 
101(c) of the Federal Mine Safety and 
Health Act of 1977, Pub. L. 95-164.

The substance of the petition is as 
follows:

(1) The petitioner plans to install a 
roller chain hoist for emergency 
escape at its shale mine.

(2) The hoist drive uses two inde
pendent chains, either of which is ade
quate to drive the unit. If one of the 
chains is defective, the other serves as 
complete backup.

(3) The hoist would serve during the 
four-year life of the mine’s modular 
development phase and would be
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eliminated should the mine go on to 
commercial production.

(4) For these reasons, the petitioner 
requests relief from the standard.

R equest for Comments

Persons interested in this petition 
may furnish written comments on or 
before December 28, 1978. Comments 
must be filed with the Office of Stand
ards, Regulations and Variances, Mine 
Safety and Health Administration, 
4015 Wilson Boulevard, Arlington, Va. 
22203. Copies of the petition are avail
able for inspection at that address.

Dated: November 20, 1978.
Robert B. Lagather, 

Assistant Secretary 
for Mine Safety and Health.

[F R  Doc. 78-33339 Filed 11-27-78; 8:45 am ]

[4510-43-M ]

[Docket No. M -78-103-C ]

U N ITE D  P O C A H O N T A S  C O A L  C O .

Petition for M odification o f A pplication
M a n d a to ry  S afe ty Standard

United Pocahontas Coal, Crumpler,
W. Va. 24825, has filed a petition to 
modify application of 30 CFR 75.305 
(weekly examination of return air
ways) to its Rolfe No. 6-A Mine in 
McDowell County, W . Va. The petition 
is filed under Section 101(c) of the 
Federal Mine Safety and Health Act 
of 1977, Pub. L. 95-164.

The substance of the petition is as 
follows:

(1) The top of entries serving as 
return airways in the 005 section of 
the petitioner’s mine is not supported 
and has deteriorated in a number of 
areas.

(2) Although the entries are open 
and function efficiently as return air
ways, weekly examinations of them as 
well as attempts to rehabilitate them 
would be hazardous.

(3) The entries are not designated as 
escapeways.

(4) As an alternative to weekly ex
aminations of the airways, the peti
tioner proposes to establish monitor
ing points specified on a map supplied 
with the petition. The roof in these 
areas is supported or will be support
ed.

(5) The petitioner states that these 
monitoring points will enable air qual
ity and quantity to be measured in a 
safe manner on a daily basis.

Request for Comments

Persons interested in this petition 
may furnish written comments on or 
before December 28, 1978. Comments 
must be filed with the Office of Stand
ards, Regulations and Variances, Mine 
Safety and Health Administration, 
4015 Wilson Boulevard, Arlington, Va.

22203. Copies of the petition are avail
able for inspection at that address.

Dated: November 20, 1978.
Robert B. Lagather,

• Assistant Secretary 
for Mine Safety and Health. 

[F R  Doc. 78-33340 Filed 11-27-78; 8:45 am ]

[4510-28-M ]

O ffice  o f the Secretary 

[T A -W -3 7 6 0 ]

A L L S TA TE  L A W N  P R O D U C TS , IN C ., D U L U TH , 
M IN N .

N e g a tive  D eterm ination R egarding Eligibility
To  A p p ly  for W o rk er Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3760: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
May 24, 1978 in response to a worker 
petition received on April 25, 1978 
which was filed on behalf of workers 
and former workers producing 
women’s and children’s raincoats at 
the Duluth, Minnesota plant of A ll
state Lawn Products, Incorporated.

the Notice of Investigation was pub
lished in the Federal Register on 
June 6, 1978 (43 FR  24634-35). No 
public hearing was requested and none 
was held.

The information upon which the de
termination was made was obtained 
principally from officials of Allstate 
Lawn Products, the U.S. Department 
of Commerce, the U.S. International 
Trade Commission, industry analysts 
and Department files.

In order to make an affirmative 
detrmination and issue a certification 
of eligibility to apply for adjustment 
assitance, each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. W ith
out regard to whether any of the 
other criteria have been met, the fol
lowing criterion has not been met:
that increases o f imports o f articles like or 
directly competitive w ith articles produced  
by  the firm  or appropriate subdivision have 
contributed im portantly to the separations, 
or threat thereof, and to the absolute de
cline in sales or production.

Allstate Lawn Products produced 
rainwear under a licensing agreement 
with a Duluth manufacturer between 
September 1976 and May 1977. In May 
1977 this manufacturer’s two plants, 
in Duluth and Chisholm, Minnesota, 
were closed and Allstate began to man
ufacture rainwear in another facility 
in Chisholm. Very little production oc
curred in Duluth in 1977—by the 
second quarter of 1977 the plant was

closed. Most workers of Allstate Lawn 
Products, Duluth, were laid off by 
May 1977.

Since April 1977, the earliest possi
ble impact date, sales at Allstate have 
increased. Sales of Allstate including 
its predecessor corporation increased 
from 1976 to 1977 and in the first six 
months of 1978 compared to the same 
period in 1977. Sales and production 
are approximately equal.

In the period following the closure 
of the Duluth plant, total employ
ment, as well as sales, at Allstate in
creased. The shutdown of the Duluth 
plant resulted in a consolidation of 
business into the Chisholm plant of 
Allstate Lawn Products.

Conclusion

After careful review, I determine 
that all workers of the Duluth, Minne
sota plant of Allstate Law Products, 
Incorporated, are denied eligibility to 
apply for adjustment assistance under 
Title II, Chapter 2 of the Trade Act of 
1974.

Signed at Washington, D.C., this 
20th day of November 1978.

Harry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research.
[F R  Doc. 78-33295 Filed 11-27-78; 8:45]

[4510-28-M ]

[T A -W -4 1 6 3 ]

A M E R IC A N  PILLO W  C O M P A N Y , IN C ., LOWELL, 
M A S S .

Certification R egarding Eligibility To  A p p ly  for 
W o rk e r A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-4163: Investigation regarding 
certification of eligibility to apply for 
adjustment assistance as prescribed in 
Section 222 of the Act.

The investigation was initiated on 
September 19, 1978 in response to a 
worker petition received on September 
18, 1978 which was filed on behalf of 
workers and former workers producing 
down-filled outerwear at the American 
Pillow Co., Inc., Lowell, Massachu
setts.

The Notice of Investigation was pub
lished in the Federal Register on Oc
tober 27, 1978 (43 FR  50270). No public 
hearing was requested and none was 
held.

The information upon which the de
termination was made was obtained 
principally from officials of the Ameri
can Pillow Co., Inc., its customers, the 
U.S. Department of Commerce, the 
U.S. International Trade Commission, 
industry analysts and Department 
files.

FEDERAL R EGISTER, V O L  43, N O . 229— TU E S D A Y , N O V E M B E R  28, 1978



NOTICES 55477

On March 24, 1978, the U.S. Depart
ment of Commerce issued a certifica
tion of eligibility for firm adjustment 
assistance for the American Pillow Co. 
(P-226)

In order to make an affirmative de-" 
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the 
Trade Act of 1974 must be met. It is 
concluded that all of the requirements 
have been met.

U.S. imports of feather products, in
cluding down-filled outerwear, in
creased 201 percent in value from the 
1975 level of $9.4 million to $28.3 mil
lion in 1976. Imports increased 366 
percent from 1976 to $132 million in
1977.

The investigation revealed that 
retail customers of the American 
Pillow Company reduced their pur
chases of down-filled outerwear from 
the company from 1976 to 1977. 
During the same period, these custom
ers increased their import purchases 
of that product.

Conclusion

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with down- 
filled outerwear produced at the 
American Pillow Co., Inc. contributed 
importantly to the decline in sales or 
production and. to the total or partial 
separation of workers of that firm. In 
accordance with the provisions of the 
Act, I make the following certification:

All workers of the Am erican P illow  Co., 
Inc., Lowell, Massachusetts, who became to
tally or partially separated from  em ploy
ment on or after Septem ber 11, 1977 are eli
gible to apply fo r adjustment assistance 
under T itle  II, Chapter 2 o f the T rade Act 
of 1974.

Signed at Washington, D.C., this 
20th day of November 1978.

Harry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research. 
[P R  Doc. 78-33296 Piled 11-27-78, 8:45 am ]

[4510-28-M]

[T A -W -3 9 2 3 ]

ANDREX IN DUSTRIES CO R P ., N E W  Y O R K , N .Y .

Term ination o f Investigation

Pursuant to Section 221 of the 
Trade Act of 1974, an investigation 
was initiated on July 5, 1978 in re
sponse to a worker petition received 
on July 5, 1978 which was filed on 
behalf of workers and former workers 
at the New York, New York sales 
Office of Andrex Industries Corpora
tion engaged in employment related to 
the production of knitted fabrics.

The Notice of Investigation was pub
lished in the Federal Register on 
July 18, 1978 (43 FR  30928-29). No 
public hearing was requested and none 
was held.

On July 5, 1978, a petition was filed 
on behalf of the same group of work
ers (TA-W-3940).

Notice of Investigation was pub
lished in the Federal Register on 
July 18, 1978 (43 FR  30928-29). No 
public hearing was requested and none 
was held.

Since the identical group of workers 
is the subject of the ongoing investiga
tion TA-W-3940, a new investigation 
would serve no purpose. Consequently, 
the investigation has been terminated.

Signed at Washington, D.C., this 
17th day of November 1978.

Marvin M. Fooks, 
Director, Office of 

Trade Adjustment Assistance. 
[F R  Doc. 78-33297 Piled 11-27-78; 8:45 am ]

[4510-28-M ]

_  '  [T A -W -4 0 3 3 ]

C E N TR A L  SLIPPER C O M P A N Y  O F  N E W  Y O R K , 
IN C ., N E W  Y O R K , N .Y .

Certification R egarding E lig ibility To  A p p ly  for 
W orker Adjustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein present the results of 
TA-W-4033: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
•August 3, 1978 in response to a worker 
petition received on July 31, 1978 
which was filed on behalf of workers 
and former workers producing slippers 
and sneakers at Central Slipper, New  
York, N.Y. The investigation revealed 
that the plant stitched uppers for slip
pers and sneakers produced at affili
ated plants.

The investigation also revealed that 
Central Slipper’s official corporate 
name was Central Slipper Company of 
New York, Incorporated.

The Notice of Investigation was pub
lished in the Federal Register on Sep
tember 1, 1978 (43 FR  39193). No 
public hearing was requested and none 
was held.

The determination was based upon 
information obtained principally from 
officials of Frier Industries, Incorpo
rated, its customers, the U.S. Depart
ment of Commerce, the U.S. Interna
tional Trade Commission, industry an
alysts and Department files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act

must be met. It is concluded that all of 
the requirements have been met.

The ratio of imports of rubber/ 
canvas footwear (sneakers) to domes
tic production of rubber/canvas foot
wear increased from 100.0 percent in 
1976 to 119.1 percent in 1977, and in
creased from 127.1 percent in the first 
half of 1977 to 238.8 percent in the 
first half of 1978.

Central Slipper Company of New  
York stitched uppers for slippers and 
sneakers produced at two affiliated 
plants: Fashion Footwear Company, 
Incorporated, Rutherford, N.J. (T A 
W-2083) and Frier Industries Distribu
tion Corporation, Carlstadt, N.J. (T A 
W-2087). These two companies were 
certified for trade adjustment assist
ance on December 20, 1977.

Conclusion

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with 
canvas/rubber footwear (sneakers), 
the uppers of which were produced at 
Central Slipper Company of New 
York, Incorporated, New York, N.Y., 
contributed importantly to the decline 
in sales or production and to the total 
or partial separation of workers of 
that firm. In accordance with the pro
visions of the Act, I make the follow
ing certifications:

A ll workers o f Central S lipper Com pany  
o f N ew  York , Incorporated, N ew  York , N ew  
Y o rk  who became totally or partially  sepa
rated from  employment on or after Novem 
ber 26, 1977 and before August 31, 1978 are 
eligible to apply fo r adjustment assistance 
under T itle II, Chapter 2 o f the T rade Act 
of 1974.

Signed at Washington, D.C., this 
20th day of November 1978.

James F. Taylor, 
Director, Office of Management, 

Administration and Planning. 
[F R  Doc. 78-33299 Filed 11-27-78; 8:45 am ]

[4510-28-M ]

[T A -W -3 7 0 6 ]

C H E M IC A L  M E TA L L U R G IC A L  D IV IS IO N , SCM  
C O R P ., LA K E H U R S T, N .J .

N e g a tive  Determ ination R egarding A pplication  
for Reconsideration

On October 14, 1978, the petitioner 
requested administrative reconsider
ation of the Department of Labor’s 
Negative Determination Regarding 
Eligibility to Apply for Worker Adjust
ment Assistance in the case of workers 
and former workers of the Lakehurst 
mine of the Chemical Metallurgical 
Division of the SCM Corporation, La
kehurst, New Jersey. The determina
tion was published in the Federal
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Register on September 26, 1978, (43 
PR  43576).

Pursuant to 29 CFR 90.18(c), recon
sideration may be granted under the 
following circumstances:

(1) If  it appears, on the basis of facts 
not previously considered, that the de
termination complained of was errone
ous;

(2) If it appears that the determina
tion complained of was based on a mis
take in the determination of facts pre
viously considered; or

(3) If, in the opinion of the certify
ing officer, a misinterpretation of facts 
or of the law justifies reconsideration 
of the decision.

The petitioner claims that the Glid- 
den Pigments Group of the Chemical 
Metallurgical Division of SCM import
ed ilmenite ore as late as March 1978.

The Department’s investigation re
vealed that the entire output of ilmen
ite ore from the Lakehurst mining site 
of the Chemical Metallurgical Division 
of SCM was used by the Glidden Pig
ments Group. The Lakehurst mining 
site, which was acquired in 1960, origi
nally had a life expectancy of 15 years 
and closed in March, 1978 because the 
supply of ilmenite ore had been effec
tively exhausted and the strip mining 
operation was no longer economically 
feasible. The property has subsequent
ly been sold to a domestic firm in the 
construction industry. SCM has not 
imported ilmenite for at least the past 
three years. Just before the Lakehurst 
mine closed, SCM had stockpiled 
about two years supply of ilmenite ore 
from the Lakehurst site. After the La
kehurst mining site closed, SCM made 
a substantial purchase of ilmenite ore 
from the stockpile of a domestic firm 
which stated that the ilmenite ore it 
sold to SCM had originally been im
ported from India between 1956 and 
1960.

Thus, workers laid off at the Lake
hurst mining site were laid off because 
the supply of ilmenite had been effec
tively exhausted and the mine had 
fully lived out its life expectancy.

Conclusion

After review of the application and 
the investigative file, I conclude that 
there has been no error or misinter
pretation of fact or misinterpretation 
of the law which would justify recon
sideration of the Department of 
Labor’s prior decision. The application 
is, therefore, denied.

Signed at Washington, D.C., this 
17th day of November 1978.

James F. Taylor, 
Director, Office of Management 

Administration and Planning.
[F R  Doc. 78-33300 Filed 11-27-78; 8:45 am ]

[4510-28-M ]

[T A -W -3 9 9 0 ]

C O B L E N TZ  B A G S  C O ., N E W  Y O R K , N .Y .

Certification R egarding Eligibility To  A p p ly  for 
W ork er A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3990: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
July 25, 1978 in response to a worker 
petition received on July 17, 1978 
which was filed by the Leather Goods, 
Plastics, and Novelty Workers Union, 
on behalf of workers and former work
ers producing ladies leather and vinyl 
handbags at the Coblentz Bags Com
pany, Incorporated, New York, New 
York.

The Notice of Investigation was pub
lished in the Federal Register on 
August 1, 1978 (43 FR  33840). No 
public hearing was requested and none 
was held.

The determination was based upon 
information obtained principally from 
officials of The Coblentz Bags Compa
ny, its customers, the U.S. Department 
of Commerce, the U.S. International 
Trade Commission, industry analysts 
and Department files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met. .

U.S. imports of ladies handbags in
creased both absolutely and relative to 
domestic production for each year 
from 1974 through 1977 when com
pared to the previous year. Imports 
continued to increase absolutely in the 
first three months of 1978 as com
pared to the same period in 1977.

Results of a Department of Labor 
survey indicated that customers of the 
Coblentz Bags Company increased 
purchases of imported handbags and 
decreased purchases from Coblentz in 
1977 compared to 1976 and in the first 
six months of 1978 compared to the 
first six months of 1977.

Conclusions

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with ladies 
handbags produced at the Coblentz 
Bags Company, New York, New York  
contributed importantly to the decline 
in sales or production and to the total 
or partial separation of workers of 
that firm. In accordance with the pro
visions of the Act, I make the follow
ing certification:

A ll workers o f T he Coblentz Bags Com pa
ny New  York , N ew  York, who became total
ly or partially  separated from  employment 
on or after July 11, 1977 are eligible to 
apply for adjustment assistance under Title 
II, Chapter 2 o f the T rade Act of 1974.

Signed at Washington, D.C., this 
21st day of November 1978.

James F. Taylor, 
Director, Office of Management 

Administration and Planning.
[F R  Doc. 78-33301 Filed 11-27-78; 8:45 am ]

[4510-28-M ]

[T A -W -3 8 1 6 ]

C R A IG  B Y R O N  C O .,  FALL RIVER, M ASS.

N e g a tive  D eterm ination R egarding Eligibility
To  A p p ly  for W o rk e r A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3816: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
June 7, 1978 in response to a worker 
petition received on June 2, 1978 
which was filed on behalf of workers 
and former workers producing 
women’s dresses, three piece suits and 
pant suits at Craig Byron Company, 
Fall River, Massachusetts.

The Notice of Investigation was pub
lished in the Federal Register on 
June 20, 1978 (43 FR  26499). No public 
hearing was requested and none was 
held.

The determination was based upon 
information obtained principally from 
officials of Craig Byron Company, its 
customers, the National Cotton Coun
cil of America, the U.S. International 
Trade Commission, the U.S. Depart
ment of Commerce, industry analysts, 
and Department files.

In order to make an affirmative de
termination and issue a certification of 
.eligibility to apply for adjustment as
sistance, each of the group eligibility 
requirements of Section 222 of the Act 
must be met. Without regard to 
whether any of the other criteria have 
been met. The following criterion has 
not been met:

T hat increases o f imports of articles like 
or directly competitive with articles pro
duced by the firm  or appropriate subdivi
sion have contributed im portantly to the 
separations, or threat thereof, and to the 
absolute decline in sales or production.

In 1977, total sales both quantity 
and dollar value were above 1976 
levels. In the first six months of 1978, 
quantity of sales were above January- 
June 197  ̂levels.

Total production in 1977 increases 
compared to 1976 production levels. 
January-June 1978 production levels
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were above the January-June 1977 
production levels.

Customers of the Craig Byron Com
pany who were surveyed and who re
duced purchases from the manufactur
er did not increase purchases of im
ported dresses, suits, or pantsuits.

Conclusion

After careful review, I determine 
that all workers of Craig Byron Com
pany, Fall River, Massachusetts are 
denied eligibility to apply for adjust
ment assistance under Title II, Chap
ter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this 
17th day of November 1978.

Harry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research. 
[F R  Doc. 78-33302 Filed 11-27-78; 8:45 am ]

[4510-28-M]

[T A -W -3 8 3 9 ]

D A V ID  H O BER  A N D  C O M P A N Y , IN C ., N E W  
Y O R K , N .Y .

Certification R egarding Eligibility To  A p p ly  for 
W orker A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3839: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
June 14, 1978 in response to a worker 
petition received on June 12, 1978 
which was filed on behalf of workers 
formerly producing ladies’ tailored 
sportswear at David Hober and Com
pany, Incorporated, New York, New 
York.

The Notice of Investigation was pub
lished in the Federal Register on 
June 27, 1978 (43 FR  27924). No public 
hearing was requested and none was 
held.

The determination was based upon 
information obtained principally from 
officials of David Hober and Company, 
Incorporated, its customers, the U.S. 
Department of Commerce, the U.S. In
ternational Trade Commission, indus
try analysts and Department files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met.

U.S. imports of women’s, misses’ and 
children’s blouses and shirts increased 
from 30,273,000 dozen in 1976 to
30,849,000 dozen in 1977. For the first 
half of 1978, imports increased to

19.854.000 dozen, compared to
16.829.000 dozen in the first half of
1977.

U.S. imports of women’s, misses’, 
and children’s skirts increased to
568.000 dozen in the first half of 1978 
compared to 220,000 dozen in the first 
half of 1977.

U.S. imports of women’s, misses’, 
and children’s slacks and shorts in
creased from 11,040,000 dozen in 1976 
to 11,622,000 dozen in 1977. For the 
first half of 1978, imports increased to
8.233.000 dozen, compared to 6,393,000 
dozen in the first half of 1977. The 
ratio of imports to domestic produc
tion increased from 36.8 percent in 
1976 to 38.0 percent in 1977.

U.S. imports of women’s, misses’, 
and children’s coats and jackets in
creased from 2,252,000 dozen in 1976 
to 2,723,000 dozen in 1977. The ratio of 
imports to domestic production in
creased from 48.3 percent in 1976 to
54.9 percent in 1977.

A  Department survey, conducted 
with customers who purchased ladies’ 
sportswear produced by David Hober 
and Company, Incorporated, revealed 
that customers increased imports of 
ladies’ sportswear from 1976 to 1977 
and in the first half of 1978 compared 
to the first half of 1977, while decreas
ing purchases from David Hober and 
Company, Incorporated.

Conclusion

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with ladies’ 
sportswear produced by David Hober 
and Company, Incorporated, New 
York, New York contributed impor
tantly to the decline in sales or pro
duction and to the total or partial sep
aration of workers of that firm. In ac
cordance with the provisions of the 
Act, I make the following certification:

A ll workers o f David H ober and Company, 
Incorporated, N ew  York , N ew  York , who  
became totally or partially  separated from  
employment on or after M ay  31, 1977 are 
eligible to apply fo r adjustment assistance 
under T itle II, Chapter 2 o f the T rade Act 
of 1974. "

Signed at Washington, D.C., this 
21st day of November 1978.

Harry J. G ilman, 
Acting Director, Office of 

Foreign Economic Research.
[F R  Doc. 78-33303 Filed 11-27-78; 8:45 am i

[4510-28-M ]
[T A -W -3555 , 4067, 4069, 4070, 4073, 4076, 

4078]

D OR EL G R O U P  C O ., N O R TH  Q U IN C Y , M AS S .

N e g a tive  Determ inations R egarding Eligibility
To  A p p ly  for W o rk e r A djustm ent Assistance

TA-W-3555, Dorel Steel Corpora
tion,

TA-W-4067, Angle Iron and Steel 
Corporation,

TA-W-4069, Dorel Crane and Equip
ment Rental Company,

TA-W-4070, W . P. Griffin Company,
TA-W-4073, Metro Steel Company,
TA-W-4076, Quinfield Steel Fabrica

tion Company,
TA-W-4078, The Quincy Corpora

tion.
In accordance with Section 223 of 

the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3555, 4067, 4069, 4070, 4073, 
4076, 4078; Investigations regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigations were initiated on 
August 17, 1978 in response to worker 
petitions received on August 15, 1978 
which were filed on behalf of workers 
and former workers fabricating and 
erecting buildings at the Dorel Group 
companies listed in the appendix. Peti
tion TA-W-3555 was received on April 
14, 1978 and the investigation was ini
tiated on April 27, 1978.

Notices of investigation were pub
lished in the Federal Register on Sep
tember 1, 1978 (43 FR  39194).1 No 
public hearing was requested, and 
none was held.

The information upon which the de
termination was made was obtained 
principally from officals of the Dorel 
Group companies, the U.S. Depart
ment of Commerce, the U.S. Interna
tional Trade Commission, industry an
alysts, and Department files.

In the order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance, each of the group eligibility 
requirements of Section 222 of the 
Trade Act of 1974 must be met. W ith
out regard to whether any of the 
other criteria have been met, the fol
lowing criterion has not been met:

T hat increases o f imports o f articles like 
or directly competitive with articles pro
duced by  the firm  or subdivision have con
tributed im portantly to the separations, or 
threats thereof, and to the absolute decline 
in sales or production.

Evidence developed during the 
course of the investigation revealed 
that the absolute and relative levels of 
imports of fabricated structural steel

'N o tice  o f Investigation o f TA -W -3555  
was published on M ay  16, 1978 (43 F R  
21069).
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decreased over the period of time 
when employment declines occurred at 
the Dorel Group companies. Imports 
of fabricated structural steel, in abso
lute terms, decreased from 1975 to
1976, increased from 1976 to 1977 and 
decreased 28 percent in the first six 
months of 1978 compared to the first 
six months of 1977. The ratios of im
ports to domestic production and con
sumption decreased from 5.6 percent 
and 5.5 percent, respectively, in the 
first six months of 1977 to 3.9 percent 
and 3.9 percent, respectively in the 
first six months of 1978.

Sales, production and employment 
levels at each Dorel Group company 
increased significantly from 1976 to
1977, decreasing only in the first half 
of 1978 compared to the first half of
1977. Production and employment de
clines in the first half of 1978 at these 
companies are attributable to inclem
ent weather conditions in February 
and March 1978 in the Boston, Massa
chusetts region.

Conclusion

After careful review, I determine 
that all workers at the Dorel Group 
companies listed in the appendix are 
denied eligibility to apply for adjust
ment assistance under Title II, Chap
ter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this 
15th day of November 1978.

James F. Taylor, 
Director, Office of Management 

Administration, and Planning.

Appendix

TA- W-Number and
3555, D orel Steel Corporation; 4067, Angle  

Iron  and Steel Corporation; 4069, Dorel 
Crane and Equipm ent Rental Com pany; 
4070, W . P. G riffin  Com pany; 4073, M etro  
Steel Com pany; 4076, Quinfie ld  Steel F ab 
rication Com pany; 4078, T h e  Quincy C or
poration.

[F R  Doc. 78-33304 Filed 11-27-78; 8:45 am ]

[4510-28-M ]

IT A -W -4 0 6 0 ]

D U V A L  C O U P ., B A TTL E  M O U N T A IN , N E V .

Certification R ega rding Elig ibility To  A p p ly  for 
W o rk er A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-4060: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
August 15, 1978 in response to a 
worker petition received on August 10, 
1978 which was filed by the Interna
tional Union of Operating Engineers 
on behalf of workers and former work

ers mining and milling copper at the 
Battle Mountain, Nevada mine of 
Duval Corporation.

The Notice of Investigation was pub
lished in the Federal Register on 
August 29, 1978 (43 FR  38635). No 
public hearing was requested and none 
was held.

The determination was based upon 
information obtained principally from 
officials of Duval Corporation, Ameri
can Metal Market, the American 
Bureau of Metal Statistics, the U.S. 
Department of Interior, the U.S. De
partment of Commerce, the U.S. Inter
national Trade Commission, industry 
analysts and Department files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance, each of the group eligibility 
requirements of Section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met.

U.S. imports of refined copper in
creased from 147 thousand short tons 
in 1975 to 384 thousand short tons in 
1976 and increased again to 391 thou
sand short tons in 1977. In the first six 
months of 1978, imports increased to 
327 thousand short tons compared 
with 164 thousand short tons in the 
same period in 1977. The ratio of im
ports to domestic production increased 
from 8.6 percent in 1975 to 21.0 per
cent in 1976 and increased again to 
22.2 percent in 1977. In the first six 
months of 1978, the ratio increased to
35.9 percent compared with 15.0 per
cent in the same period in 1977.

The level of imports of copper is af
fected by the differential between the 
domestic producers price for copper 
and the price established by the LME  
(London Metal Exchange). When the 
LM E price drops more than the esti
mated transportation cost of 5 cents 
per pound below the domestic produc
ers price, the demand for imported 
copper increases. During the last nine 
months of 1977 and the first six 
months of 1978, the average LM E  
price had fallen almost 8 cents per 
pound below the average domestic pro
ducers price.

The major factor contributing to de
pressed prices has been an oversupply 
of imported and domestic copper, as 
evidenced by U.S. inventory levels for 
refined copper. U.S. inventories of re
fined copper were higher in every 
month of 1977, except December, 
when compared to the same month in
1976. Inventories in December 1977 
were less than one percent below De
cember 1976 levels. Duval Corpora
tion’s inventory of copper at the end 
of 1977 was 38 percent higher than at 
the end of 1976. In the first six 
months of 1978, U.S. inventories sur
passed levels in the same months of
1977, with the exception of March 
which was only marginally below the

same month in the previous year. The 
abundant supply of copper stocks in 
the foreseeable future provides no 
reason for domestic consumers of 
copper to maintain ties with domestic 
producers for purposes of a guarantee 
against copper shortages. Consequent
ly, in 1977 and in the first half of 1978, 
when many domestic copper producers 
curtailed production because of the. 
depressed market price for copper, im
ports of refined copper increased in 
1977 compared to 1976 and doubled in 
the first half of 1978 compared to the 
same period in 1977.

Duval Corporation’s decision to lay 
off workers and reduce its mining op
erations beginning in June, 1977 and 
culminating in the six week shutdown 
in August, 1977 of all Duval properties 
including the Battle Mountain mine, 
was based mainly on an attempt to 
minimize losses which the company 
could not avoid were it to run at 
normal production levels at the -cur
rent market prices for copper.

Conclusion

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with the 
copper which is mined and milled at 
the Battle Mountain, Nevada mine of 
Duval Corporation contributed impor
tantly to the decline in sales or pro
duction and to the total or partial sep
aration of workers of that mine. In ac
cordance with the provisions of the 
Act, I make the following certification:

A ll workers o f the Battle Mountain, 
Nevada mine o f D uva l Corporation ^who 
became totally o r partially  separated from  
employment on or a fter August 7, 1977 and 
before October 1, 1977 are eligible to apply 
fo r adjustm ent assistance under Title II, 
Chapter 2 o f the T rade Act o f 1974. All 
workers separated on or after October 1, 
1977 are denied eligibility.

Signed at Washington, D.C., this 
20th day of November 1978.

James F. Taylor, 
Director, Office of Management, 

Administration and Planning.
[F R  Doc. 78-33305 Filed 11-27-78; 8:45 ami

[4510-28-M ]

[T A -W -3 9 6 1 ]

ERIE T E C H N O L O G IC A L  P R O D U C TS , IN C , 
N O R T H  A N D  S O U T H  P L A N TS , ERIE, PA .

Certification R egarding Eligibility To  A p p ly  for 
W o rk e r Adjustm ent Assistance

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3961: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in section 222 of the Act.
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The investigation was initiated on 
July 11, 1978 in response to a worker 
petition received on July 6, 1978, in re
sponse to a worker petition received 
on July 6, 1978 which was filed by the 
International Union of Electrical 
Workers on behalf of workers and 
former workers producing electronic 
component parts at Erie Technological 
Products, Incorporated, Erie, Pennsyl
vania. The investigation revealed that 
the petition is intended to cover work
ers and former workers producing ca
pacitors at the North and south plants 
of Erie Technological Products, Incor
porated, Erie, Pennsylvania.

The Notice of Investigation was pub
lished in the F ederal  R e g iste r  on 
July 25, 1D78 (43 FR 32199). No public 
hearing was requested and none was 
held.

The determination was based upon 
information obtained principally from 
officials of Erie Techological Products, 
Incorporated, the U.S. Department of 
Commerce, the U.S. International 
Trade Commission, industry analysts 
and Department files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met.

The value of U.S. imports of ceramic 
capacitors increased from 27.5 million 
dollars in 1976 to 37.8 million dollars 
in 1977. The ratio of imports to domes
tic production increased from 20.0 per
cent in 1976 to 22.1 percent in 1977. 
The value of imports increased from
7.9 million dollars in the first three 
months of 1977 to 11.1 million dollars 
(in the first three months of 1978. The 
ratio of imports to domestic produc
tion increased from 18.5 percent in the 
first three months of 1977 to 24.9 per
cent in the first three months of 1978,

Erie Technological Products, Incor
porated transferred production of 
some capacitors from its North and 
south plants in Erie, Pennsylvania to 
an offshore company facility during 
the first quarter of 1978. The transfer 
was completed and production at the 
offshore facility began in April 1978.

C o n c l u s io n

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with ca
pacitors produced at the North and 
South plants of Erie Technological 
Products, Incorporated, Erie, Pennsyl
vania contributed importantly to the 
decline in sales or production and to 
the total or partial separation of work
ers of that firm. In accordance with 
the provisions of the Act, I make the 
following certification:

All workers of the North and South plants 
of Erie Technological Products, Incorporat
ed, Erie, Pennsylvania engaged in employ
ment related to the production of capacitors 
who became totally or partially separated 
from employment on or after June 23, 1977 
are eligible to apply for adjustment assist
ance under Title II, Chapter 2 of the Trade 
Act of 1974.

Signed at Washington, D.C., this 
20th day of November 1978.

H a r r y  J. G i l m a n , 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-33306 Filed 11-27-78; 8:45 am]

[45 10 -28 -M ]

[TA-W-3685]

F LO R A  F A S H IO N S , IN C ,  S TA N H O P E , N .J .

N e g a tive  D eterm ination R egarding Eligibility
To  A p p ly  for W o rk er A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3685: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
May 8, 1978 in response to a worker 
petition received on April 28, 1978 
which was filed by the International 
Ladies’ Garment Worker’s Union on 
behalf of workers and former workers 
producing ladies’ coats and raincoats 
at Flora Fashions, Incorporated, Stan
hope, N.J.

The Notice of Investigation was pub
lished in the F ederal  R e g ist e r  on 
May 26, 1978 (43 FR 22793). No public 
hearing was requested and none was 
held.

The information upon which the de
termination was made was obtained 
principally from officials of Flora 
Fashions, Incorporated, and Depart
ment files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. Without regard to 
whether any of the other criteria have 
been met, the following criterion has 
not been met:

That a significant number or proportion 
of the workers in such workers’ firm, or an 
appropriate subdivision thereof, have 
become totally or partially separated, or are 
threatened to become totally or partially 
separated.

Subsequent to the earliest impact 
date that could be set under the law— 
April 25, 1977—there were no signifi
cant layoffs until December 1977 when 
the usual seasonal layoffs occur. Em
ployment increased from July-Decem- 
ber of 1977 compared to the same 
period in 1976. Employment increased

in the first five months of 1978 com
pared to the same period in 1977.

C o n c l u s io n

After careful review of the facts ob
tained in the investigation, I deter
mine all workers of Flora Fashions, 
Stanhope, N.J. are denied eligibility to 
apply for adjustment assistance under 
Title II, Chapter 2 of the Trade Act of 
1974.

Signed at Washington, D.C., this 
21st day of November 1978.

H a r r y  J. G i l m a n , 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-33307 Filed 11-27-78; 8:45 am]

[4 5 1 0 -2 8 -M ]

[TA-W-3027]

F O R T PITT STEEL C A S T IN G  D IV IS IO N , C O N V A L  
P EN N , I N C ,  M dCEESPO RT, PA .

N e g a tive  Determ ination R egarding A pplication 
for Reconsideration

By application dated October 12, 
1978, the petitioner for workers re
quested administrative reconsideration 
of the Department of Labor’s Negative 
Determination Regarding Eligibility to 
Apply for Worker Adjustment Assist
ance in the case of workers and former 
workers of Conval Penn, Incorporat
ed’s, Fort Pitt Steel Casting Division 
located in McKeesport, Pennsylvania. 
The determination was published in 
the F ederal  R e g ist e r  on September 
26, 1978, (43 FR  43578).

Pursuant to 29 CFR 90.18(c), recon
sideration may be granted under the 
following circumstances:

(1) If it appears, on the basis of facts 
not previously considered, that the de
termination complained of was errone
ous;

(2) If it appears that the determina
tion complained of was based on a mis
take in the determination of facts pre
viously considered; or

(3) If, in the opinion of the Certify
ing Officer, a misinterpretation of 
facts or of the law justifies reconsider
ation of the decision.

In his application, the petitioner 
claims that the Department did not 
fully consider all of the facts regard
ing the subject firm and its primary 
customers indicating that the Depart
ment should have emphasized in its 
survey of customers the so-called non
captive firms. Further, the petitioner 
points to the increase in absolute im
ports of steel castings in 1977.

In its investigation, the Department 
conducted a survey of both captive 
and non-captive customers of subject 
firm. Included in its survey were three 
of the six firms cited in the applica
tion for administrative reconsider
ation. The results of the Department’s
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customer survey were in accord with 
the aggregate import data which while 
showing an increase in absolute terms 
of imports of steel castings in 1977 
nonetheless showed that the ratio of 
such imports to domestic production 
was only 1.3 percent, just slightly 
higher than the 1.1 percent recorded 
the previous year. While the customer 
survey indicated that some customers 
increased purchases of imported steel 
castings, none of the customers in
creased such purchases while at the 
same time decreasing purchases of 
steel castings from Fort Pitt Steel 
Casting Division.

C o nc lu sio n

After review of the application and 
the investigative file, I conclude that 
there has been no error or misinter
pretation of fact or misinterpretation 
of the law which would justify recon
sideration of the Department of 
Labor’s prior decision. The application 
is, therefore, denied.

Signed at Washington, D.C., this 22d 
day of November 1978.

H arry  J. G il m a n , 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-33308 Filed 11-27-78; 8:45 am]

[45 10 -28 -M ]

[TA-W-4061]

G TE  S Y L V A N IA , I N C ,  A L T O O N A  R ECEIV IN G  
TUBE P L A N T, A L T O O N A , P A .; EM P O R IU M  
R EC EIV IN G  TUB E P L A N T, EM P O R IU M , P A .; 
W ILLIA M S P O R T R EC EIV IN G  TUBE F IN IS H IN G  
W A R E H O U S E , W ILLIA M S P O R T, PA .

Certification R egarding Eligibility To  A p p ly  for 
W orker Adjustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-4061: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
August 15, 1978 in response to a 
worker petition received on August 10, 
1978 which was filed by the United 
Electrical, Radio and Machine Work
ers of America on behalf of workers 
and former workers producing elec
tron receiving tubes at the Emporium 
Receiving Tube Plant, G TE  Sylvania, 
Inc., Emporium, Pennsylvania. The in
vestigation ws expanded to include 
workers and former workers producihg 
electron receiving tubes at the GTE  
Sylvania, Inc., Altoona Receiving Tube 
Plant, Altoona, Pennsylvania and the 
Williamsport Receiving Tube Finish
ing Warehouse, Williamsport, Penn
sylvania.

The Notice of Investigation was pub
lished in the F ederal R egister on

August 29, 1978 (43 FR  38635-38636). 
No public hearing was requested and 
none was held.

On February 28, 1976, the Depart
ment issued a certification of eligibil
ity to apply for adjustment assistance 
applicable to workers at G TE  Syl
vania, Altoona and Emporium, Penn
sylvania (TA-W-392). That certifica
tion expired on February 28, 1978, two 
years from its date of issuance.

The determination was based upon 
information obtained principally from 
officials of G TE  Sylvania, Inc., its cus
tomers, the U.S. Department of Com
merce, the U.S. International Trade 
Commission, industry analysts and De
partment files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met.

Imports of electron receiving tubes 
and mounts increased both absolutely 
and relative to domestic production 
during the first half of 1978 compared 
to the same period of 1977. Further, 
mounts imported by the major domes
tic firms for assembly onto domestical
ly produced tubes are comprising an 
increasing share of the tube and 
mount import category, increasing 
from 67 percent of the category in 
1974 to 75 percent in 1977.

Since a small number of domestic 
producers account for most of the pro
duction of electron receiving tubes, in
dustry figures directly reflect the situ
ation of the individual firms.

A  major domestic tube manufacturer 
is relying increasingly upon imported 
mounts for assembly onto tubes. The 
intensified competition for the declin
ing electron receiving tube market has 
resulted in production cutbacks at 
G TE Sylvania in the third quarter of
1978.

C o n c lu sio n

After careful review of the facts ob
tained in the investigation, I conlcude 
that increases of imports of articles 
like or directly competitive with elec
tron receiving tubes produced at the 
Altoona Receiving Tube Plant, the 
Emporium Receiving Tube Plant and 
the Williamsport Receiving Tube Fin
ishing Warehouse of G TE  Sylvania, 
Inc. contributed importantly to the de
cline in sales or production and to the 
total or partial separation of workers 
of that firm. In accordance wth the 
provisions of the Act, I make the fol
lowing certification:

All workers of the Altoona Receiving 
Tube Plant, Altoona, Pennsylvania the Em
porium Receiving Tube Plant, Emporium, 
Pennsylvania and the Williamsport Receiv
ing Tube Finishing Warehouse, William
sport, Pennsylvania of GTE Sylvania, Inc.

who became totally or partially separated 
from employment on or after February 28, 
1978 are eligible to apply for adjustment as
sistance under Title II, Chapter 2 of the 
Trade Act of .1974.

Signed at Washington, D.C., this 
21st day of November 1978.

James F. T aylo r , 
Director, Office of Management 

_ Administration and Planning.
[FR Doc. 78-33309 Filed 11-27-78; 8:45 am]

[45 10 -28 -M ]

[TA-W-4203]

G A L E T O N  P R O D U C TIO N  C O ., G A L E T O N , PA.

Certification R egarding Eligibility To  A p p ly  for 
W ork er A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-4203: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
September 21, 1978 in response to a 
worker petition received on September 
21, 1978 which was filed on behalf of 
workers and former workers producing 
electron receiving tubes at the Gale- 
ton Production Company, Galeton, 
Pennsylvania.

The Notice of Investigation was pub
lished in the F ederal R egister on Oc
tober 10, 1978 (43 FR  46591). No public 
hearing was requested and none was 
held.

On June 28, 1976 the Department of 
Labor issued a certification of eligibil
ity to apply for adjustment assistance 
applicable to all workers of Galeton 
Production Company (TA-W-817). 
That certification expired on June 28, 
1978, two years from its date of issu
ance.

The determination was based upon 
information obtained principally from 
officials of Galeton Production Com
pany, its customers, the Electronics 
Industry Association, the U.S. Depart
ment of Commerce, the U.S. Interna
tional Trade Commission, industry an
alysts and Department files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met.

Imports of electron receiving tubes 
increased both absolutely and relative 
to domestic production in the first 
half of 1978 compared to the same 
period of 1977. The ratio of imports to 
domestic production during the first 
half of 1978 was 75.7 percent.

Galeton Production Company’s cus
tomer for tube mounts decreased pur-
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chases from the subject firm and in
creased purchases of imported tube 
mounts in the second quarter of 1978 
compared to the previous quarter.

C o n c l u s io n

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with elec
tron receiving tube mounts produced 
at Galeton Production Company, Ga- 
leton, Pennsylvania contributed im
portantly to the decline in sales or 
production and to the total or partial 
separation of workers of that firm.

In accordance with the provisions of 
the Act, I make the following certifica
tion:

“All workers engaged in employment re
lated to the production of electronic receiv
ing tube mounts at Galeton Production 
Company, Galeton, Pennsylvania who 
became totally or partially separated from 
employment on or after June 28, 1978 are 
eligible to apply for adjustment assistance 
under Title II, Chapter 2 of the Trade Act 
of 1974.”

Signed at Washington, D.C., this 
20th day of November 1978.

Ha r r y  J. G i l m a n , 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-33310 Filed 11-27-78; 8:45 am]

[4510 -28 -M ]

[TA-W-4169]

G E N E S C O  IN C ., G E N E R A L  S H O E D IV IS IO N , 
T U L L A H O M A , TE N N .

Term ination of Investigation

Pursuant to Section 221 of the 
Trade Act of 1974, an investigation 
was initiated on September 19, 1978 in 
response to a worker petition received 
on September 13, 1978 which was filed 
on behalf of workers and former work
ers producing footwear for men, 
women and children at the Tulla- 
homa, Tennessee plant of Genesco In
corporated, General Shoe Division.

The Notice of Investigation was pub
lished in the F ederal  R e g iste r  on Oc
tober 27, 1978 (43 FR  50270). No public 
hearing was requested and none was 
held.

On November 25, 1977, the Depart
ment certified as eligible to apply for 
adjustment assistance all workers at 
the Tullahoma, Tennessee plant of 
Genesco, Incorporated (TA-W-2131). 
Since all workers separated, totally or 
partially, from the Tullahoma, Ten
nessee plant of Genesco Incorporated, 
General Shoe Division on or after 
June 6, 1976 (impact date) and before 
November 25, 1979 (expiration date of 
the certification) are covered by the 
existing certification a new investiga
tion would serve no purpose. Conse

quently, the investigation has been 
terminated.

Signed at Washington, D.C., this 
17th day of November 1978.

M a r v in  M . F o o k s , 
Director, Office of 

Trade Adjustment Assistance. 
[FR Doc. 78-33311 Filed 11-27-78; 8:45 am]

[45 10 -28 -M ]

[TA-W-4170]

G E N E S C O  IN C ,  G E N E R A L  S H O E D IV IS IO N , 
C O W A N , TE N N .

Term ination of Investigation

Pursuant to Section 221 of the 
Trade Act of 1974, an investigation 
was initiated on September 19, 1978 in 
response to a worker petition received 
on September 13, 1978 which was filed 
on behalf of workers and former work
ers producing footwear for men, 
women and children at the Cowan, 
Tennesse plant of Genesco Incorporat
ed, General Shoe Division.

The Notice of Investigation was pub
lished in the F ederal  R e g iste r  on Oc
tober 27, 1978 (43 FR 50270). No public 
hearing was requested and none was 
held.

On October 31, 1977, the Depart
ment certified as eligible to apply for 
adjustment assistance all workers of 
the Cowan, Tennessee plant of 
Genesco, Incorporated, General Shoe 
Division (TA-W-2174). Since all work
ers separated, totally or partially, 
from the Cowan, Tennessee plant of 
Genesco Incorporated, General Shoe 
Division on or after June 15, 1976 
(impact date) and before October 31, 
1979 (expiration date of the certifica
tion) are covered, a new investigation 
would serve no purpose. Consequently,' 
the investigation has been terminated.

Signed at Washington D.C. this 17th 
day of November 1978.

M a r v in  M . F o o k s , 
Director, Office of 

Trade Adjustment Assistance.
[FR Doc. 78-33312 Filed 11-27-78; 8:45 am]

[45 10 -28 -M ]

[TA-W-3989]

IG U A L D A D  T R A C T O R  S H O P, M A Y A G U E Z , P.R.

Term ination of Investigation

Pursuant to Section 221 of the 
Trade Act of 1974, an investigation 
was initiated on July »25, 1978 in re
sponse to a worker petition received 
on July 17, 1978 which was filed on 
behalf of workers and former workers 
producing raw sugar at the Aquadilla, 
Puerto Rico plant of Central Coloso. 
The Department’s investigation re
vealed that the petitioning group of

workers were employed at the Igual
dad Tractor Shop, located at the 
Igualdad Sugar Mill, Mayaguez, 
Puerto Rico.

The Notice of Investigation was pub
lished in the F ederal  R e g iste r  on 
August 1, 1978 (43 FR  33840). No 
-public hearing was requested and none 
was held.

On May 19, 1978, the Department 
certified as eligible to apply for adjust
ment assistance all workers of the 
Igualdad Sugar Mill, Mayaguez, 
Puerto Rico (TA-W-2793). Since all 
workers separated, totally or partially, 
from the Igualdad Tractor Shop, M a
yaguez, Puerto Rico on or After May 
6, 1978 (impact date) and before May 
19, 1980 (expiration daté of the certifi
cation) are covered under the certifica
tion in TA-W-2793, a new investiga
tion would serve no purpose. Conse
quently, the investigation has been 
terminated.

Signed at Washington, D.C., this 
17th day of November 1978.

M a r v in  M. F o o k s , 
Director, Office of 

Trade Adjustment Assistance.
[FR Doc. 33313 Filed 11-27-78; 8:45 am]

[4 5 1 0 -2 8 -M ]

[TA-W-4182]

IN TE R C O N TIN E N TA L  PETR O LEUM  CO R P., IN C ,
H O U S T O N , TEX ., TE X A S  C ITY , TEX ., P A -
W H U S K A , O K  LA.

N e g a tive  Determ ination R egarding Eligibility
To  A p p ly  for W ork er A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-4182: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
September 19, 1978 in response to a 
worker petition received on September 
19, 1978 which was filed on behalf of 
workers and former workers producing 
crude oil at Intercontinental Petro
leum Corporation, Inc., Houston 
Texas. The investigation revealed that 
workers at Intercontinental Petroleum 
Corporation, , Inc., are engaged in 
transporting crude oil, gasoline, and 
diesel fuel, at three locations: Hous
ton, Texas; Texas City, Texas; and Pa- 
whuska, Oklahoma.

The Notice of Investigation was pub
lished in the F ederal  R e g ist e r  on Oc
tober 27, 1978 (43 FR  50270). No public 
hearing was requested and none was 
held.

The determination was based upon 
information obtained principally from 
officials of Intercontinental Petroleum 
Corporation, Inc., and Department 
files.
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In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. The Department has de
termined that services are not “arti
cles” within the meaning of section 
222 of the Act.

Intercontinental Petroleum Corpo
ration. a wholly-owned subsidiary of 
Intercontinental Oil Company, Inc., 
was incorporated in Texas in 1975. 
Both companies are engaged in trans
porting crude oil, gasoline and diesel 
fuel. Intercontinental Petroleum (IPC ) 
operates in three locations—corporate 
offices are located in Houston, Texas, 
a maintenance yard for trucks is locat
ed in Pawhuska, Oklahoma, and a 
storage terminal is located in Texas 
City, Texas.

Prior to April 1978, trucks owned by 
IPC  transported crude oil from the 
well to receiving stations. In April 
1978, IPC discontinued this trucking 
operation. In 1978, IPC leased a stor
age terminal in Texas City, Texas. IPC  
now transports diesel fuel and gasoline 
from storage tanks to local gas sta
tions. The parent company continues 
to truck crude oil from the well to the 
receiving stations.

Workers of the Intercontinental Pe
troleum Corporation, Inc., are engaged 
in the transporting and storage of 
crude oil, gasoline, and diesel fuel, and 
do not produce an article within the 
meaning of Section 222(3) of the Act.

C o n c l u s io n

After careful review, I determine 
that all workers of Intercontinental 
Petroleum Corporation, Inc., Houston, 
Texas, Texas City, Texas, and Pa
whuska, Oklahoma, are denied eligibil
ity to apply for adjustment assistance 
under Title II, Chapter 2 of the Trade 
Act of 1974.

Signed at Washington, D.C., this 
20th day of November 1978.

J a m e s  F . T a y l o r , 
Director, Office of Management, 

Administration, and Planning.
[PR  Doc. 78-33314 Piled 11-27-78; 8:45 am]

[45 10 -28 -M ]

[TA-W-4162]

J . P. STEV EN S C O ., R O C K  HILL IN D U S TR IA L 
P L A N T, R O C K  HILL, S.C.

Term ination of Investigation

Pursuant to Section 221 of the 
Trade Act of 1974, an investigation 
was initiated on September 14, 1978 in 
response to a worker petition received 
on September 13, 1978 which was filed 
by the Amalgamated Clothing and 
Textile Workers Union on behalf of 
workers and former workers producing

denim fabric at the J. P. Stevens Com
pany, Rock Hill Industrial Plant, Rock 
Hill, South Carolina.

The Notice of Investigation was pub
lished in the F ederal  R e g iste r  on Sep
tember 26, 1978 (43 FR  43587-88). No 
public hearing was requested and none 
was held.

Section 221 (a ) of the Trade Act of 
1974 states that a petition for certifi
cation of eligibility to apply for adjust
ment assistance may be filed with the 
Secretary of Labor by a group of work
ers or by their certified or recognized 
union or other duly authorized repre
sentative. During the course of the in
vestigation, it was established that the 
Amalgamated Clothing and Textile 
Workers Union is not an authorized 
representative of the workers at the 
Rock Hill, South Carolina plant of J. 
P. Stevens Company. Consequently, 
the investigation has been terminated.

Signed at Washington, D.C., this 
20th day of November 1978.

M a r v in  M . F o o k s , 
Director, Office of 

Trade A djus tmen t A ssistance.
[PR Doc. 78-33315 Piled 11-27-78; 8:45 am]

[45 10 -28 -M ]

[TA-W-3971]

M O R RIS W H ITE  F A S H IO N S , S C R A N T O N , P A .

eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met.

U.S. imports of handbags increased 
each year from 54.4 million units in 
1974 to 92.8 million unite in 1977 and 
from 22.1 million units in the first 
quarter of 1977 to 34.0 million unite in 
the first quarter of 1978.

The ratio of imports to domestic 
production increased each year from
66.7 percent in 1974 to 116.6 percent in
1977.

The Department conducted a survey 
of major customers purchasing ladies’ 
handbags froin Morris White Fashions 
during 1976, 1977, and 1978. The ma
jority of customers that responded in
dicated decreases in purchases from 
Morris White in favor of purchases of 
imported products.

C o n c l u s io n

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with ladies’ 
handbags produced at Morris White 
Fashions, Scranton, Pennsylvania con
tributed importantly to the decline in 
sales or production and to the total or 
partial separation of workers of that 
firm. In accordance with the provi
sions of the Act, I make the following 
certification:

Certification R egarding Eligibility to A p p ly  for 
W ork er A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3971: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre- 
scribed.in Section 222 of the Act.

The investigation was initiated on 
July 13, 1978 in response to a worker 
petition received on July 13, 1978 
which was filed by the International 
Leather Goods, Plastic and Novelty 
Workers’ Union on behalf of workers 
and former workers producing ladies’ 
handbags at Morris White Fashions, 
Scranton, Pennsylvania. The investi
gation revealed that the U.S. Depart
ment of Commerce certified Morris 
White Fashions on September 2, 1977 
(F-118).

The Notice of Investigation was pub
lished in the F ederal  R e g ist e r  on 
July 28, 1978 (43 FR  32885,6). No 
public hearing was requested and none 
was held.

The determination was based upon 
information obtained principally from 
officials of Morris White Fashions, its 
customers, the U.S. Department of 
Commerce, the U.S. International 
Trade Commission, industry analysts 
and Department files.

In order to make an affirmative de
termination and issue a certification of

“All workers of Morris White Fashions, 
Scranton, Pennsylvania who became totally 
or partially separated from employment on 
or after July 10, 1977 are eligible to apply 
for adjustment assistance under Title II, 
Chapter 2 of the Trade Act of 1974.”

Signed at Washington, D.C., this 
17th day of November 1978.

H a r r y  J. G i l m a n , 
Acting Director, Office of 

Foreign Economic Research.
[FR Doc. 78-33317 Filed 11-27-78; 8:45 am]

[45 10 -28 -M ]

[TA-W-3780]

N O R TH E R N  O H IO  S U G A R  C O ., F IN D L A Y , O H IO

Certification R egarding Eligibility To  A p p ly  for 
W ork er A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3780: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
May 25, 1978 in response to a worker 
petition received on May 24, 1978 
which was filed by the American Fed
eration of Grain Millers on behalf of 
workers and former workers process
ing sugar beets into refined sugar at
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the Findlay, Ohio, plant of Nothem  
Ohio Sugar Company.

The Notice of Investigation was pub
lished in the F ederal  R e g ist e r  on 
June 29, 1978 (43 FR  25197). No public 
hearing was requested and none was 
held.

The determination was based upon 
information obtained principally from  
officials of Northern Ohio Sugar Com
pany, Great Western Sugar Company, 
thé U.S. Department of Commerce, 
the U.S. Department of Agriculture, 
the U.S. International Trade Commis
sion, industry analysts and Depart
ment files.

In order to make ah affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met.

Imports of cane and beet sugar (raw  
value) increased from 3.9 million short 
tons in 1975 to 4.7 million short tons 
in 1976 and to 6.1 million short tons in
1977. The ratio of imports to domestic 
production increased from 59 percent 
in 1975 to 66 percent in 1976 and to 96 
percent in 1977.

Imports of raw sugar into the United 
States were subject to quotas from 
1935 to December 31, 1974. Since De
cember 31, 1974, when the Sugar Act 
éxpired, imported sugar has entered 
the U.S. free of quantity restrictions. 
Removal of quotas occurred about the 
time per capita sugar consumption de
clined in the U.S.

The resultant surplus of sugar se
verely depressed sugar prices. World  
prices fell from 57.3 cents a pound in 
November 1974 to 11.5 cents a pound 
in January 1976 and to a level of 11.0 
cents a pound in 1977. World sugar 
supply presently outstrips world 
demand by four million tons; conse
quently world prices are not expected 
to rise in the near future.

The U;S. Department of Agriculture 
(U.S.D.A.) considering depressed con
ditions in the domestic sugar market, 
instituted a price support program in 
an effort to guarantee a floor price 
level paid to sugar producers.

In 1977, the U.S.D.A. price support 
program guaranteed producers $13.50 
per hundred weight (13.50$ per lb.) of 
raw sugar. The support price has been 
raised to $14.65 per hundred weight 
for the 1978 harvest. However, the 
support price has not been sufficient 
to protect domestic producers from  
the increased volume of imports.

The U.S. International Trade Com
mission conducted an investigation 
under Section 201 of the Trade Act of 
1974 and in March 1977 issued a find
ing that sugar was being imported into 
the United States in such quantities as 
to be a substantial cause of the threat

of serious injury to the domestic sugar 
industry.

The Commission also conducted an 
investigation under Section 22 of the 
Agriculture Adjustment Act and in 
April 1978 issued a finding that sugar 
was being imported in such quantities 
as to render, or tend to render, ineffec
tive the price support program con
ducted by the U.S. Department of Ag
riculture for sugar cane and sugar 
beets.

Sugar beet growers contracted with 
the Findlay plant of Northern Ohio 
Sugar Company for less acreage in 
1977 than in 1976. Depressed sugar 
prices result in low profitability for 
growers, which leads the growers to 
devote less acreage to beets and switch 
to other crops. The Findlay refinery 
was closed in May 1978.

C o n c l u s io n

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with the 
refined sugar processed from sugar 
beets produced at Findlay, Ohio, plant 
of Northern Ohio Sugar Company 
contributed importantly to the decline 
in sales or production and to the total 
or partial separation of workers of 
that firm. In accordance with the pro
visions of the Act, I make the follow
ing certification:

“All workers of the Findlay, Ohio plant of 
Northern Ohio Sugar Company who became 
totally or partially separated from employ
ment on or after May 21,1977 are eligible to 
apply for adjustment assistance under Title 
II, Chapter 2 of the Trade Act of 1974.”

Signed at Washington, D.C. this 
17th day of November 1978.

Ja m e s  F . T a y l o r , 
Director, Office of 

Management,
Administration, and Planning.

[FR Doc. 78-33318 Filed 11-27-78; 8:45 am]

[4510-28-M ]

[TA-W-4054]

PR O GR ESSIVE U N IF O R M  M A N U F A C T U R IN G  
C O R P ., PH ILA D ELP H IA , P A .

Certification R egarding Elig ibility To  A p p ly  for 
W o rk er Adjustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-4054: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
August 10, 1978 in response to a 
worker petition received on August 10, 
1978 which was filed by the Amalga
mated Clothing and Textile Workers 
Union on behalf of workers and

■ / . .

former workers producing men’s and 
women’s jeans and related sports wear 
at Progressive Uniform Manufacturing 
Corporation, Philadelphia, Pennsylva
nia. '

The Notice of Investigation was pub
lished in the F ederal  R e g ist e r  on 
August 29, 1978 (43 FR  38634). No 
public hearing was requested and none 
was held.

The determination was based upon 
information obtained principally from  
officials of Progressive Uniform Manu
facturing Corporation, its customers, 
the U.S. Department of Commerce, 
the U.S. International Trade Commis
sion, industry analysts and Depart
ment files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met.

United States imports of women’s 
misses', and children’s slacks and 
shorts increased absolutely and rela
tive to domestic production from 1974 
through 1977. Imports increased from
11.0 million dozen in 1976 to 11.6 mil
lion dozen in 1977. U.S. imports in
creased from 6.3 million dozen in the 
first half of 1977 to 8.2 million dozen 
in the first half of 1978. The import to 
domestic production ratio of slacks 
and shorts increased from 36.8 percent 
in 1976 to 38.0 percent in 1977.

United States imports of men’s and 
boys’ woven cotton man-made jeans 
and dungarees increased to 23 million 
units in 1977 compared to 14 million 
units in 1976. Imports increased to 17 
million units in the first six months of 
1978 compared to 6.7 million units in 
the same period of 1977. The import to 
domestic production ratio was 5.4 per
cent in 1976 and increased to 8.5 per
cent in 1977.

Major customers of Progressive who 
were surveyed decreased purchases 
from Progressive and increased pur
chases from foreign sources.

On August 12, 1976, the Department 
issued a certification of eligibility to 
apply for adjustment assistance appli
cable to workers of Progressive Uni
form Manufacturing Company (T A 
W-919). That certification expired on 
August 12, 1978—two years from its 
date of issuance.

C o n c l u s io n

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with men’s 
and women’s jeans and related sports
wear produced at Progressive Uniform  
Manufacturing Corporation, Philadel
phia, Pennsylvania contributed impor
tantly to the decline in sales or pro
duction and to the total or partial sep-
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aratioii of workers of that firm. In ac
cordance with the provisions of the 
Act, I make (the following certification:

“AB workers- of Progressive Uniform Man
ufacturing Corporation, Philadelphia, Penn
sylvania who become totally or partially 
separated from, employment on or after 
August 12; 1978 are eligible to apply for ad
justment assistance under Title II, Chapter 
2 of the Trade Act of 1974.“

Signed at Washington, D.C., this 
20th day of November 197,8.

H arry  J. G il m a n , 
Acting Director, Office of 

Foreign Economic Research. 
CFR Doc. 78-33319 Piled 11-27-78; 8:45 am]

[45 10 -28 -M ]

rTA-W-41831

RITE C O A T , IN C ., C O P IA G U E , N .Y .

N e g a tive  Determ ination R egarding Eligibility
To  A p p ly  for W ork er A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-4183: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
September 19, 1978, in response to a 
worker petition received on September 
15, 1978, which was filed by the Inter
national Ladies’ Garment Workers 
Union on behalf of workers and 
former workers producing ladies’ rain
wear and wintercoats at Rite Coat, 
Inc., Copiague, N.Y.

The Notice of Investigation was pub
lished in the F ederal R egister on Oc
tober 27, 1978 (43 F R  50270). No public 
hearing was requested and none was 
held.

The determination was based upon 
information obtained principally from 
officials of Rite Coat, Inc., its manu
facturer, the U.S. Department of Com
merce, the U.S. International Trade 
Commission, industry analysts and De
partment files. In order to make an af
firmative determination and issue a 
certification of eligibility to apply for 
adjustment assistance each o f the 
group eligibility requirements of Sec
tion 222 of the Act must be met. With
out regard to whether any of the 
other criteria have been met, the fol
lowing criterion has not been met:

That increases of imports of articles like 
or directly competitive with articles pro
duced by the firm or appropriate subdivi
sion have contributed importantly to the 
separations, or threat thereof, and to the 
absolute decline in sales or production.

UJS. imports of women’s, misses and 
children’s raincoats increased from 
191 thousand dozen in 1975 to 261 
thousand dozen in 1976 and decreased 
to 242 thousand dozen in 1977. Im

ports increased to 210 thousand dozen 
in the first half of 1978 compared to 
116 thousand dozen in the first half of 
1977. The ratio of imports to domestic 
production increased from 36.8 per
cent in 1975 to 45.0 percent in 1976 
and decreased to 40.3 percent in 1977.

U.S. imports of women’s, misses’ and 
children’s coats and jackets increased 
from 1,517 thousand dozen in 1975 to 
2,252 thousand dozen in 1976 to 2,723 
thousand dozen in 1977. Imports de
creased to 1,132 thousand dozen in the 
first half of 1978 compared to 1,231 
thousand dozen in the first half of 
1977.

Rite Coat, Inc., was engaged in con
tract work for one manufacturer 
during the period under investigation. 
This manufacturer, which accounted 
for 100 percent of the company’s busi
ness, increased its purchases from Rite 
Coat, Inc., in each of the last 3 years 
and in the first 9 months of 1978 com
pared to the first 9 months of 1977. 
During the same period the manufac
turer, whose own sales increased, did 
not import or contract with foreign 
sources for the production of ladies’ 
rainwear.

C o n c lu sio n

After careful review, I determine 
that all workers of Rite Coat, Inc., Co
piague, N.Y. are denied eligibility to 
apply for adjustment assistance under 
Title II, Chapter 2 of the Trade Act of 
1974.

Signed at Washington, D.C.* this 
20th day of November 1978.

James F. T aylo r , 
Director, Office of Management 

Administration and Planning. 
[FR  Doc. 78-33321 Filed 11-27-78; 8:45 am]

[4 5 1 0 -2 8 -M ]

[TA-W-38821

ROSEM ER M A N U F A C T U R IN G  C O ., 
H A C K E N S A C K , N .J .

N e g a tive  Determ ination R egarding Eligibility
To  A p p ly  far W o rk er A djustm ent Assistance

In  accordance with Section 223 of 
the Trade Act of 1974 the Department 
of.LaborJierein presents the results of 
TA-W-3882: Investigation regarding 
certification of eligibility to apply for 
work®- adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
June 22» 1978 in response to a worker 
petition received on April 28, 1978 
which was filed by the International 
Ladies’ Garment Workers’ Union on 
behalf of workers and former workers 
producing ladies’ coats and sportswear 
at Rosemer Manufacturing Hacken
sack, N.J. The investigation revealed 
that the .correct name of the firm is 
Rosemer Manufacturing Co.

The Notice of Investigation was pub
lished in the F ederal R egister on 
June 30» 1978 (43 FR  28579). No public 
hearing was requested and none was 
held.

The determination was based upion 
information obtained principally from 
officials of Rosemer Manufacturing 
Co., its manufacturers, the National 
Cotton Council of America, the U.S. 
Department of Commerce, the U.S. In
ternational Trade Commission, indus
try analysts, and Department files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the 
Trade Act of 1974 must be met. With
out regard to whether any of the 
other criteria have been met, the fol
lowing criterion has not been met:

That increases of imports of articles like 
or directly competitive with articles pro
duced by the firm or subdivision have con
tributed importantly to the total or partial 
separations, or threat thereof, and to the 
absolute decline in sales or production.

Rosemer Manufacturing Co. pro
duces primarily ladies’ and children’s 
coats. A  survey of the manufacturers 
who purchased the majority of ladies’ 
and children’s coats produced by Ro
semer Manufacturing Co. in 1976 and 
1977 indicated that none of these man
ufacturers increased purchases of im
ported coats while decreasing pur
chases from the subject firm. Only 
one manufacturer surveyed reduced 
purchases from Rosemer Manufactur
ing Co. in 1977 compared to 1976. This 
manufacturer does not purchase im
ports or use foreign contractors and 
sales by this manufacturer increased 
in 1977 compared to 1976 and in
creased in the first half of 1978 com
pared to the first half of 1977.

Co nc lu sio n

After careful review, I determine 
that all workers of Rosemer Manufac
turing Co., Hackensack, N.J. are 
denied eligibility to apply for adjust
ment assistance under Title II, Chap
ter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this 
20th day of November 1978.

James F. T aylor , 
Director, Office of Management 

Administration and Planning. 
[FR Doc. 78-33322 Filed 11-27-78; 8:45 am]

[45 10 -28 -M ]

[TA-W-4108]

SKF IN DUSTRIES, IN C ., A L T O O N A , PA .

Certification R egarding Eligibility To  A p p ly  for 
W ork er A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department

FEDERAL REGISTER, V O L . 43, N O . 229— TU E S D A Y , N O V E M B E R  28, 1978



NOTICES 55487

of Labor herein presents the results of 
TA-W-4108: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
August 22, 1978, in response to a 
worker petition received on August 15, 
1978 which was filed on behalf of 
workers and former workers producing 
ball bearings at the Altoona, Pennsyl
vania plant of SK F  Industries, Incor
porated.

The Notice of Investigation was pub
lished in the F ederal  R e g iste r  on Sep
tember 5, 1978 (43 FR  39458/9). No 
public hearing was requested and none 
was held.

The determination was based upon 
information obtained principally from 
officials of SK F  Industries, Inc., the 
U.S. Department of Commerce, the 
U.S. International Trade Commission, 
industry analysts and Department 
files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance, each of the group eligibility 
requirements of Section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met.

United States imports of ball bear
ings increased from 111.9 million units 
in 1976 to 127.9 million units in 1977 
and from 65.7 million units in the first 
six months of 1977 to 84.6 million 
units in the same period in 1978.

The imports to domestic production 
ratio for ball bearings increased from 
45.6 percent in 1976, to 49.2 percent in 
1977 and from 50.5 percent in the first 
six months of 1977 to 60.7 percent in 
the same period in 1978.

Imports of ball bearings by the A l
toona plant increased absolutely and 
relative to plant production in 1976, 
1977 and the first nine months of
1978. Imports of ball bearings have re
placed, in some instances totally, in 
others partially, production of smaller 
ball bearings formerly produced at the 
plant.

C o n c l u s io n

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with ball 
bearings produced at the Altoona, Pa., 
plant of SK F  Industries, Inc., contrib
uted importantly to the decline in 
sales or production and to the total or 
partial separation of workers of that 
firm. In accordance with the provi
sions of the Act, I make the following 
certification:

All workers of the Altoona, Pa., plant of 
SKF Industries, Inc., who became totally or 
partially separated from employment on or 
after December 25, 1977, and before Sep
tember 9, 1978, are eligible to apply for ad

justment assistance under Title II, Chapter 
2 of the Trade Act of 1974.

Signed at Washington, D.C., this 
20th day of November 1978.

Ja m e s  F . T a y l o r , 
Director, Office of Management 

Administration and Planning. 
[FR Doc. 78-33323 Filed 11-27-78; 8:45 am]

[45 10 -23 -M ]

[TA-W-3015]

S A R A J O  M A N U F A C T U R IN G  C O ., PIERCE C ITY , 
MO^

Certification R egarding Eligibility To  A p p ly  for 
W o rk e r A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3015: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222. of the Act.

The investigation was initiated on 
February 2, 1978 in response to a 
worker petition received on January 
25, 1978 which was filed on behalf of 
workers and former workers producing 
boys’ sport and dress shirts at Sara jo 
Manufacturing Company, Pierce City, 
Missouri. During the course of the in
vestigation it was established that 
boys’ vests, jackets and suit tops were 
also produced.

The notice of investigation was pub
lished in the F ed er al  R e g ist e r  on 
February^ 17, 1978 (43 FR  7066). No 
public hearing was requested and none 
was held.

The information upon which the de
termination was made was obtained 
principally from officials of Sarajo 
Manufacturing Company, its custom
ers, the U.S. Department of Com
merce, the U.S. International Trade 
Commission, The National Cotton 
Council, industry analysts and Depart
ment files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance, each of the group eligibility 
requirements of Section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met.

United States imports of men’s and 
boys’ woven dress, business, sport and 
uniform shirts increased from 91,808 
thousand units in 1975 to 144,103 
thousand units in 1976 and then de
creased to 139,720 thousand units in
1977. Imports increased from 30,875 
thousand units in the first quarter of 
1977 to 34,583 thousand units in the 
first quarter of 1978. Imports of men’s 
and boys’ woven dress, business, sport 
and uniform shirts relative to domes
tic production increased from 36.8 per
cent in 1975 to 53.9 percent in 1976 
and to 54.7 percent in 1977.

United States imports of men’s and 
boys’ knit sport and dress shirts, ex
cluding T-shirts, increased from 66.2 
million units in 1975 to 74.0 million 
units in 1976 and to 75.2 million units 
in 1977. Imports increased from 20.0 
million units in the first quarter of 
1977 to 26.1 million units in the first 
quarter of 1978. The import to domes
tic production ratio remained .constant 
at 22.9 percent from 1975 to 1976 and 
decreased to 19.7 percent in 1977.

United States imports of men’s and 
boys’ tailored dress coats and sport
coats increased from 5,465 thousand 
units in 1975 to 6,965 thousand units 
in 1976 and then decreased to 6,269 
thousand units in 1977. Imports in
creased from 1,323 thousand units in 
the first quarter of 1977 to 1,776 thou
sand units in the first quarter of 1978. 
The imports to domestic production 
ratio increased from 28.2 percent in 
1975 to 30.0 percent in 1976 and de
creased to 26.5 percent in 1977.

United States imports of men’s and 
boys’ tailored suits increased from 
3,106 thousand units in 1975 to 3,562 
thousand units in 1976 and to 4,091 
thousand units in 1977. Imports de
creased from 1,834 thousand units in 
the first quarter of 1977 to 1,132 thou
sand units in the first quarter of 1978. 
Imports of men’s and boys’ tailored 
suits relative to domestic production 
increased from 19.0 percent in 1976 to
20.0 percent in 1977.

A survey of customers of Sarajo 
Manufacturing Company indicated 
that a major customer decreased pur
chases of boys’ leisure jackets and 
suits from Sarajo and increased pur
chases of imports in 1977 compared to
1976. Another major customer ceased 
purchases of boys’ shirts from Sarajo 
in the first quarter of 1978 while con
tinuing to purchase imported boys’ 
shirts.

C o n c l u s io n

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with boys’ 
shirts, vests, jackets and suit tops pro
duced at Sarajo Manufacturing Com
pany, Pierce City, Missouri contribut
ed importantly to the decline in sales 
and production and to the total or par
tial separations of workers at the firm.

In accordance with the provisions of 
the Act, I make the following certifica
tion:

“All workers at Sarajo Manufacturing 
Company, Pierce City, Missouri who became 
totally or partially separated from imploy- 
ment on or after September 30, 1977 are eli
gible to apply for adjustment assistance 
under Title II, Chapter 2 of the Trade Act 
of 1974.”
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Signed at Washington, D.C., this 
l?th day of November 1978.

Ha r r y  J. G il m a n , 
Acting Director, Office of 

Foreign Economic Research, 
[FR Doc. 7.8-33324 FUed 11-27-78; 8:45 am]

[4510-28-M ]

CTA-W-37961

SPEED TEX CO R P., FAIR L A W N , N .J.

N e g a tive  D eterm ination R egarding Eligibility
To A p p ly  for W orker A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act. of 1974 the Department 
of Labor herein presents the results of 
TA-W-3796: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initialed on 
May 31, 1978 in response to a worker 
petition received on May 15, 1978 
which was filed on behalf of workers 
and former workers producing fin
ished knit polyester fabric at Speed 
Tex Corporation, Fair Lawn, New 
Jersey.

The Notice of Investigation was pub
lished in the F e d e r a l  R e g is t e r  on 
June 20, 1978 (43 FR 26497). No public 
hearing was requested and none was 
held.

The determination was based upon 
information obtained principally from 
officials of Speed Tex Corporation, its 
customers, the U.S. Department of 
Commerce, the U.S. International 
Trade Commission, industry analysts 
and Department files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance, each of the group eligibility 
requirements of Section 222 of the Act 
must be met. Without regard to 
whether any of the other criteria have 
been met, the following criterion has 
not been met:
that increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly'to the separations, 
or threat thereof, and to the absolute de
cline in sales or production.

Imported garments are not consid
ered like or directly competitive with 
finished fabric. Imports of finished 
fabric must be considered in this case.

U.S. imports of finished fabric de
creased from 464 million yards in 1976 
to 453 million square yards in 1977. 
Imports increased from 187 million 
square yards in the first half of 1977 
to 255 million square yards in the first 
half of 1978. The ratio of imports to 
domestic production was 2.2 percent or 
less from 1973 through 1977. The ratio 
increased from 1.8 percent in 1976 to
1.9 percent in 1977.

The Department surveyed the major 
textile mills and converters who re
duced their value of contract work 
with Speed Tex. None of the respon
dents indicated that they purchased 
imported fabric in 1977 or in the first 
quarter of 1978. A  survey of the cus
tomers of these mills and converters 
also indicated insignificant import 
penetration. These results are consist
ent with industry data, which show 
negligible imports of finished fabric 
during the past four years.

C o n c l u s io n

After careful review, I determine 
that all workers of Speed Tex Corpo
ration, Fair Lawn, New Jersey are 
denied eligibility to apply for adjust
ment assistance under Title II, Chap
ter 2 of the Trade Aet of 1974.

Signed at Washington, D.C., this 
17th day of November 1978.

H a r r y  J. G i l m a n , 
Acting Director, Office of 

Foreign Economic Research. 
[FR Doc. 78-33325 Filed 11-27-78; 8:45 ami

[4510-28-M]

[TA-W-4019J

U.S. STEEL CO R P., TE X A S  W O R K S , B A Y T O W N , 
TEX.

Term ination of Investigation

Pursuant to Section 221 of the 
Trade Act of 1974, an investigation 
was initiated on July 31, 1978 in re
sponse to a worker petition received 
on July 27, 1978 which was filed by 
the United Steelworkers of America 
on behalf of workers and former work
ers producing carbon steel pipe' at the 
Baytown, Texas works of the U.S. 
Steel Corporation.

- The Notice of Investigation was pub
lished in the F e d e r a l  R e g is t e r  on 
August 8, 1978 ( 43 FR 35130-31). No 
public hearing was requested and none 
was held.

Due to the short’ term of operation 
of the pipe mill at the Baytown, Texas 
plant of the U.S. Steel Corporation, 
there is not sufficient information in 
this case upon which to base a deter
mination. Consequently, the investiga
tion has been terminated.

Signed at Wrashington, D.C., this 
17th day of November 1978.

M a r v in  M. F o o k s , 
Director, Office of 

Trade Adjustment Assistance. 
[FR Doc. 78-33326 Filed 11-27-78; 8:45 am]

[45 10 -28 -M ]

[TA-W-4036]

U.S. STEEL CO R P., A M E R IC A N  BRIDGE 
D IV IS IO N , CO M M ER C E (L O S  A N G E L E S ), CALIF.

N e ga tive  Determ ination R egarding Eligibility
To A p p ly  for W orker Adjustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-4036: Investigation regarding 
certification -of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
August 3, 1978 in response to a worker 
petition received on July 31, 1978 
which was filed by the United Steel
workers of America on behalf of work
ers and former workers producing fab
ricated structural steel at the Com
merce (Los Angeles), California plant 
of the American Bridge Division of the 
U.S. Steel Corporation.

The Notice of Investigation was pub
lished in the F ed e r al  R e g is t e r  on Sep
tember 1, 1978 (43 FR 39193). No 
public hearing was requested and npne 
was held.

The determination was based upon 
information obtained principally from 
officials of the U.S. Steel Corporation, 
the UJS. Department of Commerce, 
the U.S. International Trade Commis
sion, industry analysts and Depart
ment files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. Without regard to 
whether any of the other criteria have 
been met, the following criterion has 
not been met:
that increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, 
or threat thereof, and to the absolute de
cline in sales or production.

All of the plant’s business is ob
tained through competitive bids. An 
examination of the bids lost by the 
Commerce plant In 1977 and in the 
frst half of 1978 was made by the De
partment. Only a minor percentage of 
the bids lost by the Commerce plant in 
both periods was lost to foreign fabri
cators. The demand for fabricated 
structural steel is dependent upon the 
activity in the construction industry. 
Both the value of construction and 
the value of fabricated structural steel 
shipments declined in each year com
pared to the preceding year from 1974 
to 1977.

Imports of fabricated structural 
steel increased from 94,400 tons in 
1976 to 142,100 tons in 1977 before de
clining from 94,000 tons in the first
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half of 1977 to 67,300 tons in the first 
half of 1978. The ratio of imports to 
the domestic shipments of fabricated 
structural steel increased from 2.5 per
cent in 1976 to 4.1 percent in 1977 
before declining from 5.6 percent in 
the first half of 1977 to 3.9 percent in 
the first half of 1978.

C o n c l u s io n

After careful review, I determine 
that all workers of the Commerce (Los 
Angeles), California plant of the 
American Bridge division of the U.S. 
Steel Corp. are denied eligibility to 
apply for adjustment assistance under 
Title II, Chapter 2 of the Trade Act of 
1974.

Signed at Washington, D.C., this 
21st day of November 1978.

H a r r y  J. G i l m a n , 
Acting Director, Office of 

Foreign Economic Research. 
[FR Doc. 78-33327 Filed 11-27-78; 8:45 am]

[4510 -28 -M ]

[TA-W-4055]

U N IVER SA L D A T A  SERVICES, B O Y E R TO W N , 
P E N N A .

Certification R egarding Eligibility To  A p p ly  for 
W orker A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-4055: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
August 10, 1978 in response to a 
worker petition received on August 9, 
1978 which was filed on behalf of 
workers and former workers engaged 
in employment related to data process
ing at Universal Data Services, Boyer- 
town, Pennsylvania. The investigation 
revealed that Universal Data Services 
was a division of Universal Container 
Corporation.

The Notice of Investigation was pub
lished in the F e d e r a l  R e g is t e r  on 
August 29, 1978 (43 FR  38634). No 
public hearing was requested and none 
was held.

The determination was based upon 
information obtained principally from 
officials of Universal Container Corpo
ration and Department files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met.

Universal Data Services, Boyertown, 
Pennsylvania was a wholly owned divi
sion of Universal Container Corpora
tion until it closed in September, 1978.

NOTICES

Universal provided a signficant pro
portion of data processing services 
during 1976, 1977 and 1978 for the 
Faith Shoe Company, a subsidiary of 
Universal Container Corporation. All 
employees of the Faith Shoe Company 
who became totally or partially sepa
rated from employment on or after 
February 17, 1976 have previously 
been certified eligible to apply for ad
justment assistance benefits in a de
termination issued on May 27, 1977 
(TA-W-1695). The Faith Shoe Compa
ny closed in May, 1978.

C o n c l u s io n

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with the 
women’s and children’s shoes pro
duced at the Faith Shoe Company, 
Wilkes Barre, Pennsylvania contribut
ed importantly to the decline in sales 
or production and to the total or par
tial separation of workers of Universal 
Data Services, Boyertown, Pennsylva
nia. In accordance with the provisions 
of the Act, I make the following certi
fication:

All workers of Universal Data Services, 
Boyertown, Pennsylvania who became total
ly or partially separated from employment 
on or after January 1, 1978 are eligible to 
apply for adjustment assistance under Title 
II, Chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this 
21st day of November 1978.

J a m e s  F . T a y l o r , 
Director, Office of Management, 

Administration, and Planning. 
[FR Doc. 78-33328 Filed 11-27-78; 8:45 am]

[4 5 1 0 -2 8 -M ]

[TA-W-3998]

W H ITE  PINE COPPER D IV IS IO N , O F  COPPER 
R A N G E  C O ., W H ITE  PINE, M IC H .

Certification R egarding Eligibility To  A p p ly  for 
W ork er A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3998: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
July 26, 1978 in response to a worker 
petition received on July 24, 1978 
which was filed by the United Steel
workers of America on behalf of work
ers and former workers producing re
fined copper at the White Pine Copper 
Division of the Copper Range Compa
ny, White Pine, Michigan.

The Notice of Investigation was pub
lished in the F e d e r a l  R e g is t e r  on 
August 4, 1978 (43 FR 34562). No

55489

public hearing was requested and none 
was held.

On August 6, 1976, the Department 
issued a certification of eligibility to 
apply for worker adjustment assist
ance applicable to workers at the 
White Pine Copper Company. (T A -W -  
788) That certification expired on 
August 6, 1978, two years from its date 
of issuance.

The determination was based upon 
information obtained principally from 
officials of White Pine Copper Divi
sion, its customers, the U.S. Depart
ment of the Interior, the U.S. Depart
ment of Commerce, the U.S. Interna
tional Trade Commission, industry an
alysts and Department files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met.

U.S. imports of refined copper in
creased from 384 thousand short tons 
in 1976 to 391 thousand short tons in 
1977 and rose from 164 thousand short 
tons in January-June 1977 to 327 
thousand short tons in January-June
1978. The ratio of imports to domestic 
copper production increased from 21.0 
percent in 1976 to 22.2 percent in 1977 
and rose from 15.0 percent in January- 
June 1977 to 35.9 percent in January- 
June 1978.

Price competition from imports of 
refined copper has adversely affected 
production and employment at White 
Pine. Imports of copper are affected 
by the differential between the domes
tic price for copper and the price es
tablished by the LM E (London Metal 
Exchange). When the LME price 
drops more than the estimated trans
portation cost of 5 cents per pound 
below the domestic producers price, 
the demand for imported copper in
creases. During the last nine months 
of 1977 and the first six months of 
1978, the average LM E price had 
fallen almost 8 cents per pound below 
the average domestic producers price.

The major factor contributing to de
pressed prices is an oversupply of do
mestic and imported copper as evi
denced by U.S. inventory levels for re
fined copper. U.S. inventories of re
fined copper were higher in every 
month of 1977, except December, 
when compared to the same month in
1976. Inventories in December 1977 
were less than one percent below De
cember 1976 levels. In the first nine 
months of 1978, inventory levels sur
passed levels in the same months of
1977, except for March which was only 
marginally below March 1977.

The abundant supply of copper 
stocks in the forseeable future pro
vides no reason for domestic consum
ers of copper to maintain ties with do-
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mestic producers for purposes of a 
guarantee against copper shortages. 
Consequently, in 1977 and in the first 
half of 1978, when many domestic 
copper producers curtailed production 
because of the depressed market price 
for copper, imports of refined copper 
increased in 1977 compared to 1976 
and doubled in the first half of 1978 
compared to the same period in 1977. 
A Departmental survey revealed that 
customers of White Pine decreased 
purchases from the subject firm and 
increased purchases of imported 
copper in the first half of 1978 com
pared to the first half of 1977.

Price pressure from imported copper 
has reduced the ability of domestic 
producers to profitably mine domestic 
ore and convert it to copper .concen
trate and refined copper. Estimated 
costs of ' production at White Pine 
during the period January-August 
1978 were above the price which 
White Pine received for its copper. As 
a result the company lost money and 
was forced to reduce production and 
employment levels at its copper divi
sion.

C o n c l u s io n

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with re
fined copper produced at the White 
Pine Copper Division of Copper Range- 
Company, White Pine, Michigan con
tributed importantly to the decline in 
sales or production and to the total or 
partial separation of workers of that 
firm. In accordance with the provi
sions of the act, I make the following 
certification:

All workers of the White Pine Copper Di
vision of Copper Range Company, White 
Pine, Michigan and workers of the Copper 
Range 'Company employed at the White 
Pine Copper Division, White Pine, Michigan 
who became totally or partially separated 
from employment on or after August 6, 1978 
are eligible to apply for adjustment assist
ance under Title II, Chapter 2 of the Trade 
Act of 1974.

Signed at Washington, D.C., this 
17th day of November 1978.

Ja m e s  F . T a y l o r , 
Director, Office of Management, 

Administration, and Planning.
[FR Doc. 78-33329 Filed 11-27-78; 8:45 am]

[4 5 1 0 -2 8 -M ]

[TA-W-4118]

W H IT M O  H A N D B A G S , IN C ,  N E W B U R G H , N .Y .

Certification R egarding Eligibility to A p p ly  fo r  
W orker A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of

TA-W-3843: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
August 28, 1978 in response to a 
worker petition received on August 25, 
1978 which was filed by the Interna
tional Leather Goods, Plastics and 
Novelty Workers’ Union on behalf of 
workers and former workers producing 
handbags at Whitmo Handbags, Incor
porated, Newburgh, New York.

The Notice of Investigation was pub
lished in the F ederal  R e g ist e r  on Sep
tember 8, 1978 (43 FR 40071). No 
public hearing was requested and none 
was held.

The determination was based upon 
information obtained principally from 
officials of Whitmo Handbags, Incor
porated its customers, the National 
Handbag Association, the U.S. Depart
ment of Commerce, the U.S. Interna
tional Trade Commission, industry an
alysts and Department files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met.

Aggregate U.S. imports of handbags 
increased absolutely and relative to 
domestic production in each year from- 
1974 to 1977 and increased absolutely 
in the first quarter of 1978 compared 
to the same period in 1977. Imports in
creased from 90.2 million units in 1976 
to~92.8 million units in 1977. Imports 
relative to domestic production in
creased from 111.1 percent in 1976 to 
116.6 percent in 1977.

Customers of Morris White Fash
ions, Inc., Whitmo’s parent corpora
tion and the firm for which Whitmo 
produced exclusively under contract, 
were surveyed by the Department and 
by the U.S. Department of Commerce. 
Most customers who were surveyed 
who reduced purchases from Morris 
White increased purchases of import
ed handbags.

C o n c l u s io n

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with ladies’ 
handbags produced at Whitmo Hand
bags, Incorporated, Newburgh, New  
York contributed importantly to the 
decline in sales or production and to 
the total or partial separation of work
ers of that firm. In accordance with 
the provisions of the Act, I make the 
following certification:

“All workers of Whtimo Handbags, Incor
porated, Newburgh, New York who became 
totally or partially separated from employ
ment on or after August 23, 1977 are eligible 
to apply for adjustment assistance under

Title II, Chapter 2 of the Trade Act of 
1974.’’

Signed at Washington, D.C., this 
17th day of November 1978.

H a r r y  J. G i l m a n , 
Acting Director, Office of 

Foreign Economic Research. 
[FR Doc. 78-33330 Filed 11-27-78; 8:45 am]

[45 10 -28 -M ]

[TA-W-4165]

B R E N T W O O D  FABR ICS C O R P ., N E W  Y O R K , 
N .Y .

Term ination of Investigation

Pursuant to Section 221 of the 
Trade Act of 1974, an investigation 
was initiated on September 19, 1978 in 
response to a worker petition received 
on September 14, 1978 which was filed 
on behalf of workers and former work
ers engaged in the dyeing, finishing 
and printing of gray goods at Brent
wood Fabrics Corporation, New York, 
N.Y.

The Notice of Investigation was pub
lished in the F ederal  R eg ister  on Oc
tober 27, 1978 (43 FR 50270). No public 
hearing was requested and none was 
held.

During the course of the investiga
tion, it was established that all work
ers of Brentwood Fabrics Corporation 
were separated from employment in 
August 1977. Section 223(b) of Trade 
Act of 1974 states that a certification 
under this section may not apply to 
any worker whose last total or partial 
separation from the firm or.appropri
ate subdivision of the firm occurred 
more than one year before the d&te of 
the petition under Title II, Chapter 2 
of the Trade Act of 1974. .

The date of the petition in this case 
is September 8, 1978. Since workers 
separated from employment at Brent
wood Fabrics Corporation prior to 
September 8, 1977 are not eligible for 
program benefits Under Title II, Chap
ter 2, Subchapter B of the Trade Act 
of 1974, continuation of this investiga
tion would serve no purpose. Conse
quently, the investigation has been 
terminated.

Signed at Washington, D.C. this 
20th day of November 1978.

M a r v in  M . F o o k s , 
Director, Office of 

Trade Adjustment Assistance.
[FR Doc. 78-33298 Filed 11-27-78; 8:45 am]
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[45T 0 -28 -M ]

[TA-W-3699]

RIDDELL, IN C ., C H IC A G O , ILL.

Determinations R egarding Eligibility To  A p p ly  
for W ork er A djustm ent Assistance

In accordance with Section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3699: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre
scribed in Section 222 of the Act.

The investigation was initiated on 
May 11, 1978 in response to a worker 
petition received on May 5, 1978 which 
was filed by the United Shoe Workers 
of America on behalf of workers and 
former workers producing men’s leath
er athletic and athleisure shoes at Rid
dell, Incorporated, Chicago, Illinois. 
The investigation revealed that the 
plant produces football helmets and 
athletic footwear.

The Notice of Investigation was pub
lished in the F e d e r a l  R e g is t e r  on 
May 30, 1978 (43 FR  23036). No public 
hearing was requested and none was 
held.

The determination was based upon 
information obtained principally from 
officials of Riddell, Incorporated, its 
customers, the Sporting Goods Manu
facturers Association, the U.S. Depart
ment of Commerce, the U.S. Interna
tional Trade Commission, industry an
alysts and Department files.

In order to make an affirmative de
termination and issue a certification of 
eligibility to apply for adjustment as
sistance each of the group eligibility 
requirements-of Section 222 of the Act 
must be met. W ith respect to workers 
engaged in employment related to the 
production of football helmets, with
out regard to whether any of the 
other criteria have been met, the fol
lowing criterion has not been met:

That increases of imports of articles like 
or directly competitive with articles pro
duced by the firm or appropriate subdivi
sion have contributed importantly to the 
separations, or threat thereof, and to the 
absolute decline in sales or production.

Imports of football helmets are not 
separately identifiable in the official 
trade statistics. Industry sources indi
cate, however, that imports of football 
helmets are negligible.

With respect to workers engaged in 
employment related to the production 
of athletic footwear all of the group 
eligibility requirements have been 
met.

U.S., imports of athletic footwear in
creased both absolutely and relative to 
domestic production during 1977 com
pared to 1976.

Several customers surveyed who pur
chased football and baseball shoes 
from Riddell either reduced purchases

from Riddell while increasing pur
chases of imports or reduced pur
chases from Riddell relative to their 
purchases of imported football and 
baseball shoes.

C o n c l u s io n

After careful review of the facts ob
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with ath
letic footwear produced at Riddell, In
corporated, Chicago, Illinois contribut
ed importantly to the decline in sales 
or production and to the total or par
tial- separation of workers engaged in 
employment related to such produc
tion at that firm.

In accordance with the provisions of 
the Act, I make the following certifica
tion:
' “All workers engaged in employment re

lated to the production and distribution of 
athletic footwear at Riddell, Incorporated, 
Chicago, Illinois who became totally or par
tially separated from employment on or 
after April 27, 1977 are eligible to apply for 
adjustment assistance under Title II, Chap
ter 2 of the Trade Act of 1974.“

I further determine that workers en
gaged in employment related to the 
production of football helmets at Rid
dell, Incorporated, Chicago, Illinois 
are denied eligibility to apply for ad
justment assistance under Title II, 
Chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C. this 
20th day of November 1978.

H a r r y  J. G il m a n , 
Acting Director, Office 

of Foreign Economic Research.
[FR Doc 78-33320 Filed 11-27-78; 8:45 am]

[7510-01-M ]

NATIO NAL AERONAUTICS A N D  
SPACE ADMINISTRATION

[Notice 78-651

IM P R O V IN G  G O V E R N M E N T  R E G U L A TIO N S  

Final Report

AGENCY: National Aeronautics and 
Space Administration.
ACTION: Final Report.
SUM M ARY: NASA is issuing this 
notice to implement Executive Order 
12044 and to publish its Final Report. 
The Report describes procedures for 
developing new regulations, criteria 
for defining a significant agency regu
lation, criteria for defining regulations 
requiring regulatory analysis and cri
teria for selecting existing regulations 
for review.

Because of the nature of N ASA ’s 
work, few significant regulations are 
anticipated and only an occasional reg
ulation will require a regulatory analy
sis. NASA is a research and develop

ment agency and generally does not 
issue regulations with any significant 
impact on the public.

A  process for reviewing NASA regu
lations, both internal and those pub
lished in 14 CFR Chapter V, is in place 
and predates the Executive Order. For 
this reason, the agency believes that 
development of a new plan for review
ing existing regulations is unnecessary 
and not required by the Executive 
Order.
EFFECTIVE DATE: November 28,
1978.
ADDRESS: Director, Information Sys
tems Division (Code NSM-12), Office 
of Management Operations, NASA  
Headquarters, Washington, D.C. 
20546.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

Richard Reeves, 202-755-3924 or
Joan Cavanaugh, 202-755-3219.

SUPPLEM ENTAR Y  INFORM ATION: 
On May 22, 1978, NASA published in 
the Federal Register (43 FR 21981) its 
First Report implementing Executive 
Order 12044. The public was invited to 
send written comments on this Report 
by July 21, 1978. The only comments 
received by NASA were from the Task 
Force on Sex Discrimination, Depart
ment of Justice. Two comments from 
the Task Force concerned review of 
existing and future regulations to 
eliminate gender-specific language. 
NASA is committed to eliminating the 
use of such language not only in 
public regulations but also in internal 
management directives. NASA Hand
book 1410.12 (currently in final coordi
nation) on preparation of directives 
and regulations requires the use of 
sex-neutral terminology and a review 
procedure ensures the elimination of 
such language. Many regulations have 
already been reviewed and revised to 
eliminate such language. To reinforce 
this commitment the paragraph on 
“Policy” in this Report is revised to 
add a sentence on the subject.

N ASA ’s recently revised manage
ment directives system, which consists 
of both internal directives and regula
tions published in 14 CFR Chapter V, 
in our judgment includes the underly
ing policy expressed in EO 12044. It 
also requires initiating offices to 
review annually all regulations and 
revise or cancel them if appropriate.

N ASA ’s. First Report stated that 14 
CFR Subparts 1204.4 and 1204.508 
were being Reviewed. A  revision of 14 
CFR Subpart 1204.4 correcting organi
zational titles is scheduled for comple
tion by December 31, 1978. A  revision 
to N ASA ’s enforcement plan for Title 
VI, Civil Rights Act of 1964, was sent 
to thé Department of Justice. When 
that plan is approved by the Depart -
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ment of Justice, NASA will revise 14 
CFR 1204.508.

A  review of all other NASA regula
tions in 14 CFR Chapter V  was com
pleted during the summer of 1978. 
Regulations no longer necessary are 
being canceled. Those requiring revi
sion were identified and scheduled for 
updating. Revisions are now in process 
or scheduled for action. Another 
annual review of all regulations in 14 
CFR Chapter V  is scheduled for com
pletion in August 1979. Based on this 
review, unnecessary regulations will be 
canceled and those requiring revision 
will be scheduled for update.

Because reviews are now required on 
an annual basis, and have recently 
been done, NASA does not propose to 
establish an additional review. Written 
comments concerning existing regula
tions in 14 CFR Chapter V  are invited 
at any time and will be considered 
during the annual review.

P ro cess  F or  D e v e lo p in g  R e g u l a t io n s

NASA is revising its internal direc
tive on development of CFR regula
tions to comply with Executive Order 
12044. The revised directive (NASA  
Management Instruction 1410.10B) 
should be finalized in the near future 
and will include the following provi
sions implementing Executive Order 
12044.

POLICY

Regulations will be written clearly 
and concisely. Sex-neutral terminology 
will be used in all regulations. A  regu
lation will be issued or continued only 
if it is necessary for the effective and 
efficient performance of an agency 
function. Before adopting a regula
tion, meaningful alternatives and costs 
of compliance, paperwork and other 
burdens on those affected will be con
sidered.

SIGNIFICANT AGENCY REGULATIONS

Any regulation that meets one or 
more of the following criteria will be 
considered significant:

(1) It is a matter of major concern to 
the public, especially if substantial 
public comments are anticipated;

(2) It may impose heavy compliance 
and reporting burdens on the public, 
especially on small business;

(3) It may substantially affect the 
quality of the environment, and the 
public health and safety; and

(4) It involves important NASA  
policy which will require substantial 
resources to develop and enforce.

REGULATIONS REQUIRING REGULATORY 
ANALYSIS

A  draft Regulatory Analysis shall be 
prepared for each proposed significant 
regulation which:

(1) could have an annual effect on 
the economy of $100 million or more;

(2) Could cause a major increase in 
costs or prices for individual indus
tries, levels of government or geo
graphic regions; or

(3) The Administrator determines 
deserves such analysis.

Each draft Regulatory Analysis 
shall contain:

(1 )  A  succinct statement of the prob
lem or policy objective;

(2) A  description of the major alter
native ways of dealing with the prob
lem that were considered by the 
agency;

(3) An analysis of the economic con
sequences of each of these alterna
tives;

(4) A  detailed explanation of the rea
sons for choosing one alternative over 
the others; and

(5) The urban and community analy
ses required by Office of Management 
and Budget Circular A-116.

Each advance notice or notice of 
proposed rulemaking on a proposal re
quiring a Regulatory Analysis shall 
contain an explanation of the regula
tory approach that has been selected 
or is favored, a short description of 
the other alternatives considered, and 
a statement of how the public may 
obtain a copy of the draft Regulatory 
Analysis.

A  final Regulatory Analysis shall be 
prepared and made available when the 
final regulations are published.

DETERMINATIONS REQUIRED

(1) When the need for a regulation is 
identified, the initiating office Cthe 
office having the need) immediately 
will determine, in consultation with 
the Office of General Counsel, wheth
er the regulation:

Would have external impact requir
ing that it be published in 14 CFR  
Chapter V;

(b ) Meets the criteria for a signifi
cant regulation;

(c) Requires a regulatory analysis or 
is one that may require such analysis 
and therefore must be referred to the 
Administrator for a determination.

(2) If an affirmative determination is 
made under (1) (b ) or (c), the initiat
ing office will submit a written report 
to the Administrator after coordina
tion with the Directives System Man
ager and the Office of General Coun
sel. The report will describe the nature 
of the required regulations, the issues 
to be considered, the alternative ap
proaches to be explored, a tentative 
plan for obtaining public comment, 
target dates for completion of steps in 
the development of the regulations, 
the responsible official, proposed co
ordination and the determinations 
made under (1). Subsequent changes 
in this information will be reported in 
a timely fashion.

(3) For those regulations requiring a 
regulatory analysis, the initiating 
office will submit a draft analysis to 
the Administrator as part of the 
report required in (2). The draft regu
latory analysis will incorporate the 
urban and community analyses re
quired by Office of Management and 
Budget Circular A-116.

DOCUMENTATION FOR APPROVAL OF 
SIGNIFICANT REGULATIONS

The initiating office shall insure 
that each proposed or final “signifi
cant” regulation submitted to the Ad
ministrator includes sufficient docu
mentation to establish the following:

(1) The proposed regulation is 
needed;

(2) The direct and indirect effects of 
the regulation have been adequately 
considered;

(3) Alternative appraches have been 
considered and the least burdensome 
of the acceptable alternatives has been 
chosen;

(4) Public comments have been con
sidered and an adequate response has 
been prepared;

(5) The regulation is written in plain 
English and is understandable to those 
who must comply with it;

(6) An estimate has been made of 
the new reporting burdens or record
keeping requirements necessary for 
compliance with the regulation;

(7) The name, address and telephone 
number of a knowledgeable agency of
ficial is included in the publication; 
and

(8) A  plan for evaluating the regula
tion after its issuance has been devel
oped.

COORDINATION

Federal Register regulations will be 
coordinated in the same manner as 
other NASA  directives (see NASA  
Handbook 1410.12). The procedure for 
consultation with state and local gov
ernment officials, or their representa
tives, established by the March 23, 
1978, Memorandum from the Presi
dent will be followed.

APPROVAL

The Administrator will approve all 
proposed and final rules to be pub
lished in the F ederal  R e g ist e r . If the 
regulation is “significant,” the Admin
istrator will consider the 8 factors de
scribed abov.e before approving the 
regulations.

OPPORTUNITY FOR PUBLIC PARTICIPATION

(1) Policy. NASA shall give the 
public an early and meaningful oppor
tunity to participate in its rulemaking 
activities.

(2) Significant Regulations
(a ) To give the public an early op

portunity to participate in the devel-
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opment of N ASA ’s significant regula
tions, initiating offices will consider 
the following:

(i) Publishing an advance notice of 
proposed rulemaking;

(ii) Holding open conferences or 
public hearings;

(iii) Sending notices of proposed 
rules to publications likely to be read 
by those affected; and

(iv) Notifying interested parties di
rectly,

(b) Public comment period for pro
posed significant regulations will be at 
least 60 days unless the Administrator 
determines in a given case that this is 
not possible. Should this occur a brief 
statement of the reasons for a shorter 
period will be included in the pream
ble to the regulation.

(3) Other Regulations. In keeping 
with the spirit of Executive Ord'er 
12044, other proposed rules for which 
a public comment period is required 
will provide a 60-day public comment 
period whenever possible. If this is not 
possible, at least a 30-day comment 
period will be provided unless the Ad
ministrator authorizes a shorter time 
period.

(4) Consideration of Comments. Rel
evant comments will be considered and 
incorporated into the final regulations 
as appropriate.

SEMIANNUAL AGENDA OF SIGNIFICANT 
REGULATIONS

Each Program and Staff Office, 
through its Directives Manager, will 
submit a report (RCS 10000000774) to 
the Directives System Manager (Code 
NSM) by the second Monday of Sep
tember and the second Monday of 
March. The report will describe the 
significant regulations being consid
ered by that office, the need and legal 
basis for the action being considered, 
the name and phone number of a 
knowledgeable official, whether a reg
ulatory analysis is required and the 
status of regulations previously report
ed. The report will be submitted in the 
format depicted in an attachment to 
NASA Management Instruction 
1410.10B; negative responses are re
quired. Reports will be consolidated by 
the Directives System Manager into a 
semiannual agenda of significant regu
lations for publication in the F ederal  
R egister  on the first Monday of Octo
ber and the first Monday of April. In 
addition, the agenda will include exist
ing regulations scheduled for review Jn 
accordance with the paragraph enti
tled Review. The Administrator will 
approve the agenda before it is pub
lished. Supplements may be issued if 
necessary.

REVIEW

Review of existing regulations in the 
Code of Federal Regulations will be 
accomplished through the annual 
review of the NASA Management Dir
ectives System. In this review initiat
ing offices shall also consider:

(1) The continued need for the regu
lation;

(2) The type and number of com
plaints or suggestions received;

(3) The burdens imposed on those 
directly or indirectly affected by the 
regulations;

(4) The need to simplify or clarify 
language;

(5) The need to eliminate overlap
ping and duplicative regulations; and

(6) The length of time since the reg
ulation has been evaluated or the 
degree to which technology, economic 
conditions or other factors have 
changed in the area affected by the 
regulation.

R o ber t  A. F r o s c h , 
Administrator.

[FR Doc. 78-33117 Filed 11-27-78; 8:45 am]

[7555-01-M ]

NATIO N AL  SCIENCE FOUNDATION

N A T IO N A L  M A G N E T  L A B O R A T O R Y  V IS IT IN G  
S U B C O M M ITTE E  O F  TH E  A D V IS O R Y  C O M 
M ITTEE FO R  M A TE R IA LS  R ESEAR CH

M ee ting

In accordance with the Federal Advi
sory Committee Act, Pub. L. 92-463, 
the National Science Foundation an
nounces the following meeting.
Name: National Magnet Laboratory Visiting 

Subcommittee of the Advisory Committee 
for Materials Research.

Date and Time: December 14, 1978—9:00 
a.m. to 5:00 p.m., December 15, 1978—9:00 
a.m. to 5:00 p.m.

Place: Francis Bitter National Magnet Labo
ratory, Massachusetts Institute of Tech
nology, 170 Albany Street, Cambridge, 
Massachusetts.

Type of Meeting: December 14, 1978—Open: 
9:00 a.m. to 5:00 p.m., December 15, 1978— 
Closed: 9:00 a.m, to 5:00 p.m. Contact 
Person: Dr. William Bernard, Senior Staff 
Associate/Mathematical, Physical Sci
ences and Engineering, Room 307, Nation
al Science Foundation, Washington, D.C. 
20550, Telephone (202) 632-7307,

Summary Minutes: May be obtained from 
the Committee Management Coordinator, 
Division of Financial and Administrative 
Management, Room 248, National Science 
Foundation, Washington, D.C. 20550. 

Purpose of Subcommittee: To provide the 
Foundation with specific guidance as to 
how the National Magnet Laboratory may 
best serve as a national facility responsive 
to the needs of the scientific community. 

Agenda: December 14, 1978. Welcome—Dr. 
Robert A. Alberty, Dean of Science, Mas
sachusetts Institute of Technology. Intro

duction—Prof. Benjamin Lax, Director, 
National Magnet Laboratory , (NML). 
Magnet Technology—Dr. D. Bruce Mont
gomery. Magnetism and Superconducti
vity—Dr. Simon Foner. Motional Stark 
Spectroscopy—Dr. Michael Rosenbluh. 
High Field Thin Film Superconductors— 
Prof. Malcolm R. Beasley, Stanford Uni
versity. Structure and Dynamics of Pro
teins in Solution—Dr. Christopher M. 
Dobson, Harvard University. Negative Hy
drogen Ions in Semiconductors—Dr. David 
M. Larsen. Laboratory Tour—Prof. Benja
min Lax. High Field dHvA Effects—Prof. 
Douglas H. Lowndes, University of 
Oregon. Cellular and Subcellular Effects 
of Magnetic Field—Dr. Richard Frankel. 
Magnetics and Ophthalmology—Dr. David 
Lobel, Tel Aviv University, Israel. Individ
ual visits by Visiting Subcommittee Mem
bers with Laboratory Staff.

D ecem ber  15, 1978
CLOSED SESSION (9:00 A.M. TO 5:00 P.M.)

Evaluation of the management, operation, 
and programs of the NML.
Reason for Closing: The program being re

viewed includes information of a propri
etary or confidential nature, including 
technical information, financial data such 
as salaries, and personal information con
cerning individuals associated with the 
proposals. These matters are within ex
emption (4) and (6) of 5 U.S.C. 552b(c), 
Government in the Sunshine Act. 

Authority To Close Meeting: This determi
nation was made by the Committee Man
agement Officer pursuant to provisions of 
Section 10(d) of Pub. L. 92-463. The Com
mittee Management Officer was delegated 
the authority to make such determina
tions by the Acting Director, NSF, on Feb
ruary 18, 1977.

M. R ebecca W in k l e r , 
Committee Management 

Coordinator.
N o v e m b e r  22, 1978.

[FR Doc. 78-35331 Filed 11-27-78; 8:45 am]

[7590-01-M ]

NUCLEAR REGULATORY  
COMM ISSION

[Docket Nos. 50-329 and 50-330]

C O N S U M E R S  P O W ER  C O . (M ID L A N D  P L A N T, 
U N ITS  1 A N D  2 )

O rd e r Extending Construction Com pletion 
Dates

Consumers Power Company is the 
holder of Construction Permits Nos. 
CPPR-81 and CPPR-82, issued by the 
Atomic Energy Commission* on De
cember 15, 1972, for construction of

•Effective January 19, 1975, the Atomic 
Energy Commission became the Nuclear 
Regulatory Commission, and Permits in ef
fects on that day were continued under the 
authority of the Nuclear Regulatory Com
mission.
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the Midland Plant, Units 1 and 2, 
which is presently under construction 
at the licensee’s site in Midland 
County, Michigan.

On August 29, 1977, Consumers 
Power Company filed a request for an 
extension of the completion dates be
cause construction has been delayed 
due to:

1. Réévaluation of construction time 
due to changing project scope and in
dustry experience.

2. Switching the completion se
quence of Unit 1 and Unit 2,

3. Adverse financial conditions pre
vailing in 1974 and 1975, and

4. Initial mobilization of the archi
tect-engineer after issuance of the con
struction permit.

This action involves no significant 
hazards consideration; good cause has 
been shown for delay; and the exten
sion is for a reasonable period, the 
bases for which are set forth in an 
NRC staff evaluation dated November 
17,1978.

A  negative declaration and an envi
ronmental impact appraisal have been 
prepared and are available, as are the 
above stated documents, for public in
spection at the Commission’s Public 
Document Room, 1717 H Street NW., 
Washington, D.C. 20555, and at the 
Grace Dow Memorial Library, 1710 W. 
St. Andrews Road, Midland, Michigan 
48640.

It is hereby ordered that the latest 
completion dates for Construction 
Permits Nos. CPPR-81 and CPPR-82 
are extended from December 1, 1978, 
and December 1, 1979, to October 1, 
1982, and October 1, 1981 for Units 1 
and 2, respectively.

Date of Issuance: November 17, 1978.
For the Nuclear Regulatory Com

mission.
R oger S. B o yd ,

Director, Division of Project 
Management, Office of Nuclear 
Reactor Regulation.

[FR Doc. 78-33201 Filed 11-27-78; 8:45 am]

[7590-01-M ]

NUCLEAR REGULATORY 
COMMISSION

E X P O R T A T IO N  O F  N U C LE A R  FACILITIES O R  
M A TER IA LS

Applications For Licenses

Pursuant to 10 CFR 110.70, “Public 
Notice of Receipt of an Application”, 
please take notice that the Nuclear 
Regulatory Commission has received 
the following applications for export 
licenses. A  copy of each application is 
on file in the Nuclear Regulatory 
Commission’s Public Document Room 
located at 1717 H Street, N.W., Wash
ington, D.C.

Dated this day, November 17, 1978, 
at Bethesda, Maryland.

For the Nuclear Regulatory. Com
mission.

James R. Shea , 
Director, Office of 

International Programs.

Name of applicant, date of application, date received, 
application number

Quantity—Special nuclear
Material type material in kilograms End-use

Total element Total isotope

Country of 
ultimate 

destination

Edlow International Oct. 20, 1978, Nov. 1, 1978, 3.55 pet enriched uranium....
XSNM01403

Edlow International. Oct. 30, 1978, Nov. 1, 1978, XU08436 Natural uranium........... .

Mitsubishi International, Oct. 30, 1978, Nov. 7, 1978, 3.25 pet enriched uranium.... 
XSNM014G4

Mitshbishi International. Oct. 31. 1978, Nov. 7, 1978, 2.85 pet enriched uranium.... 
XSNM01405

Nissho-Iwal Corp.. Nov. 3, 1978, Nov. 8, 1978, XSNM01408 93.30 pet enriched uranium..

61,750 2,190 First and second reload fuel West
for Forsmark I. Germany.

10,000 For research and lab studies South Korea,
at Korea Nuclear Fuel 
Institute.

15,247 496 Reload fuel for Ohi Unit I ... Japan.

11,983 342 Reload fuel for Mihama 3.... Do.

47.162 44.003 Fuel for JMTR, JRR-2 and Do.
JRR-4.

[FR Doc. 78-33206 Filed 11-27-78; 8:45am]

[75 90 -01 -M ]

[Dockets Nos. 50-250 and 50-251] 
FLO R ID A  P O W ER  & LIG H T C O .

Issuance o f Am endm ents to Facility O p e ra tin g  
Licenses

The U.S. Nuclear Regulatory Com
mission (the Commission) has issued 
Amendments Nos. 42 and 34 tp Facili
ty Operating Licenses Nos. DPR-31 
and DPR-41, respectively, issued to 
Florida Power &  Light Co. These 
amendments revise the Appendix A  
Technical Specifications for operation 
of the Turkey Point Plant Unit Nos. 3 
and 4, located in Dade County, Flor
ida. The amendments are effective 60 
days after the date of issuance.

The amendments revise the Techni
cal Specifications to incorporate limit
ing conditions for operation and sur
veillance requirements for existing fire 
protection systems and administrative 
controls.

The application for the amendments 
complies with the standards and re

quirements of the Atomic Energy Act 
of 1954, as amended (the Act), and the 
Commission’s rules and regulations. 
The Commission has made appropri
ate findings as required by the Act and 
the Commission’s rules and regula
tions in 10 CFR Chapter I, which are 
set forth in the license amendment. 
Prior public notice of these amend
ments was not required since the 
amendments do not involve a signifi
cant hazards consideration.

The Commission has determined 
that the issuance of these amend
ments will not result in any significant 
environmental impact and that pursu
ant to 10 CFR 51.5(d)(4) and environ
mental impact statement or negative 
declaration and environmental impact 
appraisal need not be prepared in con
nection with issuance of these amend
ments.

For further details with respect to 
this action, see (1) the application for 
amendments dated December 22, 1977, 
(2) Amendments Nos. 42 and 34 to Li

censes Nos. DPR-31 and DPR-41 and
(3) the Commission’s letter of Novem
ber 25, 1977 transmitting proposed fire 
protection Technical Specifications 
and the related Safety Evaluation. All 
of these items are available for public 
inspection at the Commission’s Public 
Document Room 1717 H  Street NW., 
Washington, D.C. and at the Environ
mental &  Urban Affairs Library, Flor
ida International University, Miami, 
Florida 33199. A  copy of items (2) and
(3) may be obtained upon request ad
dressed to the U.S. Nuclear Regula
tory Commission, Washington, D.C. 
20555, Attention: Director, Division of 
Operating Reactors.

Dated at Bethesda, Maryland this 
8th day of November 1978.

For the Nuclear Regulatory Com
mission.

A. Sch w encer ,
Chief, Operating Reactors 

Branch No. 1, Division of Op
erating Reactors.

[FR Doc. 78-33203 Filed 11-27-78; 8:45 ami

FEDERAL REGISTER, V O L . 43, N O . 229— T U E S D A Y , N O V E M B E R  28, 1978



NOTICES 55495

[7590-01-M ]

[Docket No. 50-219]

JER SEY C E N TR A L  P O W ER  & L IG H T C O .

Issuance o f A m e nd m e nt to Provisional 
O p e ra tin g  License

The UJS. Nuclear Regulatory Com
mission (the Commission) has issued 
Amendment No. 33 to Provisional Op
erating License No. DPR-16, issued to 
Jersey Central Power &  Light Compa
ny (the licensee), which revised the 
Technical Specifications for operation 
of the Oyster Creek Nuclear Generat
ing Station (the facility) located in 
Ocean County, New Jersey. The 
amendment is effective as of its date 
of issuance.

The amendment revises the 
M APLH GR limits for Exxon Fuel 
types III E, III F, V, and V  B, and adds 
a M APLH G R  multiplier.

The application for amendment 
complies with the standards and re
quirements of the Atomic Energy Act 
of 1954, as amended (the Act), and the 
Commission’s rules and regulations. 
The Commission has made appropri
ate findings as required by the Act and 
the Commission’s rules and regula
tions in 10 CFR Chapter I, which are 
set forth in the license amendment.

Notice of Proposed Issuance of 
Amendment to Provisional Operating 
License in connection with this action 
was published in the F ederal  R e g ist e r  
on September 11, 1978 (43 FR  40329). 
No request for a hearing or petition 
for leave to intervene was filed follow
ing notice of the proposed action.

The Commission has determined 
that the issuance of this amendment 
will not result in any significant envi
ronmental impact and that pursuant 
to 10 CFR 51.5(d)(4) an environmental 
impact statement or negative declara
tion and environmental impact ap
praisal need not be prepared in con
nection with issuance of this amend
ment.

For further details with respect to 
this action, see (1) the application for 
amendment dated May 30, 1978, and 
supplements thereto dated June 6, 
1978 and October 3, 1978, (2) Amend
ment No. 33 to License No. DPR-16, 
and (3) the Commission’s related 
Safety Evaluation. All of these items 
are available for public inspection at 
the Commission’s Public Document 
Room, 1717 H Street NW., Washing
ton, D.C., and at the Ocean County Li
brary, Brick Township Branch, 401 
Chambers Bridge Road, Brick Town, 
New Jersey 08723. A  copy of items (2) 
and (3) may be obtained upon request 
addressed to the U.S. Nuclear Regula
tory Commission, Washington, D.C. 
20555, Attention: Director, Division of 
Operating Reactors.

Dated at Bethesda, Maryland, this 
11th day of November, 1978.

For the Nuclear Regulatory Com
mission.

D e n n is  L. Z ie m a n n , 
Chief, Operating Reactors 

Branch No. 2, Division of Op
erating Realtors.

[FR Doc. 78-33204 Filed 11-27-78, 8:45 am]

[75 90 -01 -M ]

[Docket Nos. 50-329 and 50-330] 

M ID L A N D  P L A N T, U N IT  N O S . 1 A N D  2

N e g a tive  Declaration Supporting: Extension of
Construction Permits N o . CPPR -81 and
CP P R -82  Expiration Dates

The U.S. Nuclear Regulatory Com
mission (the Commission) has re
viewed the Consumers Power Compa
ny (permittee) request to extend the 
expiration date of the construction 
permits for the Midland Plant, Unit 
Nos. 1 and 2 (CPPR-81 and CPPR-82) 
which is located in Midland County in 
the State of Michigan. The permittee 
requested a forty-six month extension 
to permit CPPR-81 through October 
1, 1982 and a twenty-two month exten
sion to permit CPPR-82, through Oc
tober 1, 1981, to allow for completion 
of construction of the plant.

The Commission’s Division of Site 
Safety and Environmental Analysis 
has prepared an environmental impact 
appraisal relative to these changes to 
CPPR-81 and CPPR-82. Based on this 
appraisal, the Commission has con
cluded that an environmental impact 
statement for this particular action is 
not warranted because there will be no 
environmental impact attributable to 
the proposed action other than that 
which has already been described in 
the Commission’s Final Environmen
tal Statement—Construction Permit 
stage.

The environmental impact appraisal 
is available for public inspection at the 
Commission’s Public Document Room, 
1717 H Street NW., Washington, D.C. 
and at the Grace Dow Memorial Li
brary, 1710 W.'St. Andrews Road, Mid
land, Mich.

Dated at Bethesda, Md., this 17th 
day of November 1978.

For the Nuclear Regulatory Com
mission.

W m . H. R e g a n , Jr., 
Chief, Environmental Projects 

Branch 2, Division of Site 
Safety and Environmental 
Analysis.

IFR Doc. 78-33202 Filed 11-27-78; 8:45 am]

[75 90 -01 -M ]

R E G U L A TO R Y  G U ID E  

Notice o f lu u a n c e  an d A v a ila b ility

The Nuclear Regulatory Commission 
has issued a new guide in its Regula
tory Guide Series. This series has been 
developed to describe and make availa
ble to the public methods acceptable 
to the NRC staff of implementing spe
cific parts of the Commission’s regula
tions and, in some cases, to delineate 
techniques used by the staff in evalu
ating specific problems or postulated 
accidents and to provide guidance to 
applicants concerning certain of the 
information needed by the staff in its 
review of applications for permits and 
licenses.

Regulatory Guide 8.24, “Health 
Physics Surveys During Enriched Ura
nium-235 Processing and Fuel Fabrica
tion,” specifies the types and frequen
cies of surveys that are acceptable to 
the NRC  staff for the protection of 
workers in plants licensed by the NRC  
for processing enriched uranium and 
for the fabrication of uranium fuel. 
This guide provides guidance to appli
cants in preparing license applications 
and to licensees in establishing accept
able survey programs to detect radi
ation exposure in accordance with the 
“as low as is reasonably achievable” 
(A LA R A ) philosophy.

Comments and suggestions in con
nection with (1) items for inclusion in 
guides currently being developed or (2) 
improvements in all published guides 
are encouraged at any time. Public 
comments on Regulatory Guide 8.24 
will, however, be particularly useful in 
evaluating the need for an early revi
sion if received by January 25, 1979.

Comments should be sent to the Sec
retary of the Commission, U.S. Nucle
ar Regulatory Commission, Washing
ton, D.C. 20555, Attention: pocketing 
and Service Branch.

Regulatory guides are available for 
inspection at the Commission’s Public 
Document Room, 1717 H Street NW., 
Washington, D.C. Requests for single 
copies of the latest revision of issued 
guides (which may be reproduced) or 
for placement on an automatic distri
bution list for single copies of future 
guides in specific divisions should be 
made in writing to the U.S. Nuclear 
Regulatory Commission, Washington, 
D.C. 20555, Attention: Director, Divi
sion of Technical Information and 
Document Control. Telephone re
quests cannot be accommodated. Reg
ulatory guides are not copyrighted, 
and Commission approval is not re
quired to reproduce them.
(5 U.S.C. 552(a))

Dated at Rockville, Md., this 20th 
day of November 1978.
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For the Nuclear Regulatory Com

mission.
R a y  G . S m it h , 

Acting Director, Office, 
of Standards Development. 

[FR Doc. 78-33207 Filed 11-27-78; 8:45 am]

[7590-01-M ]

[Docket Nos. 50-259, 50-260 and 50-2961

TENNESSEE V A L L E Y  A U T H O R IT Y

Issuance o f A m endm ents to Facility O p e ra tin g  
License

The U.S. Nuclear Regulatory Com
mission (the Commission) has issued 
Amendment No. 44 to Facility Operat
ing License No. DPR-33, Amendment 
NO. 40 to Facility Operating License 
No. DPR-52, and Amendment No. 17 
to Facility Operating License No. 
DPR-68 issued to Tennessee Valley 
Authority (the licensee), which revised 
the Technical Specifications for oper
ation of the Browns Ferry Nuclear 
Plant, Unit Nos. 1, 2, and 3 (the facili
ty) located in Limestone County, Ala
bama. The amendments are effective 
as of the date of issuance.

These amendments change the 
Technical Specifications to (1) permit 
the average power range monitor 
system to be inoperable in the refuel 
mode, provided the source range moni
tors are connected to give a noncoinci
dence, high flux scram; (2) permit less 
than three intermediate range moni
tors (IRM s) per trip channel to be op
erable in the shutdown or refuel 
modes, provided at least four IRMs 
(one in each core quadrant) are con
nected to give a non-coincidence, high 
flux scram; (3) clarifies ambiguous 
portions of the Technical Specifica
tions related to the rod block monitor 
system; (4) removes reference to an ob
solete 1968 version of an ASTM  proce
dure; (5) modifies the list of snubbers 
that are required to be operable; (6) 
removes a specification for additional 
tests of secondary containment that 
only applied during the first fuel cycle 
for each Browns Ferry Unit, and (7) 
changes one of the four locations 
where milk samples are collected.

The applications for the amend
ments comply with the standards and 
requirements of the Atomic Energy 
Act of 1954, as amended (the Act), and 
the Commission’s rules and regula
tions. The Commission has made ap
propriate findings as required by the 
Act and the Commission’s rules and 
regulations in 10 CFR Chapter I, 
which are set forth in the license 
amendments. Prior public notice of 
these amendments was not required 
since the amendments do not involve a 
significant hazards consideration.

The Commission has determined 
that the issuance of these amend
ments will not result in any significant

NOTICES

environmental impact and that pursu
ant to 10 CFR 51.5(d)(4) an environ
mental impact statement, or negative 
declaration and environmental impact 
appraisal need not be prepared in con
nection with issuance of these amend
ments.

For further details with respect to 
this action, see (1) the applications for 
amendments dated August 2, 1978 and 
August 11, 1978, (2)- Amendment No. 
44 to License No. DPR-33, Amend
ment No. 40 to License No. DPR-52, 
and Amendment No. 17 to License No. 
DPR-68, and (3) the Commission’s re
lated Safety Evaluation. A ll of these 
items are available for public inspec
tion at the Commission’s Public Docu
ment Room, 1717 H Street NW., 
Washington, D.C., and at the Athens 
Public Library, Soùth and Forrest, 
Athens, Alabama 35611. A  copy of 
items (2) and (3) may be obtained 
upon request addressed to the U.S. 
Nuclear Regulatory Commission, 
Washington, D.C. 20555, Attention: Di
rector, Division of Operating Reactors.

Dated at Bethesda, Maryland, this 
16th day of November 1978.

For the Nuclear Regulatory Com
mission.

T h o m a s  A. I p p o l it o , 
Chief, Operating Realtors 

Branch No. 3, Division of Op
erating Reactors.

[FR Doc. 78-33205 Filed 11-27-78, 8:45 am]

[7905-01-M ]

RAILROAD RETIREMENT BOARD

R A IL R O A D  R ETIREM ENT S UPPLEM EN TA L 
A N N U IT Y  P R O G R A M

D eterm ination of quarterly  rate o f excise tax

In accordance with directions in Sec
tion 3221(c) of the Railroad Retire
ment Tax Act (26 U.S.C. § 3221(c)), the 
Railroad Retirement Board has deter
mined that the excise tax imposed by 
such Section 3221(c) on every employ
er, with respect to having individuals 
in his employ, for each man-hour for 
which compensation is paid by such 
employer for services rendered to him 
during the quarter beginning January 
1, 1979, shall be at the rate of twelve 
and one-half cents.

In accordance with directions in 
Secton 15(a) of the Railroad Retire
ment Act of 1974, the Railroad Retire
ment Board has determined that for 
the quarter beginning January 1, 1979, 
17.4 percent of the taxes collected 
under Sections 3211(b) and 3221(c) of 
the Railroad Retirement Tax Act shall 
be credited to the Railroad Retire
ment Account and 82.6 percent of the 
taxes collected under such Sections 
3211(b) and 3221(c) plus one hundred 
percent of the taxes collected under

Section 3221(d) of the Railroad Retire
ment Tax Act shall be credited to the 
Railroad Retirement Supplemental 
Account.

Dated: November 20, 1978.
By Authority of the Board.

R . F . B u t l e r , 
Secretary of the Board. 

[FR Doc. 78-33232 Filed 11-27-78; 8:45 am]

[8010-01-M ]

SECURITIES A N D  EXCHANGE  
COMMISSION

[Rel. No. 20770; 70-6082]

A P P A L A C H IA N  P O W ER  C O ., ET A L

Proposed Issuance an d Sale o f Notes to Banks 
b y  H old ing C o m p a n y and Capita l Contribu
tions b y  H old ing C o m p a n y to Subsidiaries

N o v e m b e r  14, 1978. 
In the matter of Appalachian Power 

Company, 40 Franklin Road, Roanoke, 
Virginia 24009, Indiana &  Michigan 
Electric Company, 2101 Spy Run 
Avenue, Fort Wayne, Indiana 46801, 
Kentucky Power Company, 15th 
Street and Carter Avenue, Ashland, 
Kentucky 41101, Ohio Power Compa
ny, 301 Cleveland Avenue SW„ 
Canton, Ohio 44701, and American 
Electric Power Company, Inc., 2 
Broadway, New York, New York 
10004.

Notice is hereby given that Ameri
can Electric Power Company, Inc. 
( “AEP” ), a registered holding compa
ny, and Appalachian Power Company 
( “Appalachian”), Indiana and Michi
gan Electric Company ( “I& M ”), Ohio 
Power Company (“Ohio Power”), and 
Kentucky Power Company (“K PCO ”), 
A E P ’s subsidiary electric utility com
panies, have filed a post-effective 
amendment to an application-declara
tion previously filed with this Commis
sion pursuant to the Public Utility 
Holding Company Act of 1935 (“Act”) 
designating Section 6(b) and 12 of the 
Act and Rule 50 promulgated thereun
der as applicable to the following pro
posed transactions. All interested per
sons are referred to the application- 
declaration, as amended by the post
effective amendment, summarized 
below, for a complete statement of the 
proposed transactions.

By prior order in this proceeding 
(H CAR  No. 20365, January 5, 1978), 
AEP was authorized to issue and sell 
from time to time, prior to January 1, 
1979, short-term notes and commercial 
paper, to banks, and to a dealer in 
commercial paper respectively, in an 
amount of up to $165,000,000, such 
notes maturing no later than June 30, 
1979. AEP was also authorized to make 
cash capital contributions, prior to 
January 1, 1979, to its public utility
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subsidiary companies in the following 
aggregate amounts: Appalachian, 
$95,000,000; I&M , $60,000,000; and 
Ohio Power, $35,000,000.

AEP, by post-effective amendment, 
requests that it be permitted to issue 
and sell from time to time, prior to 
January 1, 1980, as funds may be re
quired, short-term notes (including 
commercial paper) in an aggregate 
amount not to exceed $165,000,000 
outstanding at any one time. None of 
such notes or commercial paper shall 
mature no later than June 30, 1980. 
The notes to be sold to banks will be 
dated as of the date of the borrowing 
which it evidences, will mature not 
more than 270 days from the date of 
issue or reissue thereof, and will be 
prepayable at any time without premi
um or penalty. AEP proposes to issue 
and sell such short-term notes to 11 
banks with lines of credit in an aggre
gate amount of $179,000,000. The 
banks and their respective lines of 
credit which AEP has established at 
such banks are as follows:

Name 'Amount

Chemical Bank, Ne,w York, N.Y....... „ $45,000,000
The Chase Manhattan Bank (Nation

al Association). New York, N.Y_____ 40,000,000
Manufacturers Hanover Trust Co.,

New York, N.Y.......... ........... ......  25,000,000
Morgan Guaranty Trust Co. of New

York. New York. N.Y„...................  22,000,000
Bankers Trust Co., New York. N.Y....  9,000,000
Irving Trust Co;, New York, N.Y.......  8,000,000
The Bank of New York, New York,

N.Y.................................      4,000,000
The Cleveland Trust Co., Cleveland,

Ohio................................       8,000,000
First Pennsylvania Bank <fe Trust Co.,

Philadelphia, Pa............................... 9,000,000
Mellon Bank. N.A., Pittsburgh, Pa..... 6,000,000
United Virginia Bank, Richmond, Va... 3,000,000

Total......................................  179,000,000

AEP will be required to either (1) 
maintain compensating balances of 
10% of the bank lines made available 
and additional compensating balances 
of 10% of the amount of any borrow
ings. or (2) maintain compensating 
balances and pay an annual fee for the 
availability of the line of credit, equiv
alent generally, in combination, to 
compensating balances not in excess of 
10% of the line of credit made availa
ble. Where only compensating bal
ances are required, borrowings under 
such lines will bear interest at an 
annual rate not greater than the 
bank’s prime commercial rate in effect 
at the time of issuance. Where a com
bination of compensating balances and 
fees are required, borrowings under 
such lines would bear interest at a 
specified rate in excess of the bank’s 
prime commercial rate in effect at the 
time of issuance, but such specified 
rate would not be greater than the 
equivalent rate of borrowings bearing 
interest at thé prime rate with com

pensating balances equal to 10% of the 
amount borrowed. If the full amount 
were borrowed from the banks, the ef
fective interest cost to AEP, based on 
a prime commercial rate of 10%%, 
would be 13.44%.

The commercial paper will be in the 
form of promissory notes in denomina
tions of not less than $50,000 nor more 
than $50,000,000 of varying maturities, 
with no such maturity more than 270 
days after the date of issuance and 
none will be prepayable prior to matu
rity. The commercial paper notes will 
be sold directly to Lehman Commer
cial Paper Incorporated (the “dealer” ) 
at a discount rate not in excess of the 
discount rate per annum prevailing at 
the time of issuance for commercial 
paper of comparable quality and ma
turity. No* commercial paper notes will 
be issued having a maturity of more 
than 90 days if such commercial paper 
notes would have an effective interest 
cost which exceeds the effective inter
est cost at which AEP could borrow 
from banks.

The dealer will reoffer the commer
cial paper notes to not more than 200 
of such dealer’s customers identified 
and designated in a non-public list pre
pared by the dealer in advance, at a 
discount rate of Vs of 1% per annum 
less than the discount rate to AEP. It 
is expected that such customers of the 
dealer will hold the commercial paper 
notes to maturity, but, if any such cus
tomer wishes to resell such commer
cial paper prior to maturity, the 
dealer, pursuant to a verbal repur
chase agreement, will repurchase such 
commercial paper sold by it and 
reoffer it to other customers on the 
list.

AEP also requests authority to make 
cash capital contributions from time 
to time prior to January 1, 1980, to its 
public utility subsidiary companies in 
the following aggregate amounts: Ap
palachian, $100,000,000, I&M , 
$60,000,000, Ohio Power, $50,000,000 
and KPCO, $20,000,000.

The proceeds from the sale of the 
short-term notes are to be applied by 
AEP, together with other funds, to 
make additional investments in its 
public utility subsidiary companies to 
assist them in financing the costs of 
their respective construction programs 
and to retire their short-term debt. 
The construction programs of AEP ’s 
public utility subsidiary companies for 
1978 and 1979 are estimated as follows: 
$314,000,000 and $37,000,000 respec
tively, for Appalachian; $275,000,000, 
$252,000,000, respectively, for I& M  
and its generating subsidiary; 
$205,000,000 and $241,000,000, respec
tively, for Ohio Power and its generat
ing subsidiary, and $42,000,000 and 
$123,000,000, respectively, for KPCO.

AEP requests an exception from the 
competitive bidding requirements of

Rule 50 for the proposed issue and 
sale of its commercial paper pursuant 
to paragraph (a)(5 ) thereof.

No additional fees and expenses are 
expected to be incurred with this pro
posed transaction. It is stated that the 
State Corporation Commission of Vir
ginia and the Public Service Commis
sion of West Virginia have jurisdiction 
over the proposed capital contribution 
by AEP to Appalachian and that no 
other State Commission and no Feder
al Commission, other than this Com
mission, has jurisdiction over the pro
posed transactions.

Notice is further given that any in
terested person may, not later than 
December 7, 1978, request in writing 
that a hearing be held on such matter, 
stating the nature of his interest, the 
reasons ' fbr such request, and the 
issues of fact or law raised by the ap
plication-declaration, as amended by 
said post-effective amendment which 
he desires to controvert; or he may re
quest that he be notified if the Com
mission should order a hearing there
on. Any such request should be ad
dressed: Secretary, Securities and Ex
change Commission, Washington, D.C. 
20549. A  copy of such request should 
be served personally or by mail upon 
the applicants-declarants at the above- 
stated addresses, and proof of service 
(by affidavit or, in case of an attorney 
at law, by certificate) should be filed 
with the request. At any time after 
said date, the application-declaration, 
as amended by said post-effective 
amendment or as it may be further 
amended, may be granted and permit
ted to become effective as provided in 
Rule 23 of the General Rules and Reg
ulations promulgated under the Act, 
or the Commission may grant exemp
tion from such rules as provided in 
Rules 20(a) and 100 thereof or take 
such other actions as it may deem ap
propriate. Persons who request a hear
ing or advice as to whether a hearing 
is ordered will receive any notices and 
orders issued in this matter, including 
the date of the hearing (if ordered) 
and any postponements thereof.

For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority. ,

G eo rg e  A . F it z s im m o n s , 
Secretary.

[FR Doc. 78-33061 Filed 11-27-78; 8:45 am]

[8010-01-Mr
[Release No. 10486; 811-24653 

BAYROCK CAPITAL SERIES, IN C  

Application

N o v e m b e r  17,1978. 
Notice is hereby given that Bayrock 

Capital Series, Inc. (Bayrock Capital 
Preservation Fund Series), 40 Wall
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Street, New York, New York 10005' 
( “Applicant” ), a Maryland corporation 
registered under the Investment Com
pany Act of 1940 (“Act”) as a closed- 
end, diversified investment company, 
filed an application on October 26, 
1978, pursuant to Section 8(f) of the 
Act and Rule 8F-1 thereunder, for an 
order of the Commission declaring 
that Applicant has ceased to be an in
vestment company as defined in the 
Act. All interested persons are re
ferred to the application on file with 
the Commission for a statement of the 
representations contained therein, 
which are summarized below.

Applicant asserts that on March 13, 
1974, it registered under the Act and 
filed a registration statement under 
the Securities Act of 1933, which was 
subsequently amended on July 9, 1974. 
Such registration statement was later 
withdrawn and no public offering was 
made. Applicant further asserts that it 
has only one shareholder, no assets 
and no outstanding liabilities. Appli
cant represents that it is not now en
gaged, and does not propose to engage, 
in any business activities other than 
those necessary for the winding-up of 
its affairs.

Section 8(f) of the Act provides, in 
part, that when the Commission upon 
application finds that a registered in
vestment company has ceased to be an 
investment company, it shall so de
clare by order and, upon the effective
ness of such order, the registration of 
such company shall cease to be in 
effect.

Notice is further given that any in
terested person may, not later than 
December 12, 1978, at 5:30 p.m.,
submit to the Commission in writing a 
request for a hearing on the matter ac
companied by a statement as to the 
nature of his interest, the reason for 
such request, and the issues, if any, of 
fact or law proposed to be controvert
ed, or he may request that he be noti
fied if the Commission shall order a 
hearing thereon. Any such communi
cation should be addressed: Secretary, 
Securities and Exchange Commission, 
Washington, D.C. 20549. A  copy of 
such request shall be served personally 
or by mail upon Applicant at the ad
dress stated above. Proof of such serv
ice (by affidavit or, in the case of an 
attorney-at-law, by certificate) shall be 
filed contemporaneously with the re
quest. As provided by Rule 0-5 of the 
Rules and Regulations promulgated 
under the Act, an order disposing of 
the application will be issued as of 
course following said date unless the 
Commission thereafter orders a hear
ing upon request or upon the Commis
sion’s own motion. Persons who re
quest a hearing, or advice as to wheth
er a hearing is ordered, will receive 
any notices and orders issued in this 
matter, including the date of the hear

ing (if ordered) and any postpone
ments thereof.

For the Commission, by the Division 
of Investment Management, pursuant 
to delegated authority.

G eorge  A . F it z s im m o n s , 
Secretary.

[FR Doc. 78-33062 Filed 11-27-78; 8:45 am]

[8010 -01 ]
[Release No. 15339]

B O S T O N  S TO C K  E X C H A N G E , IN C .

Applications for Unlisted Tra d in g  Privileges 
and o f O p p o rtu n ity  for H earing

N o vem ber  16,1978.
The Boston Stock Exchange, Inc. 

( “BSE”) has filed applications with 
the Securities and Echange Commis
sion pursuant to Section 12(f)(1)(C) of 
the Securities Exchange Act of 1934 
(the “Act” ) and Rule 12f-l thereunder 
for unlosted trading privileges in the 
securities of the companies as set 
forth below, which securities are regis
tered with the Commission pursuant 
to Section 12 of the Act or which 
would be required to be so registered 
except for the exemption from regis
tration provided in subsection
(g )(2 )(B ) or (g )(2 )(G ) of Section 12.1
United Canso Oil and Gas, Ltd., Common

Stoek, $1.00 par value (Canadian—File No.
. 7-5066.

Canada Southern Petfpleum, Ltd., Common
Stock, $1.00 par value (Canadian) File No.
7-5067.
United Canso and Canada Southern 

are curmtly listed on the BSE and the 
PSE. The BSE has filed these applica
tions for unlisted trading privileges, 
however, because these companies 
have filed applications to withdraw 
from listing and registration on the 
BSE as well as the PSE. United 
Canso’s and Canada Southern’s appli
cations are currently pending before 
the Securities and Exhange Commis
sion.2

Upon receipt of a request, on or 
before December 15, 1978, from any 
interested person, the Commission will

‘These are not the first applications for 
unlisted trading privileges pursuant to Sec
tion 12(f)(lXC) of the Act to be filed with 
the Commission. The Commission currently 
has pending before it applications by the 
Pacific Stock Exchange Incorporated 
( “PSE”) for unlisted trading privileges pur
suant to Section 12(f)(1)(C) in the common 
stock of Pacific Resources, Inc. (File No. 7- 
4933), United Canso Oil and Gas, Ltd. 
("United Canso”) (File No. 7-5022) and, 
Canada Southern Petroleum, Ltd. (“Canada 
Southern”) (File No. 7-5023), and by the 
BSE in the common stock of Air Express In
ternational Corporation (File No. 7-5031).

2 Notice of the applications was given in 
Securities Exchange Act Release Nos. 14484, 
February 16, 1978 (Canada Southern) and 
14485), February 16,1978 (United Canso).

determine whether the applications 
with respect to the companies named 
shall be set down for hearing. Any 
such request should include a brief 
statement as to the title of the secur
ity in which the person is interested, 
the position which he proposes to take 
at the hearing, if ordered. In addition, 
any interested person may submit his 
views or any additional facts bearing 
on the said applications by means of a 
letter addressed to the Secretary, Se
curities and Exchange Commission, 
Washington, D.C. 20549 not later than 
the date specified. If no one requests a 
hearing with respect to the particular 
applications, such applications will be 
determined by order of the Commis
sion on the basis of the facts therein 
and other information contained in 
the official files of the Commission 
pertaining thereto.

For the Commission, by the Division 
of Market Regulation, pursuant to del
egated authority.

G eorge  A . F it z s im m o n s , 
Secretary.

[FR Doc. 78-33063 Filed 11-27-78; 8:45 am]

[8 0 1 0 -0 1 -M ]

[Release No. 20778; 70-6142]

TH E  C O L U M B IA  G A S  SYSTEM , IN C ., ET A L.

Post— Effective A m endm ent Relating to 
Intrasystem  Financing

N ovember 15, 1978.
In the matter of The Columbia Gas 

System, Inc., 20 Montchanin Road, 
Wilmington, Delaware 19807; Colum
bia Gas of West Virginia, Inc., Colum
bia Gas of Kentucky, Inc., Columbia 
Gas of Virginia, Inc., Columbia Gas of 
Pennsylvania, Inc., Columbia Gas of 
New York, Inc., Columbia Gas of 
Maryland, Inc., Columbia Gas of Ohio, 
Inc., 99 North Front Street, Columbus, 
Ohio 43215; Columbia Gas Transmis
sion Corporation, 1700 MacCorkle 
Avenue, S.E., Charleston, West Virgin
ia 25314; Columbia Gulf Transmission 
company, 3805 West Alabama Avenue, 
Houston, Texas 77027; Columbia Hy
drocarbon Corporation, Columbia Coal 
Gasification Corporation, The Inland 
Gas Company, Inc., 340—17th Street, 
Ashland, Kentucky 41101; Columbia 
Gas Development Corporation, Colum
bia L N G  Corporation,, and Columbia 
Development of Canada Ltd., 20 Mont
chanin Road, Wilmington, Delaware 
19807.

Notice is hereby given that The Co
lumbia Gas System, Inc. ( “Columbia”), 
a registered holding company, and its 
subsidiary companies named above, 
have filed a post-effective amendment 
to their application-declaration in this 
proceeding pursuant to Sections 6(b), 
9, 10, 12(b) and 12(f) of the Public 
Utility Holding Company Act of 1935
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( “Act”) and Rules 43, 45 and 50(a)(3) 
promulgated thereunder as applicable 
to the following proposed transac
tions. All interested persons are re
ferred to the amended application-dec
laration, which is summarized below, 
for a complete statement of -the pro
posed transaction.

By order dated April 28, 1978
(HCAR No. 20523) in this proceeding, 
the Commission, among other things, 
authorized Columbia to advance on 
open account to certain subsidiaries, 
and have outstanding from time to 
time, up to an aggregate amount of 
$260,700,000 to finance the purchase 
by such subsidiaries of under ground 
storage gas inventories, miscellaneous 
other inventories and for short-term 
seasonal purposes. The advances au
thorized for Columbia Gas of West 
Virginia, Inc. ( “Columbia of West Vir
ginia” ), were limited to $24,000,000, its 
then estimated short-term financing 
requirements.

The open account advances initially 
bear interest at the rate in effect from 
time to time at the agent bank for Co
lumbia’s short-term loan line of credit. 
Interest charges to the subsidiaries 
subsequently will be adjusted, after 
the storage financing period, to the ef
fective cost of money Columbia 
achieves on its short-term borrowing 
for this purpose. Substantially all of 
such advances are expected to be 
taken down by December 31, 1978, 
however, a portion may be taken down 
during the period January 1, 1978, 
through May 31, 1979. The funds 
would be advanced, repaid and rebor
rowed, as required from time to time 
for periods not exceeding one year 
from the date of each advance. All 
such advances are to be repaid on or 
before May 31, 1979.

Applicants-declarants now seek to 
increase the authorization for the pro
posed advances to Columbia of West 
Virginia to an aggregate principal 
amount of $31,000,000. It is stated that 
the $7,000,000 increase is required to 
provide Columbia of West Virginia 
with sufficient funds to finance gas 
purchases and other normal short
term seasonal requirements. It is fur
ther stated that the proposed increase 
in short-term financings has been ne
cessitated by an unanticipated reduc
tion in cash flow resulting from the 
denial by the State of West Virginia 
Public Services Commission ( “West 
Virginia Commission”) in its order 
dated June 30, 1978 in Case No. 9407 
of Columbia of West Virginia’s request 
to fully recover gas costs until comple
tion of further hearings. In its final 
order in that proceeding dated Octo
ber 5, 1978, the West Virginia Commis
sion authorized the recovery of sub
stantially all the increase in purchased 
gas costs. Since these costs are not re
coverable immediately, but will be re

covered through an actual cost adjust
ment provision over the next twelve 
months, the company is experiencing 
a current reduction in cash flow. In all 
other respects, the proposed transac
tions remain the same.

It is stated that the West Virginia,^ 
Commission has jurisdiction over the 
proposed transactions. It is further 
stated that no other state commission 
and no Federal commission, other 
than this Commission, has jurisdiction 
over the proposed transactions.

Notice is further given that any in
terested person may, not later than 
December 11, 1978, request in writing 
that a hearing be held on such matter, 
stating the nature of his interest, the 
reasons for such request, and the 
issues of fact or law raised by said 
post-effective amendment which he 
desires to controvert; or he may re
quest that he be notified if the Com
mission should order a hearing there
on. Any such request should be ad
dressed: Secretary, Securities and Ex
change Commission. Washington, D.C. 
20549. A  copy of such request should 
be served personally or by mail upon 
the applicants-declarants at the above- 
stated addresses, and proof of service 
(by affidavit or, in case of an attorney 
at law, by certificate) should be filed 
with the request. At any time after 
said date, the application-declaration, 
as amended or as it may be amended, 
may be granted and permitted to 
become effective as provided in Rule 
23 of the General Rules and Regula
tions promulgated under the Act, or 
the Commission may grant exemption 
from such rules as provided in Rules 
20(a) and 100 thereof or take such 
other action as it may deem appropri
ate. Persons who request a hearing or 
advice as to whether a hearing is or
dered will receive any notices or orders 
issued in this matter, including the 
date of the hearing (if ordered) and 
any postponements thereof.

For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority.

G eorge A. F it z s im m o n s , 
Secretary.

[F R  Doc. 78-33064 Filed 11-27-78; 8:45 am ]

[8010- 01-M ]

[Rel. No. 10479; 812-4365] 

D EV E L O P IN G  G R O W T H  SH AR ES, IN C ., ET A L  

Notice o f Filing o f A pplication

N ovember 15, 1978.
Notice is hereby given that Develop

ing Growth Shares, Inc. ( “New Fund”) 
and Lord Abbett Developing Growth 
Fund, Inc. ( “LA D G F ” ) (collectively, 
“Funds”), both open-end, diversified 
investment companies registered 
under the Investment Company Act of

1940 (“Act” ), and Lord, Abbett & Co. 
( “Lord Abbett”), the investment man
ager and principal underwriter for the 
Funds (collectively referred to as “Apr 
plicants” ), 63 W all Street, New York, 
New York 10005, filed an application 
on September 5, 1978, and amend
ments thereto on October 16, 1978 and 
November 13,. 1978, for an order: Cl) 
pursuant to Section 17(b) of the Act, 
exempting the proposed transactions 
described below from Section 17(a) of 
the Act; (2) pursuant to Section 17(d) 
of the Act and Rule 17d-l thereunder, 
permitting Applicants to participate in 
the proposed transactions; and (3) pur
suant to Section 6(c) of the Act, 
exempting the issuance of shares of 
New Fund from Section 22(d) of the 
Act and Rule 22c-1 thereunder. All in
terested persons are referred to the 
application on file with the Commis
sion for a statement of the representa
tions contained therein, which are 
summarized below.

Applicants state that on August 21, 
1978, Lord Abbett organized New Fund 
under the laws of the State of Mary
land as a vehicle by which LAD G F  
can, in the manner described below, 
make an indirect offering of LA D G F  
shares at a fixed and predetermined 
price. New Fund has, or will have, the 
same investment objective, policies 
and restrictions and the same prac
tices, programs and management as 
LADGF. Applicants further state that 
although New Fund has not yet com
menced operations, it proposes to 
make a public offering (“Underwritten 
Offering” ), in January 1979, of shares 
of its capital stock at its present net 
asset value of $11.65 per share, plus an 
underwriting discount, through under
writers for whom Bache Halsey Stuart 
Shields Incorporated, E. F. Hutton <fc 
Company Inc., Paine, Webber, Jackson 
and Curtis, Incorporated and others 
will act as representatives. For pur
chases of less than 400 shares, the un
derwriting discount will be 85 cents 
per share, or 6.8 percent of the public 
offering price (7.3 percent of the 
amount invested). These charges will 
be reduced according to a schedule of 
decreasing percentages according to 
the amount invested. New Fund’s 
schedule of sales charges is lower than 
that of LADGF.

Immediately after the closing of the 
Underwritten Offering, LA D G F  will 
merge into New Fund (“Merger” ), and 
New Fund will change its name to 
Lord Abbett Developing Growth Fund, 
Inc. pursuant to an Agreement and A r
ticles of Merger ( “Merger Agree
ment” ). Persons purchasing shares of 
New Fund’s capital stock pursuant to 
the Underwritten Offering will not be 
required to make payment for such 
shares until the closing date of the 
conversion of LA D G F ’s shares into 
shares of New Fund pursuant to the

FEDERAL REGISTER, V O L . 43, N O . 229— TU E S D A Y , N O V E M B E R  28, 1978



55500 NOTICES

Merger Agreement. Applicants repre
sent that such closing date will be ap
proximately five weeks after the effec
tive date of New Fund’s Registration 
Statement under the Securities Act of 
1933 (“Securities Act” ) for the Under
written Offering.

In the Merger, shares of capital 
stock of LA D G F  will be converted into 
full or fractional shares of capital 
stock of New Fund having the same 
aggregate net asset value as the shares 
being converted. No adjustments will 
be made to reflect potential federal 
income tax liabilities by reason of un
realized appreciation in LA D G F ’s 
portfolio prior to the Merger. Howev
er, LA D G F  will be declaring a divi
dend of all its then undistributed in
vestment company income and a capi
tal gains distribution of all its then un
distributed net capital gains prior to 
the Merger. Net asset values will be 
determined as of the close of business 
on the business date next preceding 
the effective date of the Merger. No 
sales charge will be payable upon the 
conversion of the shares. All expenses 
of the Applicants in connection with 
the Underwritten Offering and the 
Merger will be borne by Lord Abbett.

As soon as practicable after the 
Merger, New Fund, as the surviving 
fund in the Merger and renamed 
“Lord Abbett Developing Growth 
Fund, Inc.,” will offer its shares in the 
same manner as LA D G F  presently 
does. New Fund’s Board of Directors 
has approved the Underwritten Offer
ing and the Merger. The initial stock
holders of New Fund, who will be part
ners of Lord Abbett, will consent to 
the Merger prior to the Underwritten 
Offering. The Board of Directors of 
LA D G F  approved the Merger and has 
authorized the submission of the 
merger proposals to stockholders at its 
annual meeting.

Applicants contend that the pro
posed transactions have been struc
tured in the manner described above 
in order to effect what amounts to an 
indirect public offering, through an 
underwriting syndicate, by LA D G F  of 
its capital stock at a fixed price and in 
an orderly manner. The current pro
spectus of LA D G F  has been supple
mented to disclose the terms of the 
proposed Underwritten Offering. On 
the effective date of the Registration 
Statement of New Fund under the Se
curities Act for the Underwritten O f
fering, LAD G F  intends to cease offer
ing its shares, except to its existing 
shareholders, who, through cumula
tive purchasing or statements of inten
tion, can purchase shares at lower 
sales charges than they could in the 
Underwritten Offering.

Section 17(a) of the Act provides, in 
part, that it is unlawful for an affili- 
tated person of a registerd investment 
company, or any affiliated person of

such a person, acting as principal, 
knowingly to sell to or purchase from  
such registered investment company 
any security or other property. Sec
tion 2(a)(3) of the Act provides, in 
part, that an affiliated person of an
other person includes any person di
rectly or indirectly controlling, con
trolled by, or under common control 
with, such Other person. LA D G F  and 
New Fund state, without conceding, 
that they may be deemed to be affili
ated persons of one another because 
each has an investment management 
and distribution agreement with Lord 
Abbett and because they have the 
same officers and directors. Thus, Sec
tion 17(a) of the Act may prohibit 
LA D G F  and New Fund, as affiliated 
persons of each other, from effectuat
ing the Merger.

Section 17(b) of the Act, however, 
provides, in part, that the Commission 
shall exempt a proposed transaction 
from the provisions of Section 17(a) if 
evidence establishes that the terms of 
the proposed transaction, including 
the consideration to be paid or re
ceived, are fair and reasonable and do 
not involve overreaching on the part 
of any person concerned, and that the 
proposed transaction is consistent 
with the policy of each registered in
vestment company concerned and with 
the general purposes of the Act.

LA D G F  and New Fund submit that 
the terms of the Merger Agreement 
are reasonable and fair and do. not in
volve overreaching on the part of any 
person concerned and are consistent 
with the policies of the Funds and the 
general purposes of the Act. The Un
derwritten Offering will permit New 
Fund to raise funds without cost to it. 
In the Merger, New Fund will be issu
ing its shares to stockholders of 
LA D G F  on the basis of the relative 
net asset values of the Funds immedi
ately prior to the Merger without the 
payment of any commissions. Lord 
Abbett will bear all of the expenses of 
the Funds in connection with the Un
derwritten Offering and the Merger.

Applicants state that the directors 
of LA D G F  concluded that the in
creased size of the surviving corpora
tion, estimated to be nearly twice the 
size of LADGF, which presently has 
approximately $15 million in net 
assets, should be advantageous to the 
stockholders of LA D G F  for three rea
sons. First, an increase in assets, with
out cost to LADGF, will cause the 
fixed and semi-fixed expenses of the 
surviving corporation to be spread 
over a greater asset base, thus lower
ing the ratio of expenses to net assets. 
Second, the increase in assets will 
permit the surviving corporation to 
take advantage of investment opportu
nities that are not now available to 
LA D G F  because of its present size. 
Third, the increase in assets should

enable the surviving corporation to at
tract favorable attention from inves
tors and securities dealers. This could 
result in an increase in sales of the 
surviving corporation’ŝ  capital stock, 
which could permit a further reduc
tion in the per share expense ratio and 
provide additional assets for expansion 
of its portfolio.

Section 17(d) of the Act and Rule 
17d-l thereunder provide, in part, that 
it shall be unlawful for any affiliated 
person of, or principal underwriter for, 
a registered investment company, or 
any affiliated person of such a person 
or principal underwriter, acting as 
principal, to effect any transaction in 
which such registered company is a 
joint or a joint and several participant 
with such person, principal underwrit
er, or affiliated person, unless an order 
of the Commission permitting such 
transaction is issued. In passing upon 
an application for such an order, the 
Commission will consider whether the 
participation of such registered com
pany in such enterprise on the basis 
proposed is consistent with the provi
sions, policies and purposes of the Act 
and the extent to which such partici
pation is on a basis different from or 
less advantageous than that of other 
participants.

Applicants state that Lord Abbett 
acts as principal underwriter and in
vestment manager for both Funds. 
Lord Abbett proposes to bear all of the 
expenses of the J^unds in connection 
with the Underwritten Offering and 
the Merger. During LADGF*s fiscal 
year ending September 30, 1977, Lord 
Abbett reimbursed LA D G F  for ex
penses in the amount of $45,583, 
which was $1,599 greater than its man
agement fee for that period. Further, 
it is represented that, according to the 
unaudited report of LA D G F ’s ex
penses for its fiscal year ending Sep
tember 30, 1978, Lord Abbett would be 
required to reimburse LA D G F  for ex
penses in the amount of $2,409. While 
not conceding that the provisions of 
Section 17(d) of the Act and Rule 17d- 
1 apply to the proposed transactions, 
Applicants request that, to the extent 
that the interrelationships described 
herein might cause any of the pro
posed activities by Lord Abbett to 
come within the provisions of Section 
17(d) of the Act, an order of the Com
mission permitting the participation 
by the Funds in the proposed transac
tions be issued pursuant to section 
17(d) of the Act and Rule 17d-l there
under.

Applicants submit that the partici
pation by each of the Funds in the 
proposed transactions is consistent 
with the provisions, policies and pur
poses of the Act and is notr on a basis 
different from or less advantageous 
than that of the other participants.
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Rule 22c-l under' the Act provides, 
in part, that no registered investment 
company shall sell, redeem or repur
chase any redeemable security of 
which it is the issuer except at a price 
based on the current net asset value of 
such security which is next computed 
after receipt of a tender of such secur
ity for redemption or of an order to 
purchase or sell such security. Appli
cants state that because under the 
Merger Agreement, the respective net 
asset values of the Funds will be deter
mined as of the close of business on 
the business day immediately preced
ing the Mérger, the issuance by New 
Fund of shares of its capital stock in 
the Merger may not comply with Rule 
22c-l.

Section 6(c) of the Act provides, in 
part, that the Commission may, upon 
application, conditionally or uncondi
tionally exempt any person, security 
or transaction from anÿ provision of 
the Act or any rule thereunder, if and 
to the extent that such exemption is 
necessary or appropriate in the public 
interest and consistent with the pro
tection of investors and with the pur
poses fairly intended by the policy and 
provisions of thè Act.

Applicants submit that the timing of 
the determination of net asset values 
of the Funds is appropriate. It will 
allow adequate time to prepare for the 
closing of the Merger. It is further 
submitted that such timing will not 
give rise to the speculative activity 
which Rule 22c-l was designed to pro
hibit. Therefore, Applicants state that 
the granting of the exemption is nec
essary and appropriate, is in the public 
interest and is consistent with the pro
tection of investors and with the pur
poses fairly intended by the policy and 
provisions of the Act.

Accordingly, Applicants request that 
to the extent that the proposed trans
actions may not be in compliance with 
Rule 22c-l under the Act, the Com
mission issue an order of exemption 
therefrom pursuant to Section 6(c) of 
the Act, to permit the transactions de
scribed in the application to be con
summated.

Section 22(d) of the Act provides, in 
part, that no registered investment 
company shall sell redeemable securi
ties of which it is the issuer except at 
a current public offering price de
scribed in the prospectus.

Applicants state that while the avail
ability to certain LA D G F  shareholders 
during the Underwritten Offering of 
purchasing privileges they enjoy 
under LA D G F ’s current schedule of 
sales charges may appear to constitute 
price discrimination which Section 
22(d) is designed to prohibit, the pur
pose of this arrangement is to enable 
existing shareholders to buy at the 
lowest possible price. Thus, present 
LADGF shareholders who are able to

obtain lower sales charges on pur
chases of shares through statements 
of intention or cumulative purchasing 
discounts, will be able to exercise 
these privileges with respect to 
LA D G F  shares during the Underwrit
ten Offering. Applicants represent 
that Lord Abbett and the transfer 
agent for LA D G F  will take all neces
sary steps to avoid sales of LAD G F  
shares to existing shareholders of 
LA D G F  who do not qualify for lower 
sales charges. All other investors will 
buy at the sales charge structure in 
the New Fund prospectus. Applicants 
further represent that the current 
prospectus of L A D G F  was supple
mented to disclose the terms of the 
proposed Underwritten Offering and 
the reduced sales charges. Present 
LA D G F  shareholders will be informed 
of their options also by means of a 
letter accompanying the proxy materi
al which will be sent to them in con
nection with the approval of the 
Merger and by the proxy statement 
itself.

Thus, Applicants submit that the 
granting of the requested exemption 
from Section 22(d) of the Act is neces
sary and appropriate, is in the public 
interest and is consistent with the pro
tection of investors and the purposes 
fairly intended by the policy and pro
visions of the Act.

Notice is further given that any in
terested person may, not later than 
December 11, 1978, at 5:30 p.m., 
submit to the Commission in writing a 
request for a hearing on the matter ac
companied by a statement as to the 
nature of his interest, the reason for 
such request, and the issues, if any, of 
fact or law proposed to be controvert
ed, or he may request that he be noti
fied if the Commission shall order a 
hearing thereon. Any such communi
cation should be addressed: Secretary, 
Securities and Exchange Commission, 
Washington, D.C. 20549. A  copy of 
such request shall be served personally 
or by mail upon Applicants at the ad
dress stated above. Proof of such serv
ice (by affidavit or, in the case of an 
attorney-at-law, by certificate) shall be 
filed contemporaneously with the re
quest. As provided by Rule 0-5 of the 
Rules and Regulations promulgated 
under the Act, an order disposing of 
the application will be issued as of 
course following said date unless the 
Commission thereafter orders a hear
ing upon request or upon the Commis
sion’s own motion. Persons who re
quest a hearing, or advice as to wheth
er a hearing is ordered, will receive 
any notices and orders issued in this 
matter, including the date of the hear
ing (if- ordered) and any postpone
ments thereof.

For the Commission, by the Division 
of Investment Management, pursuant 
to delegated authority.

G eorge A. F it z s im m o n s , 
Secretary.

[FR Doc. 78-33065 Filed 11-27-78; 8:45 am)

[80 10 -01 -M ]

[Rel. No. 20779; 70—6227]

G E N E R A L  PUBLIC UTILITIES CO R P.

H old ing C o m p a n y's  Proposed Capital 
Contributions to Subsidiaries

N ovember 15,1978.
Notice is hereby given that General 

Public Utilities Corporation (“G P U ” ), 
260 Cherry Hill Road, Parisppany, 
New Jersey 07054, a registered holding 
company, has filed with this Commis
sion a declaration pursuant to the 
Public Utility Holding Company Act 
of 1935 ( “Act” ), designing Section 
12(b) of the Act and Rule 45 promul
gated thereunder as applicable to the 
proposed transactions. „All interested 
persons are referred to the declara
tion, which is summarized below, for a 
complete statement of the proposed 
transactions.

G PU  requests authorization to make 
cash capital contributions from time 
to time commencing from the date of 
the order permitting this declaration 
to become effective through December 
31, 1979, to two of its three major elec
tric utility subsidiaries, Jersey Central 
Power and Electric Light Company 
( “Jersey Central” ) and Pennsylvania 
Electric Company ( “Penelec”), of 
amounts aggregating up to 
$90,000,000. G PU  does not expect that 
it will be necessary to make cash capi
tal contributions to its other major 
electric utility subsidiary, Metropoli
tan Edison Company ( “Met-Ed”) 
during the year.

G PU  requests permission to allocate 
the respective amounts of the pro-, 
posed contributions (within the 
$90,000,000 aggregate amount) be
tween Jersey Central and Penelec as 
to best match their needs as such 
needs develop during 1979. Those 
needs will be affected by the earnings 
and internal cash generation, rate and 
timing of expenditures for construc
tion, and restrictions on the issuance 
of debt, preferred stock and short 
term debt with respect to each subsidi
ary.

It is stated that the cash capital con
tributions will be credited by Jersey 
Central and Penelec to their respec
tive capital accounts and the funds 
used for the purpose of financing their 
respective businesses, including the 
payment of construction expenditures, 
which are estimated for 1979 at 
$305,000,000 for Jersey Central and 
$115,000,000 for Penelec.
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The fees and expenses to be incurred 
in connection with the proposed trans
actions are estimated to $6,000, includ
ing legal fees of $3,500. It is stated 
that no state commission and no feder
al commission, other than this Com
mission, has jurisdiction over the pro
posed transactions.

Notice is further given that any in
terested person may, not later than 
December 8, 1978, request in writing 
that a hearing be held on such matter, 
stating the nature of his interest, the 
reasons for such request, and issues of 
fact or law raised by said declaration 
which he desires to controvert; or he 
may request that he be notified if the 
Commission should order a hearing 
thereon. Any such request should be 
addressed: Secretary, Securities and 
Exchange Commission, ' Washington, 
D.C. 20549. A  copy of such request 
should be served personally or by mail 
upon the declarant at the above-stated 
address, and proof of service (by affi
davit or, in the case of an attomey-at- 
law, by certificate) should be filed 
with the request. At any time after 
said date, the declaration, as filed or 
as it may be amended, may be permit
ted to become effective as provided in 
Rule 23 of the General Rules and Reg
ulations promulgated under the Act, 
or the Commission may grant exemp
tion from such rules as provided in 
Rules 20(a) and 100 thereof or take 
such other action as it may deem ap
propriate. Persons who request a hear
ing, or advice as to whether a hearing 
is ordered, will receive any notices and 
orders issued in this matter, including 
the date of the hearing (if ordered) 
and any postponements thereof.

For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority.

G eorge  A. F it z s im m o n s , 
Secretary.

[FR Doc. 78-33065 Filed 11-27-78; 8:45 am]

[80 10 -01 -M ]

[Rel. No. 20771, 70—6195]

IN D IA N A  & M IC H IG A N  ELECTRIC C O . 

Proposed Increase in Short-Term  Indebtedness 

N o vem ber  14, 1978.
Notice is hereby given that Indiana 

&  Michigan Electric Company 
( “I& M ”), 2101 Spy Run Avenue, Fort 
Wayne, Indiana 46801, an electric util
ity subsidiary company of American 
Electric Power Company, Inc. 
( “A EP”), a registered holding compa
ny, has filed with this Commission a 
post-effective amendment to its appli
cation previously filed in this matter 
pursuant to the Public utility Holding 
Company Act of 1935 ( “Act”), designa
ting Section 6(b) of the Act and Rules 
50(a)(2) and 50(a)(5) promulgated

thereunder as applicable, as amended 
by said post-effective amendment, 
which is summarized below, for a com
plete statement of the proposed trans
action.

By order dated September 7, 1978 
(HCAR No. 20700), I& M  was author
ized to issue and sell short-term notes 
and commercial paper through Janu
ary 1, 1980, in an aggregate amount 
not to exceed $125,000,000 outstanding 
at any one time, such indebtedness to 
mature not later than June 30, 1980. 
As of October 26, 1978, I& M  had 
$102,090,000 aggregate principal 
amount of short-term debt outstand
ing.

By post-effective amendment appli
cant proposes that its short-term debt 
authorization be increased from 
$125,000,000 to $150,000,000. It is 
stated that the increase is necessary 
due to changes in previous plans to 
sell a 15% interest in its Rockport 
Plant to Kentucky Power Company, 
another electric utility subsidiary of 
AEP. That planned sale, which is the 
subject of a separate application 
before this Commission (File No. 70- 
6198), was disapproved by the Ken
tucky Public Service Commission oh 
October 19, 1978.

Concerning the credit arrangements, 
it is stated that I& M  has lines of 
credit with 39 banks which total 
$295,990,000, such banks being of 
three classes.

Each note to be issued to a Class I 
bank will mature not more than 270 
days after the date of issuance or re
newal thereof, and will be prepayable 
at any time without premium or pen
alty. I& M ’s credit arrangements with 
these banks require it to maintain' 
compensating balances equal to a per
centage of the line of credit made 
available by the bank plus a percent
age of any amount actually borrowed 
(generally not in excess of 10 percent 
of the line of credit and 10 percent of 
the amount borrowed). In most cases 
I& M  maintains deposit balances for its 
operational and financial needs in 
amounts sufficient to satisfy any com
pensating balances required with re
spect to borrowings from such banks. 
Borrowings from a Class I bank would 
generally bear interest at an annual 
rate not greater than the bank’s prime 
commercial rate in effect from time to 
time.

Each note to be issued to a Class II 
bank will mature not more than 90 
days after the date of issuance or re
newal thereof, and will be prepayable 
at any time without premium or pen
alty. I& M ’s credit arrangements with 
these banks require it to maintain 
compensating balances of 5 percent of 
the line of credit and to pay a fee 
equal to 4 percent of the bank’s prime 
commercial rate then in effect on the 
size of the line. The combination of 5

percent compensating balances and a 
fee is generally equivalent to compen
sating balances not in excess of 10 per
cent of the line of credit made availa
ble. In addition, I& M  ihust pay inter
est at the rate of 100.5 percent of the 
bank’s prime commercial rate then in 
effect on the borrowings. It is stated 
that if the balances maintained and 
the fees paid by I& M  with and to the 
Class I and II banks were maintained 
and paid solely to fulfill requirements 
for borrowings by I&M , the effective 
annual interest cost under either such 
arrangement, assuming fu ll use of the 
line of credit, would not exceed 125 
percent of the prime commercial rate 
in effect from time to time, or not- 
more than 13.4375 percent on the 
basis of a prime commercial rate of 
10.75 percent.

W ith respect to the Class III banks, 
I& M  has a money market facility at 
each of two named banks in an aggre
gate amount of $25,000,000. These 
money market facilities do not repre
sent a formal commitment or engage
ment by these banks to I&M , but rep
resent merely the ability of I& M  to re
quest unsecured borrowings, in the 
form of promissory notes, on case- 
by-case basis. These money market fa
cilities are available for unsecured bor
rowings in domestic dollars and/or in 
Eurodollars for periods of up to 180 
days after the date of issuance, and 
any such borrowings will be prepaya
ble at any time without premium or 
penalty. No compensating balances are 
required. The interest rate, which is 
presently to be negotitated on a case- 
by-case basis (using a 360 day year), is 
pegged to either the London Inter
bank Offering Rate plus a designated 
percent, if the borrowings are made in 
Eurodollars, or to a designated percent 
of the banks’s prime rate, it the bor
rowings are made in domestic dollars. 
It is stated that interest rates on these 
notes will be lower than the effective 
interest rates for borrowings made 
from Class I and II banks, including 
the effect of any compensating bal
ances and fees paid.

I& M  also has arrangements to sell 
commercial paper directly to Lehman 
Commercial Paper Incorporated (the 
“Dealer”). The commercial paper will 
consist of promissory notes in denomi
nations of not less than $50,000 nor 
more than $5,000,000, of varying matu
rities, with no maturity more than 270 
days after the date of issue; such notes 
will not be repayable prior to maturity 
and will be sold at a discount rate not 
in excess of the discount rate per 
annum prevailing at the time of issu
ance for commercial paper of compa
rable quality and maturity. No com
mercial paper will be issued having a 
maturity of more than 90 days if such 
commercial paper would have an effec
tive interest cost to I& M  which ex-
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ceeds the effective interest cost at 
which I& M  could borrow from com
mercial banks. The Dealer will reoffer 
the commercial paper, at a discount 
rate Va of 1 percent annum less than 
the discount rate at which such notes 
were purchased from I&M, to not 
more than 200 of the Dealer’s custom
ers designated in a non-public list pre
pared by the Dealer in advance. No 
sales of süch commercial paper will, be 
made to any customer unless that cus
tomer has received up-to-date reports 
as to the credit position of I&M . It is 
expected that the Dealer’s customers 
will hold such commercial paper to 
maturity; but if any such customer 
wishes to resell I& M  commercial 
paper prior to maturity, the Dealer, 
pursuant to a verbal repurchase agree
ment, will repurchase the commercial 
paper and reoffer it to other custom
ers on its non-public list.

The proceeds from the issue and sale 
of the notes will be used by I& M  to re
imburse its treasury for past expendi
tures made in connection with its con
struction program and to pay part of 
the cost of its future construction pro
gram. I& M  estimates its construction 
expenditures for the year 1978 and 
1979 at $450,000,000 (exclusive of the 
expenditures of its generating subsidi
ary).

I& M  claims exemption from the 
competitive bidding requirements of 
Rule 50 for the proposed issuance of 
notes to banks pursuant to paragraph 
(a)(2) thereof, and requests exemption 
from such requirements for the pro
posed issue and sale of its commercial 
paper pursuant to paragraph (a)(5 ) 
thereof.

There are no additional fees or ex
penses to be incurred in connection 
with the proposed transaction. It is 
stated that no state commission and 
no federal commission, other than thS. 
Commission, has jurisdiction over the 
proposed transaction.

Notice is further given that any in
terested person may, not later than 
December 7, 1978, request in writing 
that a hearing be held on such matter, 
stating the nature of his interest, the 
reasons for such request, and the 
issues of fact or law raised by the ap
plication, as amended by said post-ef
fective amendment, which he desires 
to controvert; or he may request that 
he be notified if the Commission 
should order a. hearing thereon. Any 
such request should be addressed: Sec
retary, Securities and Exchange Com
mission, Washington, D.C. 20549. A  
copy of such request should be served 
personally or by mail upon the appli
cant at the above-stated address, and 
proof of service (by affidavit or, in 
case of an attorney at law, by certifi
cate) should be filed with the request. 
At any time after said date, the appli
cation, as amended by said post-effec-
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tive amendment or as it may be fur
ther amended, may be granted as pro
vided in Rule 23 of the General Rules 
and Regulations promulgated under 
the Act, or the Commission may grant 
exemption from such rules as provided 
in Rules 20(a) and 100 thereof or take 
such other action as it may deem ap
propriate. Persons who request a hear
ing or advice as to whether a hearing 
is ordered will receive any notices and 
orders issued in this matter, including 
the date of the hearing (if ordered) 
and any postponements thereof.

For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority.

G eorge  A F it z s im m o n s , 
Secretary.

CFR Doc. 78-33067 Filed 11-27-78; 8:45 ani]

[80 10 -01 -M ]

[Rel. No. 10484; 812—4293]

JE T  C A P ITA L  CO R P.

Renotice o f A pplication

N o vem ber  17, 1978.
Notice is hereby given that an appli

cation was filed on April 19, 1978, and 
amended on July 7, 1978, by Jet Capi
tal Corporation (“Applicant” ), One 
Allen Center, Houston, Texas 77002, a 
Delaware corporation, pursuant to 
Section 3(b)(2) of the Investment 
Company Act of 1940 (“Act” ), declar
ing that the Applicant is primarily en
gaged in a business or businesses other 
than that of investing, reinvesting, 
owning, holding, or trading in securi
ties. On July 13, 1978, a notice of the 
application (Investment Company Act 
Release No. 10322) was issued. On 
August 30 and October 30, 1978, the 
Applicant filed additional amend
ments to its application setting forth, 
among other things, certain informa
tion concerning purchases by Texas 
International Airlines, Inc. (“T X IA ”\ 
the securities of which are Applicant’s 
principal assets) of the common stock 
of National Airlines, Inc. ( “National”), 
and the means by whic^ T X IA  fi
nanced these purchases. All interested 
persons are referred to the application 
and amendments thereto on file with 
the Commission for a statement of the 
representations and modifications 
made therein, which are summarized 
below and in the previous notice.

Section 3(a)(3) of the Act defines an 
investment company as any issuer 
which is engaged, or proposes to 
engage, in the business of investing, 
reinvesting, owning, holding, or trad
ing in securities, and owns or proposes 
to acquire investment securities 
having, a value exceeding 40 per 
centum of such issuer’s total -assets 
(exclusive of Government securities
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and cash items) on an unconsolidated 
basis.

Applicant was incorporated in 1969, 
but during that year it had minimal 
assets and virtually no business. Appli
cant states that after a public offering 
of its common stock and warrants to 
purchase common stock increased its 
assets, Applicant’s business became 
leasing jet aircraft. Applicant repre
sents that subsequently the aircraft 
leasing business became unattractive 
and shareholder approval was ob
tained to explore other business op
portunities in the airline field. This 
exploration eventually led in early 
1971 to an advisory agreement with 
TXIA, a scheduled airline which oper
ates primarily in the Southwest as 
well as in the Republic of Mexico. Ap
plicant states that it acquired control 
of T X IA  in 1972 as a part of a compre
hensive refinancing of TX IA  designed 
by Applicant and necessitated by 
losses of $20 million incurred by TX IA  
in the four prior years. In exchange 
for $1,150,000 Applicant received
2.040.000 shares of TX IA  Series C con
vertible preferred stock and common 
stock purchase warrants, expiring 
June 30, 1982, to purchase 765,000 
shares of T X IA  common stock. Appli
cant states that the T X IA  Series C 
convertible preferred stock enabled it 
to cast more than 50% of the votes at 
any meeting of TX IA  stockholders.

As of January 31, 1978, Applicant 
states that it was entitled to cast 
55.7% of the votes at a meeting of 
T X IA  stockholders. However, as a 
result of the issuance by T X IA  of
990.000 common shares on April 19, 
1978, Applicant states that the per
centage of such votes which Applicant 
would be entitled to cast declined to 
approximately 43.9%, and Applicant’s 
investment securities, as defined in 
Section 3(a) of the Act, exceeded 40% 
of the value of its total assets.

Applicant states that on August 16, 
1978, T X IA  offered outside of the 
United Statés through a wholly-owned 
subsidiary $25,000,000 of debentures 
convertible into T X IA ’s common 
stock. Applicant states that these de
bentures will be convertible into an ag
gregate of 1,724,138 shares of common 
stock of TXIA. In addition, Applicant 
states on October 6, 1978, T X IA  filed a 
registration statement with the Com
mission for the public offering and 
sale of 1,525,287 shares of the common 
stock of TXIA . Of that number, T X IA  
proposes to offer and sell to the public
350.000 shares, plus up to an addition
al 138,000 shares to the extent the un
derwriters of the offering exercise an 
option to purchase such shares from 
T X IA  in order to cover overallot
ments. The remaining 1,037,287 shares 
are to be sold by or for the account of 
certain selling security holders. Appli
cant states that based on the number

FEDERAL REGISTER, V O L . 43, N O . 229— TU E S D A Y , N O V E M B E R  28, 1978



55504 NOTICES

of shares outstanding on August 31, 
1978, and giving effect to the proposed 
public offering (including the conver
sions of preferred stock and exercises 
of warrants contemplated thereby and 
assuming the exercise in full of the 
underwriters’ option), the voting inter
est of Applicant on votes for directors 
of T X IA  would be 31.2%. Applicant 
further states that if all warrants are 
exercised (other than those owned by 
Applicant), if all debentures are con
verted, if all Series A  and B preferred 
stock are converted, and if all shares 
reserved under a stock option plan and 
an employee stock purchase plan are 
issued, then the possible voting inter
est of Applicant on votes for directors 
of T X IA  would be 21%.

Applicant states that since April 18, 
1978, T X IA ’s business has included its 
purchases of the stock of National, al
though it is asserted that the pur
chases of National stock were not con
templated by Applicant on April 18,
1978. Applicant states that as of July 
10 and at all times through August 21, 
1978, T X IA  held an aggregate of 
790,700 shares of National common 
stock or approximately 9.2% of the 
outstanding shares. Prom August 22 to 
October 30, 1978, T X IA  purchased an 
additional 1,178,300 shares, and as of 
the close of business on October 30, 
1978, T X IA  held approximately 23% 
of the outstanding common stock of 
National. Applicant states that T X IA  
intends to purchase up to 25% of the 
National common stock but is not 
committed to do so. Based upon esti
mated asset figures as of August 31, 
1978, 27.5% of T X IA ’s assets were held 
in investment securities for purposes 
of Section 3(a)(3) of the Act.

Section 3(b)(2) of the Act exempts 
from the definition of an investment 
company in Section 3(a)(3) of the Act 
any issuer which the Commission 
finds and by order declares to be pri
marily engaged in a business or busi
nesses other than that of investing, re
investing, owning, holding, or trading 
in securities, either directly or (a ) 
through majority-owned subsidiaries 
or (b ) through controlled companies 
conducting similar types of businesses. 
Section 2(a)(9) of the Act defines con
trol as the power to exercise a control
ling interest over the management or 
policies of a company, unless such 
power is solely the result of an official 
position with such company. In addi
tion, Section 2(a)(9) of the Act states 
that any person who owns beneficial
ly, either directly or through one or 
more controlled companies, more than 
25 per centum of the voting securities 
shall be presumed to control such 
company. Any person who does not so 
own more than 25 per centum of the 
voting securities of any company shall 
be presumed not to control such com

pany, but any such presumption may 
be rebutted by evidence.

Applicant submits that it is entitled 
to an order of exemption under Sec
tion 3(b)(2) of the Act because it is pri
marily engaged and has been primar
ily engaged since 1972 in the air trans
portation business through a con
trolled subsidiary, TXIA . Applicant 
states that it has never been nor held 
itself out to be an investment compa
ny, that the three officers of Appli
cant have been principal executive of
ficers of T X IA  for more than 6 years 
and devote nearly all of their business 
time to the affairs of TX IA , and that 
Applicant’s assets and income reflect 
these factors. Applicant states that in 
addition to having 31.2% of the vote at 
a meeting of shareholders, by virtue of 
its ownership of a majority of a com
bined class of T X IA ’s Series B and 
Series C preferred stock, Applicant 
has veto power over certain corporate 
action, such as any merger or consoli
dation of TXIA , any sale of all or sub
stantially all of T X IA ’s assets, the re
classification of the capital shares of 
T X IA  or the liquidation of TXIA . Ap
plicant states that as a result of an 
amendment of T X IA ’s loan agree
ments, T X IA  will not be in default if 
Applicant no longer controls TXIA ; 
however, Applicant asserts that this 
amendment was not made in anticipa
tion of a loss of control of T X IA  by 
Applicant and that amendment does 
not indicate that any lender has ques
tioned the lenders’ earlier confirma
tion that Applicant controls TXIA.

Applicant asserts that it has no pre
sent intention of engaging in any busi
ness activity other than the direction 
and control of T X IA  for the foresee
able future and that it has no present 
intention to sell any of its securities in 
TXIA . Applicant asserts that the pur
chases by T X IA  of the common stock 
of National are in furtherance of 
T X IA ’s business as an airline and are 
not part of any intention of T X IA  to 
engage in the business of investing or 
trading in securities within the mean
ing of the Act. Applicant states that 
prior to T X IA ’s purchases of National 
stock, T X IA  had never purchased 
stock of any other corporation in any 
substantial amount. Applicant states 
that it is not the present intention of 
T X IA  to purchase stock of National 
for purposes of control and then to 
resell after National’s earnings per
formance has improved. Applicant 
contends that if T X IA  gains control of 
National, its intention would be to par
ticipate in the airline business directly 
and through National either by con
trol or consolidation.

In further support of the request for 
exemption, Applicant states that it 
has never owned a material amount of 
stock of any corporation other than 
TXIA , and that it has never sold any

T X IA  securities. Applicant states that 
subsequent to the purchase and con
trol of T X IA  by Applicant in 1972, the 
three officers of Applicant who are 
principal executive officers of TX IA  
moved themselves and their families 
from New York to Houston, Texas 
where T X IA ’s offices are located. Ap
plicant also states that to its knowl
edge, no person other th'an Applicant 
is entitled to cast 5% of the votes for 
directors after completion of the pro
posed T X IA  public offering.

Applicant states that it is its under
standing that, other than the pro
posed public offering described above, 
T X IA  has no current intention to 
offer or sell any equity securities or 
any securities convertible into or ex
changeable for equity securities, al
though a combination of T X IA  and 
National might involve the issuance of 
such securities. In this connection, 
however, T X IA  has filed a petition 
with the CAB requesting permission to 
purchase National stock beyond the 
present 25% limit and expects that the 
financial terms of a combination of 
T X IA  and National would require the 
issuance of a substantial amount of 
additional securities and that if may 
also require substantial additional fi
nancing. Applicant submits that TX IA  
would not be an investment company 
even if it acquired National stock in an 
amount having a value in excess of 
40% of T X IA ’s assets. Applicant con
tends that T X IA  would be entitled to 
an exemption pursuant to either Sec
tion 3(b)(1) or Section 3(b)(2) of the 
Act because it would continue to be 
primarily engaged in the. airline busi
ness.

Applicant states that as a condition 
to an order pursuant to Section 3(b)(2) 
of the Act, the exemptive order will 
terminate 30 days after it is deter
mined that at the end of any calendar 
quarter more than 40 percent of 
T X IA ’s total assets consist of invest
ment securities as defined by Section 
3(a)(3) of the Act, unless:

(1) Applicant. has received an opin
ion of counsel to the effect that TXIA  
is primarily engaged in a business 
other than that of investing, reinvest
ing, owning, holding or trading in se
curities within the meaning of Section 
3(b)(1) of the Act, or

(2) Applicant or T X IA  has filed a re
quest for a no-action letter pursuant 
to Section 3(b)(1) of the Act and, al
ternatively, an order pursuant to Sec
tion 3(b)(2) of the Act, or

(3) Applicant or T X IA  has filed a re
quest for an order pursuant to Section 
3(b)(2) of the Act.

Applicant states that in the event 
that Applicant or T X IA  shall proceed 
under either item (2) or item (3) 
above, Applicant’s exemption shall 
cease, and it shall register in the event 
that the Commission shall have final-
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ly denied the request from exemption 
and the time to appeal therefrom shall 
have run.

Section 3(b)(2) provides, in part, 
that whenever the Commission finds, 
upon its own motion, that the circum
stances which gave rise to the issuance 
of an order granting an application 
thereunder no longer exist, the Com
mission shall by order revoke such 
order.

Notice is further given that any in
terested person may, hot later than 
December 11, 1978, at 5:30 p.m.,
submit to the Commission in writing a 
request for a hearing on the matter ac
companied by a statement as to the 
nature of his interest, the reason for 
such request, and the issues, if any, of 
fact or law proposed to be controvert
ed, or he may request that he be noti
fied if the Commission shall order a 
hearing thereon. Any such communi
cation should be addressed: Secretary, 
Securities and Exchange Commission, 
Washington, D.C. 29549. A  copy of 
such request shall be served personally 
or by mail upon Applicant at the ad
dress stated above. Proof of such serv
ice (by affidavit, or in case of an attor- 
ney-at-law, by certificate) shall be 
filed contemporaneously with the re
quest. As provided by Rule 0-5 of the 
Rules and Regulations promulgated 
under the Act, an order disposing of 
the application will be issued as of 
course following said date unless the 
Commission thereafter orders a hear
ing upon request Or upon the Commis
sion’s own motion. Persons who re
quest a hearing, or advice as to wheth
er a hearing is ordered, will receive 
any notices and orders issued in this 
matter, including the date of the hear
ing (if ordered) and any postpone
ments thereof.

For the Commission, by the Division 
of Investment Management, pursuant 
to delegated authority.

G eorge A. F it zs im m o n s , 
Secretary.

CFR Doc. 78-33068 Filed 11-27-78; 8:45 am]

[8010-01-M ]

[Rei. No. 20772; 70-6224] 

K E N TU C K Y  P O W ER  C O .

Proposed Short-Term Borrowing

N ovember 14, 1978.
Notice is hereby given that Ken

tucky Power Company (“Kentucky”), 
an electric utility subsidiary company 
of American Electric Power Company, 
Inc. (“AEP”), 15th Street and Carter 
Avenue, Ashland, Kentucky 41101, a 
registered holding company, has filed 

#with this Commission an application 
pursuant to the Public Utility Holding 
Company Act of 1935 ( “Act” ), designa
ting Section 6(b) of the Act and Rule

50(a)(2) promulgated thereunder .as 
applicable to the proposed transaction. 
All interested persons are referred to 
the application, which is summarized 
below, for a complete description of 
the proposed transaction.

Kentucky requests that from the 
date of the granting of this applica
tion to January 1, 1980, the exemption 
from the provisions of Section 6(a) of 
the Act afforded to it by the first sen
tence of section 6(b) of the Act, relat
ed to the issuance of short-term notes, 
be increased to the extent necessary to 
cover the issuance and sale of notes to 
banks in an aggregate amount not to 
exceed $35,000,000 outstanding at any 
one time, all such indebtedness to 
mature not later than March 31, 1980.

Kentucky states that such short
term financing Is necessary due to a 
change in its plans concerning a con
templated $100,000,000 term loan in
volved with its proposed purchase of a 
15% interest in the Rockport Plant 
owned by Indiana &  Michigan Electric 
Company, another electric utility sub
sidiary of AEP. That proposed trans
action is the subject of a separate ap
plication before this Commission (File 
No. 70-6198), but was disapproved by 
the Kentucky Public Service Commis
sion on October 19, 1978. Kentucky ex
pects to request a reconsideration of 
the decision of the Kentucky Public 
Service Commission or to file a new 
application before it. Due to the un
certainty as to when and if said state 
commission will approve the proposal, 
Kentucky requests the short-term bor
rowing authorization in the event such 
approval is not forthcoming.

Concerning the credit arrangements, 
it is stated that Kentucky has lines of 
credit with 11 banks which total 
$241,000,000. Each note to be issued 
will mature not more than 90 days 
after the date of issuance or renewal 
thereof, and will be prepayable at any 
time without premium or penalty. 
Kentucky’s credit arrangements with 
these banks require it to maintain 
compensating balances of 5% of the 
line of credit and pay a fee equal' to 
4% of the bank’s prime commercial 
rate then in effect on the size of the 
line of credit. The combination of a 
5% compensating balance and a fee is 
generally equivalent to a compensat
ing balance not in excess of 10% of the 
line of credit made available. In addi
tion, Kentucky must pay interest on 
the borrowings at the rate of 108.5% 
of the bank’s prime commercial rate 
then in effect. Interest computed at 
this rate would not be greater than 
the effective rate for borrowings bear
ing interest at the prime rate with 
compensating balances equal to 10% of 
the amount borrowed. If the balances 
maintained and fees paid by Kentucky 
were maintained and paid solely to ful

fill requirements for borrowings by 
Kentucky, the effective interest cost 
to Kentucky, assuming full use of the 
line of credit, would not exceed 125% 
of the prime commercial rate in effect 
from time to time, or not more than 
13.4375% on the basis of a prime com
mercial rate of 10.75%.

Kentucky claims exemption from 
the competitive bidding requirements 
of Rule 50 for the proposed issuance 
of notes to banks pursuant to para
graph (a)(2 ) thereof.

The fees and expenses to be incurred 
in connection with the proposed trans
action are estimated at $2,500. It is 
stated that no state commission and 
no federal commission, other than this 
Commission, has jurisdiction over the 
proposed transaction.

Notice is further given that any in
terested person may, not later than 
December 7, 1978, request in writing 
that a hearing be held on such matter, 
stating the nature of his interest, the 
reasons for such request, and the 
issues of fact or law raised by said ap
plication which he desires to contro
vert; or he may request that he be no
tified if the Commission should order 
a hearing thereon. Any such request 
should be addressed: Secretary, Securi
ties and Exchange Commission, Wash
ington, D.C. 20549. A  copy of such re
quest. should be served personally or 
by mail upon the applicant at the 
above stated address, and proof of 
service (by affidavit or, in case of an 
attorney at law, by certificate) should 
be filed with the request. At any time 
after said date, the application, as 
filed or as it may be amended, may be 
granted as provided in Rule 23 of the 
General Rules and Regulations pro
mulgated under the Act, or the Com
mission may grant exemption from 
such rules as provided in Rules 20(a) 
and 100 thereof or take such other 
action as it may deem appropriate. 
Persons who request a hearing or 
advice as to whether a hearing is or
dered will receive any notices and 
orders issued in this matter, including 
the date of the hearing (if ordered) 
and any postponements thereof.

For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority.

G eorge A. F it z s im m o n s , 
Secretary.

[FR Doc. 78-33069 Filed 11-27-78; 8:45 am]
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[8010- 01-M ]

[Release No. 20780; 70—6225]

LOUISIANA POWER & LIGHT CO.

Proposed Extension of Issuance and Sale of 
Notes to Banks and to Dealer in Commercial 
Paper and Exception From Competitive Bid
ding

N o vem ber  16, 1978. 
Notice is hereby given that Louisi

ana Power and Light Company (“Lou
isiana”), 142 Delaronde Street, New  
Orleans, Lousiana 70174, a public-util
ity subsidiary company of Middle 
South Utilities, Inc. (“Middle South”), 
a registered holding company, has 
filed an application and an amend
ment thereto with this Commission 
pursuant to Sections 6(a) and 7 of the 
Public Utility Holding Company Act 
of 1935 (“Act”) and Rul^s 23, 50(a) (2), 
and 50(a) (5) promulgated thereunder 
regarding the following proposed 
transactions. All interested persons 
are referred to the application, as 
amended, for a complete statement of 
the proposed transactions.

Louisiana presently has in effect a 
program covering its interim financing 
requirements (bank borrowings and 
sales of commercial paper) through 
December 31, 1978, as authorized by 
the Commission (H CAR  No. 19825). 
To cover its interim financing require
ments through June 30, 1980, Louisi
ana proposes, from time to time, to 
borrow from, pay, prepay and/or re
borrow from one or more commercial 
banks and to issue and sell commercial 
paper to a dealer or broker in such se
curities in an aggregate principal 
amount not exceeding $120,000,000 
outstanding at any one time. The pro
posed commercial bank loans would be 
evidenced by unsecured promissory 
notes of Louisiana, each to the order 
of the lending bank, maturing not 
later than June 30, 1980, and generally 
bearing interest at the prime rate in 
effect from time to time at certain 
New York banks. Such notes would be 
subject to prepayment in whole at any 
time or in part from time to time with
out penalty or premium. Set forth 
below are the respective maximum 
amounts which the banks participat
ing in the bank loans have committed 
themselves to lend during the period 
through June 30, 1980:

Bank Maximum
amount

The Chase Manhattan Bank (Na
tional Association) New York, N.Y $54,000,000

Irving Trust Co., New York, N.Y..... 12,000,000
Manufacturers Hanover Trust Co.,

New York, N.Y...........................  9,000,000
Whitney National Bank of New Or

leans, New Orleans, La.....i..........  8,000,000
First National Bank of Louisville,

Louisville, Ky.............................  8,000,000
First National Bank of Commerce,

New Orleans, La...........   6,000,000
Bank of Virginia, Richmond, Va ....  5,000,000

Bank Maximum
amount

Hibernia National Bank, New Or-'
leans, La....................................  5,000,000

Securities Pacific National Bank,
Los Angeles, Calif......................  5,000,000

National American Bank of New Or
leans, New Orleans, La................  2,800,000

The National Bank of Commerce in 
Jefferson Parish, New Orleans, La 750,000

First State Bank <te Trust Co., Boga-
lusa, La...............    640,000

The Bank of New Orleans & Trust
Co., New Orleans, La..................  500,000

"Central Bank, Monroe, La.............. 500,000
First National Bank of Jefferson

Parish, Qretna, La...................... 400,000
First National Bank of West

Monroe, West Monroe, La...........  400,000
Assumption Bank & Trust Co., Na-

poleonville, La.......................   240,000
Bastrop National Bank, Bastrop, La. 200,000
American Bank & Trust' Co. in

Monroe, Monroe, La...................  100,000
Bank of Louisiana in New Orleans,

New Orleans, La.........................  100,000
Guaranty Bank St Trust Co.,

Gretna, La................................. 100,000
Metairie Bank St Trust Co., Me

tairie, La ...................................  100,000
Terrebonne Bank St Trust Co.,

Houma, La............    100,000
Ouachita National Bank, Monroe,

La........... i........................... ..... 100,000
Bank of the South, Gretna, La.......  100,000
First Guaranty Bank, Hammond, La 75,000
Franklin State Bank St Trust Co.,

Winns boro, La............................  50,000
Winnsboro State Bank & Trust Co.,

Winnsboro, La............................  50,000
Bank of Morehouse, Bastrop, La..... 25,000
Citizens Bank & Trust Co., Thibo- 

daux, La...................    20,000

Total...... „..... ............. - ......  119,350,000

Louisiana maintains accounts with 
the lending banks and, at September 
30, 1978, balances in such accounts ag
gregated $2,543,432. Although the bal
ances in some of these accounts may 
be deemed to be compensating bal
ances, most of these bank accounts are 
working accounts and fluctuations in 
their balances do not reflect or depend 
upon fluctuations in the amount of 
bank loans outstanding. The minimum 
balances customarily maintained in 
such bank accounts aggregate 
$1,291,000. Louisiana believes that 
these balances are adequate as of this 
time. If minimum balances of 10% or 
20% were required, the effective rate 
of interest would be, 12.22% and 
13.75%, respectively using the present 
prime rate of 11%.

The commercial paper will be sold 
by Louisiana directly to Lehman Com
mercial Paper Incorporated 
( “Lehman”) in denominations of not 
less than $50,000 or more than 
$1,000,000 at a discount which will not 
exceed the discount rate per annum 
prevailing at the respective dates of is
suance for the particular maturities 
involved for sales of prime commercial 
paper of comparable quality by public 
utility issuers to commercial paper 
dealers. The maximum amount of 
commercial paper purchased and out
standing at any one time will not 
exceed $75,000,000. The proposed com
mercial paper of Louisiana would be in

the form of unsecured bearer notes 
maturing not longer than nine months 
after their respective dates of issu
ance. No other costs, fees, commissions 
or additional charges will be payable 
by Louisiana to Lehman in connection 
with the issuance and sale of such 
commercial paper. The commercial 
paper will not be prepayable prior to 
maturity. As principal, Lehman will 
initially reoffer the commercial paper 
at a discount rate no greater than %th 
of 1% per annum less than the dis
count rate to Louisiana, to corpora
tions and institutional investors from 
a list of not more than 200 such pro
posed offerees.

Louisiana will not issue any of its 
commercial paper notes having a ma
turity of more than 90 days at an ef
fective interest cost which exceeds the 
effective interest cost at which Louisi
ana could borrow from banks, and, in 
general, the nature of the borrowing 
or borrowings made at any particular 
time would be determined on the basis 
of market conditions with a view 
toward obtaining borrowed funds at 
the lowest possible cost.

The net proceeds of the borrowings 
herein proposed will be used, together 
with other funds available to Louisi
ana, for the construction of new facili
ties, for additions and improvements 
to present facilities, and for other cor
porate purposes. Louisiana’s construc
tion program contemplates expendi
tures of approximatey $257,500,000 in 
1978, $269,000,000 in 1979, and
$289,000,000 in 1980.

Louisiana expects to effect perma
nent financing also during the period 
through June 30, 1980, and may use 
part of all of the proceeds of such per
manent financing to pay or prepay 
commercial bank loans or to pay com
mercial paper. Louisiana states that it 
is essential to its interim financing 
program &  therefore proposes, that 
such use of the proceeds of permanent 
financing shall not reduce the aggre
gate principal amount of commercial 
paper and/or commercial bank loans 
which Louisiana herein seeks authori
zation to have outstanding at any one 
time during said period through June 
30, 1980. Louisiana expects to retire all 
of the then outstanding borrowings 
covered by this application on or 
before June 30, 1980, from the pro
ceeds of the sale of securities.

Louisiana requests exception from 
the competitive bidding requirements 
of Rule 50 for the proposed issue and 
sale of its commercial paper pursuant 
to paragraphs (a ) (2) or (a ) (5) thereof. 
It is stated that it is not necessary or 
appropriate in the public interest or 
for the protection of investors or con
sumers to invite competitive bids for 
the commercial paper because such 
paper will have a maturity not in 
excess of nine months, and because
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current rates for commercial paper for 
such prime borrowers as Louisiana are 
published daily in financial publica
tions.

Louisiana also requests authority to 
file certificates under Rule 24 with re
spect to the issue and sale of commer
cial paper on a quarterly basis.

No associate company or affiliate of 
Louisiana or affiliate of any such asso
ciate company has any material inter
est, direct or indirect in the transac
tions proposed.

No state commission and no federal 
commission, other than this Commis
sion, has jurisdiction over the pro
posed transactions. The fees, commis
sions, and expenses to be incurred in 
connection with these transactions are 
estimated at $4,000 including legal fees 
not to exceed $2,000.

Notice is further given that any in
terested person may, not later than 
December 13, 1978, request in writing 
that a hearing be held on such matter, 
stating the nature of his interest, the 
reasons for such request, and the 
issues of fact or law raised by said ap
plication which he desires to contro
vert; or he may request that he be no
tified if the Commission should order 
a hearing thereon.-Any such request 
should be addressed: Secretary, Securi
ties and Exchange Commission, Wash
ington, D.C. 20549. A  copy of such re
quest should be served personally or 
by mail upon the applicant at the 
above stated address, and proof of 
service (by affidavit or, in the case of 
an attorney at law, by certificate) 
should be filed with the request. At 
any time after said date, the applica
tion, as amended or as it may be fur
ther amended, may be granted and 
permitted to become effective as pro
vided in Rule 23 of the General Rules 
and Regulations promulgated under 
the Act, or the Commission^may grant 
exemption from such rules as provided 
in Rules 20(a) and 100 thereof or take 
such other action as it may deem ap
propriate. Persons who request a hear
ing or advice as to whether a hearing 
is ordered will receive any notices and 
orders issued in this matter, including 
the date of the hearing (if ordered) 
and any postponements thereof.

Por the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority.

G eorge A . F it z s im m o n s , 
Secretary.

(PR Doc. 78-33070 Filed 11-27-78; 8:45 ami

[8010-01 -M]

[Release No. 10487; 811-1317] 

MARATHON SECURITIES CORP.

N ovember  17, 1978.
Notice is hereby given that Mara

thon Securities Corporation (“Appli
cant” ), 635 Madison Avenue, New  
York, New York 10022, registered as a 
closed-end, non-diversified manage
ment investment company under the 
Investment Company Act of 1940 
(“Act” ), filed an application pursuant 
to Section 8(f) of the Act on Septem
ber 20, 1978, for an order of the Com
mission declaring that Applicant has 
ceased to be an investment company 
as defined in the Act. All interested 
persons are referred to the application 
on file with the Commission for a 
statement of the representations set 
forth therein, which are summarized 
below.

Applicant was organized as a Dela
ware corporation and registered under 
the Act on or about May 14; 1965. At a 
meeting held on October 2, 1974, Ap
plicant’s stockholders considered and 
approved a plan for the liquidation 
and dissolution of Applicant and the 
termination of Applicant’s status as a 
registered investment company. On 
December 6, 1974, Applicant filed a 
Certificate of Dissolution with the 
Secretary of State of Delaware and, 
under Delaware law, Applicant was 
thereby legally dissolved. On June 30, 
1978, the Delaware Court of Chancery 
issued an order extending Applicant's 
time to complete winding up its affairs 
until December 31,1978.

On December 9, 1974, Applicant 
made its first liquidating distribution 
to stockholders. Subsequently, Appli
cant has made four more liquidating 
distributions, and a final distribution 
of not more than $41,000, or about 
$0.10 per share, is expected to be made 
upon the granting of the requested 
order and the completion of the wind
ing up of Applicant’s affairs. The ap
plication states that such final distri
bution would represent the value of 
the assets of Applicant remaining 
after payment of all known expenses 
and other liabilities. Applicant further 
represents that it has no outstanding 
indebtedness, is not a party to any liti
gation or administrative proceeding 
and,that it does not now nor does it 
propose to engage in any business ac
tivities other than those necessary for 
the winding up of its affairs.

Section 8(f) of the Act provides, in 
pertinent part, that when the Com
mission, upon application, finds that a 
registered investment company has 
ceased to be an investment company, 
it shall so declare by order and upon 
the effectiveness of such order, the 
registration of such company shall 
cease to be in effect.

Notice is further given that any in
terested person may, not later than 
December 12, 1978, at 5:30 p.m., 
submit to the Commission in writing a 
request for a hearing on the matter ac
companied by a statement as to the 
nature of his interest, the reason for 
such request, and the issues, if any, of 
fact or law proposed to be controvert
ed, or he may request that he be noti
fied if the Commission shall order a 
hearing thereon. Any such communi
cation should be addressed: Secretary, 
Securities and Exchange Commission, 
Washington, D.C. 20549. A  copy of 
such request shall be served personally 
or by mail upon Applicant at the ad
dress stated above. Proof of such serv
ice (by affidavit or, in the case of an 
attorney-at-law, by certificate) shall be 
filed contemporaneously with the re
quest. As provided by Rule 0-5 of the 
Rules and Regulations promulgated 
under the Act, an order disposing of 
the application will be issued as of 
course following said date unless the 
Commission thereafter orders a hear
ing upon request or upon the 
Commission’s own motion, Persons 
who request a hearing, or advice as to 
whether a hearing is ordered, will re
ceive any notices and orders issued in 
this matter, including the date of the 
hearing (if ordered) and any postpone
ments thereof.

For the Commission, by the Division 
of Investment Management, pursuant 
to delegated, authority.

G eorge A . F it z s im m o n s , 
Secretary.

[FR  Doc. 78-33071 Filed 11-27-78; 8:45 am]

[8010-01-M]

[Rel. No. 10478; 812-4386]

MARYLAND TAX EXEMPT TRUST AND LEGG 
MASON W OOD WALKER INC.

Filing of Application

N ovember  13, 1978.
Notice is hereby given that Mary

land Tax Exempt Trust, Series 1 (and 
Subsequent Series) ( “Trust”), a unit 
investment trust registered under the 
Investment Company Act of 1940 
( “Act” ) and its Sponsor, Legg Mason 
Wood Walker Inc. ( “Sponsor” ) (here
inafter the Sponsor and the Trust are 
referred to collectively as “Appli
cants"), 7 East Redwood Street, Balti
more, Maryland 21203, have filed an 
application on October 30, 1978, for an 
order of the Commission pursuant to 
Section 6(c) of the Act exempting the 
Applicants from the provisions of Sec
tion 14(a) of the Act, and Rule 19b-l 
under the Act. All interested persons 
are referred to the application on file 
with the Commission for a statement 
of the representations contained 
therein, which are summarized below.

FEDERAL REGISTER, VOL. 43, NO. 229— TUESDAY, NOVEMBER 28, 1978



55508 NOTICES

Series 1 of the Trust is a unit invest
ment trust, and is the first of a series 
of similar but separate trusts which 
the Sponsor intends to form (herein
after all such subsequent Series are 
collectively referred to as the 
“Series”). The Series will be created 
under the laws of the state of New  
York pursuant to separate trust agree
ments, such agreements containing 
certain standard terms and conditions 
of trust common to all the Series. The 
Applicants represent that the invest
ment objective of each Series will be 
to seek both the preservation of capi
tal and income which is tax-exempt 
from both federal income taxes and 
Maryland personal income taxes 
through the investment in a portfolio 
of tax-free municipal bonds issued by 
issuers located in the state of Mary
land (“Bonds” ) and, subject to certain 
limitations, Units of previously-issued 
Series of the Trust (the Bonds and 
previously issued Units are collectively 
called herein the “Trust Securities” ). 
The Trust Securities which will consti
tute the portfolio of each Series will 
be selected in advance and will be 
identifiable in respect of each Series 
on the date of deposit with the Trust
ee.

The Sponsor has filed a Form S-6 
Registration Statement under the Se
curities Act of 1933 ("1933 Act” ) cover
ing fractional undivided interests in 
Series 1 to be offered to investors at a 
public offering price set forth in the 
prospectus included in the S-6 Regis
tration Statement. The 1933 Act Reg
istration Statement has not yet 
become effective. The Sponsor has 
also filed a Form N-8A Notification of 
Registration and a Form N-8B-2 Reg
istration Statement under the Act re
lating to Series 1.

Each Series of the Trust will be gov
erned by the provisions of a trust in
denture and agreement ( “Indenture”) 
to be entered into by the Sponsor and 
a corporation organized and doing 
business under the laws of the United 
States or a state thereof, which is au
thorized under such laws to exercise 
corporate trust powers and having at 
all times an aggregate capital, surplus, 
and undivided profits of not less than 
$2,500,000 ( “Trustee” ). It is contem
plated that the Bradford Trust Com
pany will serve as Trustee for Series 1. 
The Sponsor will serve as Evaluator 
for Series 1. A  separate Indenture will 
be entered into each time a Series is 
created and activated and the Trust 
Securities which comprise its portfolio 
(or delivery statements relating to con
tracts for the purchase of such Trust 
Securities together with funds repre
sented by cash or an irrevocable letter 
of credit issued by a major commercial 
bank in the amouht required for their 
purchase) are deposited with the 
Trustee. Each Series will be substan

tially identical except as to size, 
number of Units and the individual 
Trust Securities in the portfolio.

When a Series of the Trust is cre
ated, the Sponsor and the Trustee will 
enter into an Indenture and the Trust 
Securities to constitute such Series of 
the Trust (or delivery statements re
lating thereto and funds for the pur
chase thereof as set forth above) will 
be delivered to and deposited with the 
Trustee by the Sponsor. Substantially 
concurrently, the Trustee will issue in 
the name of the Sponsor, or such 
other name as the Sponsor may direct, 
one or more certificates evidencing the 
ownership of all of the undivided in
terests in such Series of the Trust. 
These Units will be separately offered 
for sale to the public at prices based 
upon their then respective current net 
asset values, after the registration 
statement filed in respect thereto 
under the 1933 Act has become effec
tive.

Applicants state that Trust Securi
ties will not be pledged or be in any 
other way subjected to any debt at 
any time after they are deposited with 
the Trustee. The Sponsor has been ac
cumulating Trust Securities for the 
purpose of deposit in Series 1 and will 
follow a similar procedure of accumu
lating Trust Securities for each subse
quent Series.

The assets of the Trust may consist 
of Bonds initially deposited, such 
Bonds as may continue to be held 
from time to time in exchange for or 
substitution of any of the Bonds, ac
crued and undistributed interest, un
distributed cash and Units of previous
ly issued Series of the Trust. On the 
date of deposit, the maximum number 
of Units in the Trust of a Series and 
the Bonds which will comprise the re
spective portfolios are determined. No 
additional Units can be issued, al
though the number of Units outstand
ing may be reduced by redemptions. 
No additional Trust Securities can be 
deposited in the Trust except that 
under certain circumstances, refund
ing bonds issued in exchange and sub
stituted for outstanding Bonds may be 
deposited with the Trustee. The 
Trustee may dispose of Trust Securi
ties when events occur which may 
affect their investment stability and 
distribute the proceeds thereof in par
tial liquidation to Unitholders; and the 
Trustee must sell Trust Securities if 
necessary for the payment of the re
demption price of Units tendered for 
redemption. The proceeds from such 
dispositions will be distributed to the 
holders of Units of the Trust ( “Unith
olders” ), and not reinvested.

Each Unit of the Trust will repre
sent a fractional undivided interest, 
the numerator of the fractional inter
est represented will be 1 and the de
nominator will be the number of Units

issued and outstanding in any particu
lar Series. Units are redeemable, and 
in the event that any Units are re
deemed, the fractional undivided in
terest represented by each Unit will be 
increased accordingly. Units will 
remain outstanding until redeemed or 
until the termination of the Inden
ture. The Indenture may be terminat
ed by 100% agreement of the Unith
olders or, in the event that the value 
of Trust Securities shall fall below an 
amount specified, either upon direc
tion of the Sponsor to the Trustee or 
by the Trustee without such direction. 
There is no provision in the Indenture 
for the issuance of any Units after the 
initial issuance and such activity will 
not take place (except to the extent 
that the secondary trading by the 
Sponsor in the Units is deemed the is
suance of Units under the Act).

Section 14(a)
Section 14(a) of the Act, in sub

stance, provides that no registered in
vestment company and no principal 
underwriter for such a company shall 
make a public offering of securities of 
which such company is the issuer 
unless (1) the company has a net 
worth of at least $100,000; (2) at the 
time of a previous public offering it 
had a net worth of $100,000; or (3) pro
vision is made that a net worth of 
$100,000 will be obtained from not 
more than twenty-five responsible per
sons within ninety days, or the entire 
proceeds received, including sales 
charge, will be refunded.

Applicants seek an exemption from 
the provisions of Section 14(a) in order 
that a public offering of Units of the 
Trust as described above may be made. 
In connection with the requested ex
emption from Section 14(a) the Spon
sor agrees (1) to refund, on demand 
and without deduction, all sales 
charges to purchasers of Units of a 
Series if, within ninety days from the 
time that a registration statement for 
a Series becomes effective under the 
Securities Act of 1933, the net worth 
of the Series shall be reduced to less 
than $100,000, or if such Series is ter
minated; (2) to instruct the Trustee on 
the date Trust Securities are deposited 
in each Series that in the event that 
redemption by the Sponsor of Units 
constituting a part of the unsold Units 
shall result in that Series having a net 
worth of less than 40% of the princi
pal amount of Trust Securities origi
nally deposited for such Series, the 
Trustee shall terminate the Series in 
the manner provided in the Indenture 
and distribute any Trust Securities or 
other assets deposited with the Trust
ee pursuant to the Indenture as pro
vided therein; and (3) in the event of 
termination for the reasons described 
in (2) above, to refund any sales 
charges to any purchasers, of Units
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purchased from the Sponsor on 
demand and without any deduction.

The Sponsor has further represent
ed that no Series of the Trust will be 
created which will contain in the port
folio on the date of deposit, Trust Se
curities (or delivery statements relat
ing thereto and funds for the purchase 
thereof) having a face amount of less 
than $3,000,000. In the event the value 
of such Series should decrease to the 
greater of $1,000,000 or 20% of the 
amount of the Trust Securities initial
ly deposited, for any reason, the 
Trustee may, and when so directed by 
the Sponsor shall, terminate and liqui
date the Series. Thus, Applicants rep
resent that it is highly unlikely that, 
except during the course of liquida
tion, the net worth of any Series 
would over decline to $100,000 or less.

R ule  19b-1

Rule 19b-l provides in substance 
that no registered investment compa
ny which is a “regulated investment 
company” as defined in Section 851 of 
the Internal Revenue Code shall dis
tribute more than one capital gain 
dividend in any one taxable year. 
Paragraph (b ) of the Rule contains a 
similar prohibition for a company not 
a “regulated investment company” but 
permits a unit investment trust to dis
tribute capital gain dividends received 
from a “regulated investment compa
ny” within a reasonable time after re
ceipt.

Distributions of interest and princi
pal on each Series will be made to Un
itholders semiannually unless a Unith
older elects to receive them monthly 
or quarterly. Applicants represent 
that distributions of principal consti
tuting capital gains to Unitholders 
may arise in the following instances: 
(1) If an issuing authority calls or re
deems an issue of Bonds held in the 
portfolio, the sums received by the 
Trust will be distributed on a pro rata 
basis to each Unitholder on the next 
distribution date; (2) if Units are re
deemed by the Trustee and Trust Se
curities from the portfolio are sold to 
provide the funds necessary for such 
redemption, each Unitholder will re
ceive his pro rata portion of the pro
ceeds from the Trust Securities sold 
over the amount required to satisfy 
such redemption distribution; (3) if 
Bonds held in the portfolio are sold to 
maintain the investment stability of a 
Series of the Trust, the sums received 
by the Trust may be distributed on a 
pro rata basis to each Unitholder on 
the next distribution date; and (4) as 
Bonds mature by their terms, the 
sums received by the Trust will be dis
tributed on a pro rata basis to each 
Unitholder on the next distribution 
date. In such instances, a Unitholder 
may receive in his distribution funds 
which constitute capital gains, since in

some cases the value of the Trust Se
curities redeemed or sold may have in
creased since the date of their acquisi
tion by the Trust.

As noted above, Paragraph (b ) of 
Rule 19b-l provides that a unit invest
ment trust may distribute capital gain 
dividends received from a “regulated 
investment company” within a reason
able time after receipt. Applicants 
assert that the purpose behind such 
provision is to avoid forcing unit in
vestment trusts to accumulate valid 
distributions received throughout the 
year and distribute them only at year 
end, and that the operations of Appli
cants in this regard are squarely 
within the purpose of such provision. 
However, in order to comply with the 
literal requirements of the Rule, each 
Series of the Trust would be forced to 
hold any monies which would consti
tute capital gains upon distribution 
until the end of its taxable year. The 
application contends that such prac
tice would clearly be to the detriment 
of the Unitholders.

In support of the requested exemp
tion, Appliants state that the dangers 
against which Rule 19b-l is intended 
to guard do not exist in the situation 
at hand since neither the Sponsor nor 
the Trust has control over events 
which might trigger capital gains, e.g., 
the tendering of Trust Units for re
demption and the prepayment of port
folio Bonds by the issuing authorities. 
In addition, it is alleged that any capi
tal gains distribution will be clearly in
dicated as capital gains in the accom
panying report by the Trustee to the 
Unitholder. Furthermore, Applicants 
assert that the sale of Bonds in an 
effort to maintain the investment sta
bility of a Series of the Trust is an ac
tivity designed generally to prevent or 
to retard deterioration of values when 
certain adverse factors exist. These 
factors include a default in the pay
ment of principal or interest on its 
Bonds, or an adverse change in the 
market, revenue or credit factors af
fecting the investment stability of the 
Bonds. Finally, Applicants contend 
that sale of Bonds in an effort to 
maintain investment stability of any 
Series is not expected to result in capi
tal gain dividends to the Trust or its 
Unitholders because the above factors 
will normally have a depressing effect 
on the market value of the Bonds.

Section 6(e) of the Act provides, in 
pertinent part, that the Commission, 
by order upon application, may condi
tionally or unconditionally, exempt 
any person, security, or transaction, or 
any class or classes of persons, securi
ties or transactions, from any provi
sion of the Act or of any rule or regu
lation under the Act, if and to the 
extent such exemption is necessary or 
appropriate in the public interest and 
consistent with the protection of in

vestors and the purposes fairly intend
ed by the policy and provisions of the 
Act.

Notice is further given that any in
terested person may, not later than 
December 4, 1978, at 5:30 P.M., submit 
to the Commission in writing a request 
for a hearing on the application ac
companied by a statement as to the 
nature of his interest, the reasons for 
such request, and the issues, if any, of 
fact or law proposed to be controvert
ed, or he may request that he be noti
fied if the Commission shall order a 
hearing thereon. Any such communi
cation should be addressed: Secretary, 
Securities and Exchange Commission, 
Washington, D.C. 20549. A  copy of 
such request shall be served personally 
or by mail upon Applicants at the ad
dress stated above. Proof of such serv
ice (by affidavit, or in the case of any 
attomey-at-law by certificate) shall be 
filed contemporaneously with the re
quest. As provided by Rule 0-5 of the 
Rules and Regulations promulgated 
undet the Act, an order disposing of 
the application herein will be issued as 
of course following said date unless 
the Commission thereafter orders a 
hearing upon request or upon the 
Commission’s own motion. Persons, 
who request a hearing or advice as to 
whether a hearing is ordered, will re
ceive any notices and orders issued in 
this matter, including the date of the 
hearing (if ordered) and any postpone
ments thereof.

For the Commission, by the Division 
of Investment Management, pursuant 
to delegated authority.

G eorge A . F it z s im m o n s , 
Secretary.

[FR  Doc. 78-33072 Filed 11-27-78; 8:45 am]

[8010-01-M ]

[Rei. No. 10481; 812—4366]

MERRILL LYNCH, PIERCE, FENNER & SMITH IN C  
el al.

Notice of Filing of Application

In the matter of Merrill Lynch, 
Pierce, Fenner & Smith Incorporated; 
Bache Halsey Stuart Shields Incorpo
rated; Dean Witter Reynolds, Inc.; 
Municipal Investment Trust Fund; 
The Corporate Income Fund; The Mu
nicipal Income Fund; and The Govern
ment Securities Income Fund, c/o 
Merrill Lynch, Pierce, Fenner & 
Smith Incorporated, 125 High Street, 
Boston, Massachusetts 02110.

Notice is hereby given that Merrill 
Lynch, Pierce, Fenner, &  Smith Incor
porated, Bache Halsey Stuart Shields 
Incorporated, Dean Witter Reynolds, 
Inc. (the “Sponsors”), and all present
ly outstanding or subsequently issued 
Series (exclusive of short term Series 
and any other Series where the appli-
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cable sales charge is less than that ap
plicable at the time to the public of
fering price of intermediate term 
series of Municipal Investment Trust 
Fund, The Corporate Income Fund, 
The Municipal Income Fund and The 
Government Securities Income Fund 
(the “Funds” or the individual Series 
thereof, a “Series” ) (collectively, the 
“Applicants”), filed an application on 
September 7, 1978, and an amendment 
thereto on November 2, 1978, pursuant 
to Sections 6(c) and 11 of the Invest
ment Company Act of 1940 (the 
“Act” ), for an order of the Commis
sion to permit the exchange of units 
of any Series of any of the Funds for 
units of any other Series thereof on 
the basis of a reduced fixed sales 
charge per unit, subject to certain con
ditions specified in the application and 
as set forth below, and exempt such 
transactions of the Applicants from 
the provisions of Section 22(d) of the 
Act. All interested persons are re
ferred to the application, which is on 
file with the Commission, for a state
ment of the representations made 
therein, which are summarized below.

Municipal Investment Trust Fund, 
the Corporate Income Fund, The Mu
nicipal Income Fund and The Govern
ment Securities Income Fund are in
vestment companies registered under 
the Act, each of which is sponsored by 
one or more of the Sponsors and is 
made up of one or more Series of sepa
rate unit investment trusts registered 
under the Securities Act of 1933. 
While the structures of the Funds and 
the various Series are very similar in 
most respects, the investment objec
tives of the Funds are different. Thus, 
the primary objective of Municipal In
vestment Trust Fund and The Munici
pal Income Fund are tax-exempt 
income while the primary objective of 
The Corporate Income Fund and The 
Government Securities Income Fund 
is income which is subject to Federal 
income taxation. In addition, sub
groupings of Series under the basic 
Fund structures are different. Thus, 
Series of Municipal Investment Trust 
Fund are variously invested in long
term municipal bonds, intermediate 
term municipal bonds and municipal 
bonds issued by particular states (such 
as Florida, New York, Pennsylvania, 
Michigan and Minnesota) and various 
Series of The Corporate Income Fund 
and The Government Securities 
Income Fund are variously invested in 
long-term corporate bonds, intermedi
ate term corporate bonds, preferred 
stock and U.S. guaranteed “Ginnie 
Maes”. In the future, it can be expect
ed that additional Series of the Funds 
may be organized with investment ob
jectives which, while they will be simi
larly structured and consistent with 
the basic objectives of the Funds of 
tax-exempt or taxable income, will

have their particular investment ob
jectives oriented towards specialized 
investments within these general cate
gories.

The Applicants state that at thé pre
sent time, more than 300 Series of the 
Funds have been issued, comprising 
portfolios of underlying securities ag
gregating some $8 billion, and addi
tional Series are being created and of
fered to the public at a rate of more 
than one a week. The Applicants fur
ther state that the creation and public 
offering of all existing Series of the 
Funds has been undertaken with a 
view to full'compliance with the re
quirements of the Act and the Securi
ties Act of 1933 and it is anticipated 
that subsequent offerings of new 
Series will comply in all repects with 
these Acts.

The Applicants state that although 
the structure of particular Funds and 
particular Series differ in various re
spects depending on the nature of the 
underlying portfolios, the essential 
procedure followed in all cases is for 
the Sponsors to acquire a portfolio of 
securities, believed by them to satisfy 
the standards applicable to the invest
ment objectives of the particular 
Series, which is then deposited in trust 
with a corporate fiduciary in exchange 
for certificates representing units of 
undivided interest in the deposited 
portfolio. These units are then offered 
to the public at a public offering price 
which is based upon the offering 
prices of the underlying securities plus 
a sales charge, which is currently 3%% 
of the public offering price in the case 
of the Series investing in long-term 
debt securities and preferred stock and 
3% in the case of offerings of Series 
investing in intermediate term bonds 
or “Ginnie Maes”. The sales charge 
applicable to future Series may be 
varied by the Sponsors.

The Applicants state that although 
the Sponsors are not legally obligated 
to do so, the Sponsors maintain a sec
ondary market for Units of outstand
ing Series and continually offer to 
purchase these Units at prices based 
upon the offering side evaluation of 
the underlying bonds, as determined 
by an independent evaluator! If the 
Sponsors discontinue maintaining 
such a market at any time, the Units 
of the Series can be liquidated by 
holders only by direct presentation to 
the trustee at redemption prices based 
upon the bid side evaluation of the un
derlying bonds.

The Applicants state that the Spon
sors seek authority to offer, subject to 
the conditions and exceptions de
scribed below, an exchange option (the 
“Exchange Option”) to certificate- 
holders of the various Series of all of 
the Funds. The purpose of the Ex
change Option would be to provide in
vestors in any of the Series a conve-

nierit means of transferring interests 
as their investment requirements 
change into any other Series of any of 
the Funds. If the Sponsors implement 
the Exchange Option, they would 
intend to hold it open under most cir
cumstances. However, they reserve the 
right to modify, suspend or terminate 
the Exchange Option at any time 
without further notice to certificate- 
holders.

The Applicants state that it is in
tended the Exchange Option would 
operate as follows: The Exchange 
Option would be meant to operate 
only as to units of the various Series 
of the Funds as to which a secondary 
market may from time to time be 
maintained. A  certificateholder wish
ing to dispose of those of his Units for 
which a market is maintained would 
have the option to exchange his Units 
into Units of any other Series of any 
Fund for which a market is also main
tained. While it is not presently con
templated that certificateholders 
would be permitted to exchange their 
Units into Units of other Series which 
are available on original issue, the 
Sponsors might at some future date 
determine to permit such exchanges. 
When any certificateholder notifies 
the Sponsores of his desire to exercise 
his Exchange Option, the Sponsors 
would deliver to such certificateholder 
a current prospectus for those Series 
in which the certificateholder has in
dicated an interest and which the 
Sponsors have available to offer to the 
certificateholder as a result of acquisi
tions by them in the secondary 
market.

The Applicants state that the ex
change transaction would operate in a 
manner essentially identical to any 
secondary transaction, except that the 
Sponsors seek authority to allow a re
duced sales charge in a transaction 
pursuant to the Exchange Option. 
Heretofore, Units of any Series repur
chased by the Sponsors have been 
resold at a public offering price based 
upon the offering side evaluation of 
the underlying securities plus a sales 
charge of either 3%% or 3% depending 
on the nature of the portfolio making 
up the particular Series. The Appli
cants seek authority to sell Units pur
suant to the Exchange Option at a 
price equal to the offering side evalua
tion of the underlying securities divid
ed by the number of Units outstanding 
(the “Unit Offering Price”), plus a 
fixed charge of $15 per Unit, except as 
described in the next paragraph. Such 
$15 sales charge can be expected to ap
proximate about lVfe% of the offering 
price. The Sponsors reserve the right 
to change such fixed charge from time 
to time in the event of fluctuations in 
the cost of professional assistance and 
operational expenses in connection 
with these exchange transactions.
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The Applicants state that certifica- 
teholders of a Series with a sales 
charge less than the sales charge of 
the Series for which such certificate- 
holders desire to exchange who have 
held their Units for a period of at least 
eight months would be allowed to ex
ercise the Exchange Option at the 
Unit Offering Price plus a fixed sales 
charge of $15 per Unit. However, such 
certificateholders of Series with a 
lower sales charge who wish to ex
change their units for Units of a 
Series with a higher sales charge prior 
to the expiration of the eight month 
period would be allowed to exchange 
such Units at the Unit Offering Price 
plus a sales charge based on the great
er of $15 per Unit or an amount which 
together with the initial sales charge 
paid in connection with the acquisition 
of the Units being exchanged equals 
the sales charge of the Series for 
which such certificateholders desire to 
exchange, determined as of the date of 
exchange.

The Applicants state that the certifi- 
cateholder would not be permitted to 
make up any difference between the 
amount representing the Units being 
submitted for exchange and the Units 
being acquired. That is to say, the cer- 
tificateholder would be permitted to 
acquire pursuant to the Exchange 
Option whole Units only and any 
excess amounts representing . sales 
price of Units submitted for exchange 
would be remitted to the certificate- 
holder.

Section 11(c) of the Act prohibits 
any type of offer of exchange of the 
securities of registered unit invest
ment trusts tor the securities of any 
other investment company unless the 
terms of the offer had been approved 
by the Commission or are in accord
ance with rules and regulations pre
scribed by the Commission with re
spect to such orders. None of the ex
emptions from the provisions of Sec
tion 11 appear to apply to the pro
posed Exchange Option. The Appli
cants state that they would therefore 
be unable to proceed with the Ex
change Option unless the Commission 
grants the requested exemption from 
the provisions of Section 11(c) of the 
Act.

Section 22(b) of the Act prohibits a 
registered investment company from 
selling any redeemable security issued 
by it except either to or through a 
principal underwriter for distribution 
other than at the current public offer
ing price described in its prospectus. 
None of the applicable exemptions 
from the provisions of that Section ap
pears to apply to the Exchange Op
tions. The Applicants state that they 
would therefore by unable to proceed 
with the Exchange Option unless, pur
suant to Section 6(c) of the Act, the 
Commission exempts the Exchange

NOTICES

Option from the provisions of Section 
22(d).

The initially suggested reduced sales 
change of $15 rather than the custom
ary 3%% or 3% sales charges for regu
lar primary and secondary market 
sales is proposed by the Applicants as 
a result of certain cost savings. In the 
judgment of the Applicants the pro
posed reduction would be beneficial to 
investors. The Applicants state that 
under the proposed Exchange Option, 
a person desiring to dispose of Units of 
one Series and acquire Units of an
other Series may wish to do so for a 
number of reasons—such as changes in 
his or her particular investment goals 
or requirements or in order to take ad
vantage of possible tax benefits flow
ing from the exchange.

Taking these factors into account, it 
is asserted that it is likely that there 
will be a continuing need to assess an 
investors financial and tax position 
and in all probability the account ex
ecutives of the Sponsors will actively 
participate in financially counseling 
the investor as to the proper course of 
action to follow taking into account all 
of the relevant investment factors in
volved. However, the fact that the in
vestor is an existing customer whose 
essential investment needs have been 
identified should produce some trans
action savings. Further, in view of the 
fact that all the Funds are very simi
lar investment vehicles, an exchanging 
certificateholder may require some
what less advice than if he were ac
quiring an interest in an entirely dif
ferent kind of investment. It is the 
belief of the Applicants that a charge 
of $15 is a reasonable and justifiable 
expense to be allocated for the profes
sional assistance and operational ex
penses which are contemplated in con
nection with these exchange transac
tions. This sales charge compares fa
vorably to the regular 3%% and 3% 
sales charges applicable to non-ex
change transactions in connection 
with primary and secondary sales of 
Units of the Funds and, the Appli
cants contend, such a sales charge is 
warranted in that such charges should 
cover the reasonable costs related to 
the exercise of the Exchange Option 
and yet give exchanging certificate- 
holders an opportunity to share in ex
pected cost savings.

The Applicants state that the re
quirement that certificateholders of a 
Series with a lower sales charge pay 
an adjusted sales charge for exchanges 
made by them under the Exchanges 
Option during the first eight months 
in which they have held Units of a 
Series with a lower»sales charge is ap
propriate since the sales charge relat
ing to original purchases of Units of 
such Series is less than the sales 
charge of the Series to which they 
desire to convert. They state that it
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could be possible under certain circum
stances for a person to acquire Units 
of Series with a lower sales charge and 
inlmediately convert such units into 
Units of other Series with a higher 
sales charge and pay a lower total 
sales charge than a person purchasing 
Units of such Series directly at the 
same time. Under normal circum
stances this situation is unlikely, since 
the initial sales charge on direct pur
chases of units of Series with a lower 
sales charge (currently 3%) plus the 
conversion sales charge ($15 per Unit 
or approximately 1 y2% usually will 
exceed the sales charge related to 
direct purchases of Units of Series 
with a higher sales charge (currently 
3%%). However, if the price of the 
Units of Series with the higher sales 
charge were to increase sharply, the 
$15 sales charge on exhange could rep
resent less than the difference be
tween the lower sales charge and the 
higher sales charge, in which case the 
exchanging certificateholder could 
obtain an unfair price advantage when 
compared to investors making direct 
purchases of Units of the applicable 
Series. However, after a certificate- 
holder of a Series with a lower sale 
charge has held his Units for an ade
quate period of time, the Applicants 
believe that the discriminatory nature 
of his effecting an exchange transac
tion is not as compelling, and thus the 
possible abuses outlined above are not 
material if the converting certificate- 
holder of a Series with a lower sales 
charge has held his Units for at least 
an eight period of time.

Section 6(c) of the Act provides, in 
part, that the Commission may 
exempt any person, security, or trans
action, or any class or classes of per
sons, securities or transactions from 
any provisions of the Act or of any 
rule or regulation under the Act, if 
and to the extent such exemption is 
necessary or appropriate in the public 
interest and consistent with the pro
tection of investors and the purposes 
fairly intended by the policy and pro
visions of the Act.

Notice is further given that any in
terested person may, not later than 
December 7, 1978, at 5:30 p.m., submit 
to the Commission in writing a request 
for a hearing on the application ac
companied by a statement as to the 
nature of his interest, the reasons for 
such request, and the issues, if any, of 
fact or law proposed to be controvert
ed, or he may request that he be noti
fied if the Commission shall order a 
hearing thereon. Any such communi
cations should be addressed: Secre
tary, Securities and Exchange Com
mission, Washington, D.C., 20549. A  
copy of such request shall be served 
personally or by mail upon the Appli
cants at the address stated above. 
Proof of such service (by affidavit, or
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in case of an attorney-at-law, by certif
icate) shall be filed contemporaneous
ly with the request. As provided by 
Rule 0-5 of the Rules and Regulations 
promulgated under the Act, an order 
disposing of the application will be 
issued as of course following said date, 
unless the Commission thereafter 
orders a hearing upon request or upon 
the Commission’s own motion. Persons 
who request a hearing, or advice as to 
whether a hearing is ordered, will re
ceive any notice and orders issued in 
this matter, including the date of the 
hearing (if ordered and any postpone
ments thereof).

For the Commission, by the Division 
of Investment Management, pursuant 
to delegated authority.

G e o r g e  A. F i t z s i m m o n s , 
Secretary.

[FR  Doc. 78-33073 Filed 11-27-78; 8:45 am]

[4810-22-M ]
DEPARTMENT OF THE TREASURY

Customs Service

AMPICILLIN TRIHYDRATE FROM SPAIN

Preliminary Countervailing Duty Determination

AGENCY; U.S. Customs Service, 
Treasury Department.
ACTION: Preliminary Countervailing 
Duty Determination.
SUM M ARY: This notice is to advise 
the public that as a result of an inves
tigation a preliminary determination 
has been made that benefits granted 
by the Government of Spain to manu
facturers or exporters of ampicillin tri
hydrate constitute bounties or grants 
within the meaning of the countervail
ing duty law. A  final determination 
will be made no later than March 23, 
1979. Interested parties are invited to 
comment on this action.
EFFECTIVE DATE: November 28,
1978.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

Michael E. Crawford, Operations O f
ficer, Deputy Assessment Division, 
United States Customs Service, 1301 
Constitution Avenue NW., Washing
ton, D.C. 20229, telephone 202-566- 
5492.

SU PPLEM ENTAR Y INFORM ATION: 
On May 25, 1978, a “Notice of Receipt 
of Countervailing Duty Petition and 
Initiation of Investigation” was pub
lished in the F e d e r a l  R e g i s t e r  (43 FR  
22479). The notice stated that a peti
tion had been received alleging that 
payments or bestowals conferred by 
the Government of Spain upon the 
manufacture, production or exporta
tion of ampicillin trihydrate constitute 
the payment or bestowal of a bounty
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or grant, directly or indirectly, within 
the meaning of section 303 of the 
Tariff Act of 1930, as amended (19 
U.S.C. 1303). Imports covered by this 
investigation are classified under item 
407.8525 of the Tariff Schedules of the 
United States Annotated.

On the basis of an investigation con
ducted pursuant to § 159.47(c) of the 
Customs Regulations (19 CFR  
159.47(c)), it has been determined pre
liminarily that benefits have been paid 
or bestowed, directly or indirectly, on 
the exportation of ampicillin trihy
drate by the Spanish Government 
which constitute "bounties or grants”. 
The benefits are received in the form 
of an overrebate upon export of the 
Spanish indirect tax, the “Desgrava- 
cion Fiscal”. The overrebate consists 
of two elements: ( 1 ) A  number of “par- 
afiscal taxes”which are included in the 
computation of the rebate and which 
are charges assessed for services ren
dered and are not directly related to 
the product and (2) a credit for a tax 
assessed on transactions between man
ufacturers and wholesalers which in 
fact is not assessed on export sales.

As dicussed in the notice published 
in the F e d e r a l  R e g i s t e r  of June 15, 
1978 in the cases of Zinc, Non-Rubber 
Footwear and Bottled Olives from  
Spain (43 FR  25812), the Treasury 
does not regard the non-excessive 
rebate of the cascade tax in Spain as 
constituting the bestowal of a “bounty 
or grant”. This policy was adopted 
after it was determined that the treat
ment under the countervailing duty 
law of rebates of a cascade type tax 
should be similar to the treatment ac
corded rebates of value-added taxes, as 
both are generally identical in their 
purpose and economic effects. 
How <  ever, for the reasons published 
in the Notice in the F e d e r a l  R e g i s t e r  
on August 29, 1978 (43 FR 38658), this 
policy is under review. The Final De
termination in this case will take into 
account the results of the general 
review now being undertaken.

Accordingly, it is determined pre
liminarily that bounties or grants, 
within the meaning of section 303 of 
the Tariff Act of 1930, as amended (19 
U.S.C. 1303), are being paid or 
be <  stowed, directly or indirectly, 
upon the manufacture, production or 
exportation of ampicillin trihydrate 
from Spain. A  final determination will 
be made not later than March 23, 
1979.

Additionally, in making a final deter
mination, consideration will be given 
to the volume of trade affected by any 
countervailing duty determined to be 
due. Preliminary indications suggest 
that although the ad valorem benefits 
determined to be bounties exceed de 
minimis levels, duties on all imports in 
1977 would have been less than $100 in 
the aggregate. If such import levels

are likely to continue, a de minimis 
determination may be appropriate.

Before a final determination is 
made, consideration will be given to 
any relevant data, views, or arguments 
submitted in writing with respect to 
this preliminary determination. Sub
missions should be addressed to the 
Commissioner of Customs, 1301 Con
stitution Avenue NW., Washington, 
D.C. 20229, in time to be received by 
his office not later than December 28,
1978.

This preliminary determination is 
published pursuant to section 303(a) 
of the Tariff Act of 1930, as amended 
(19 U.S.C. 1303(a)).

Pursuant to Reorganization Plan No. 
26 of 1950 and Treasury Department 
Order 190, Revision 15, March 16, 
1978, the provisions of Treasury De
partment Order No. 165, Revised, No
vember 2, 1954, and § 159.47 of the 
Customs Regulations (19 CFR 159.47), 
insofar as they pertain to the issuance 
of a preliminary countervailing duty 
determination by the Commissioner of 
Customs, are hereby waived.

H e n r y  C. S t o c k e l l , J r . ,  
Acting General Counsel 

of the Treasury.
N o v e m b e r  20, 1978.

[F R  Doc. 78-33218 Filed 11-27-78; 8:45 am]

[4810-22-M ]

OLEORESINS FROM INDIA

Preliminary Countervailing Duty Determination

AGENCY: U.S. Customs Service, 
Treasury Department.
ACTION: Preliminary Countervailing 
Duty Determination.
SUM M ARY: This notice is to advise 
the public that as a result of an inves
tigation a preliminary determination 
has been made that certain benefits 
granted by the Government of India 
to manufacturers and/or exporters of 
oleoresins constitute bounties or 
grants. A  final determination will be 
made no later than March 21, 1979.
EFFECTIVE DATE: November 28,
1978.
FOR FURTH ER  INFORM ATION  
CONTACT:

William T. Trujillo, Deputy Assess
ment Division, U.S. Customs Service, 
1301 Constitution Avenue NW., 
Washington, D.C. 20229, telephone 
202-566-5492.

SUPPLEM ENTAR Y  INFORMATION: 
On May 16, 1978, a “Notice of R e c e ip t  
of Countervailing Duty Petition a n d  
Initiation of Investigation” was pub
lished in the F e d e r a l  R e g i s t e r  (43 FR 
21087). The notice stated that b e n fits  
conferred by the Government of In d ia  
upon the manufacture, production or 
exportation of oleoresins may c o n s t i-
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tute the payment or bestowal of a 
bounty or grant within the meaning of 
section 303, Tariff Act of 1930, as 
amended (19 U.S.C. 1303) (referred to 
as the "Act”).

An investigation has been conducted 
pursuant to § 159.47(c) of the Customs 
Regulations (19 CFR 159.47(c)). On 
the basis of that investigation, it has 
been preliminarily determined that (1) 
the "Export Cash Assistance Pro
gram,” under which exporters of 
oleoresins receive 20 percent of the 
f.o.b. value of their exported product, 
contains an element of overrebate 
which constitutes a bounty or grant; 
and (2) the program of import permits 
does not constitute a bounty or grant 
in the present case.

It is claimed that the purpose of the 
"Export Cash Assistance Program” is 
to refund various indirect taxes and to 
serve as compensation for extraordi
nary expenses incurred by locating in 
the State of Kerala, an industrially 
undeveloped area of India.

The non-excessive rebate of indirect 
taxes on inputs directly related to the 
final product upon exportation of the 
product, is not regarded a “bounty” or 
"grant” under the Act. The portion of 
the 20 percent payment which repre
sents the rebate of such taxes is not 
countervailable; the remainder of the 
payment is preliminarily considered a 
bounty or grant and may be subject to 
a countervailing duty.

The dislocation costs claimed as a 
result of locating in Kerala are not 
preliminarily accepted as offsetting a 
share of the export rebate. More infor
mation will be required before a final 
determination is made to determine 
whether the producers would have 
been unlikely to located in Kerala but 
for the payment to offset such disloca
tion costs. The data provided is not 
conclusive since there also appear to 
be certain benefits derived from locat
ing in Kerala.

The question of whether import per
mits, granted to exporters of the sub
ject merchandise for imported goods 
valued at up to 2 percent of the Lo.b. 
value of the exports, constitute a 
bounty or grant, revolves around the 
marketability of the permit. Declara
tions by the exporters state that, not
withstanding the potential market 
value, the permits are not sold nor do 
they otherwise yield monetary gain. 
The import permits are fully utilized 
by the holder to obtain materials not 
available in India. Therefore, in the' 
present case, the issuance and use of 
import permits are preliminarily de
termined not to constitute a bounty or 
grant.

A final determination in this ease 
must be made on or before March 21, 
1979.

For purposes of this notice, "oleo
resins” means flavoring extracts, and

fruit flavors, essences, esters, and oils, 
not containing alcohol, and not in am
poules, capsules, tablets, or similar 
forms, classifiable under item number
450.20 of the Tariff Schedules of the 
United States (TSUS). An oleoresin is 
a thick liquid extract of the flavor of a 
spice used primarily as a seasoning in 
the food industry.

Before a final determination is 
made, consideration will be given to 
any relevant data, views, or arguments 
submitted in writing with respect to 
this preliminary determination. Sub
missions should be addressed to the 
Commissioner of Customs, 1301 Con
stitution Avenue NW., Washington, 
D.C. 20229, in time to be received by 
his office no later than December 28,
1978.

This preliminary determination is 
published pursuant to section 303(a) 
of the Tariff Act of 1930, as amended 
(19 U.S.C. 1303(a)).

Pursuant to Reorganization Plan No. 
26 of 1950 and Treasury Department 
Order 190, Revision 15, March 16, 
1978, the provisions of Treasury De
partment Order No. 165, Revised, No
vember 2, 1954, and §159,47 of the 
Customs Regulations (19 CFR 159.47) 
insofar as they pertain to the issuance 
of a preliminary countervailing duty 
determination by the Commissioner of 
Customs, are hereby waived.

H e n r y  C. Sto c k e ll , Jr., 
Acting General Counsel 

of the Treasury.
N ovember  20, 1978.

[FR Doc. 78-33219 Filed 11-27-78; 8:45 am]

[4310-40-M]
O ffice o f the Secretary

[Supplement to Dept. Circular—Public Debt 
Series—No. 28-781

TR EA S U R Y  N O TE S  SERIES V -1 9 8 0  

Interest Rate

N ovember  22, 1978.
The Secretary of the Treasury an

nounced on November 21, 1978, that 
the interest rate on the notes desig
nated Series V-1980, described in De
partment Circular—Public Debt 
Series—No, 28-78, dated November 16, 
1978, will be 9 Vi percent. Interest on 
the notes will be payable at the rate of 
9Y4 percent per annum.

P au l  H . T a y l o r ,
Fiscal Assistant Secretary.

SUPPLEM ENTAR Y  STATEM ENT: 
The announcment set forth above 
does not meet the Department’s crite
ria for significant regulations and, ac
cordingly, may be published without 
compliance with the Departmental

procedures applicable to such regula
tions.
[FR Doc. 78-33252 Filed 11-27-78; 8:45 am]

[7035-01-M ]

INTERSTATE COMMERCE 
COMMISSION

Office of Proceedings

[Decisions Volume No. 47]

DECISION-NOTICE

Decided: November 6, 1978.
The following applications are gov

erned by Special Rule 247 of the Com
mission’s Rules of Practice (49 CFR  
§ 1100.247). These rules provide, 
among other things, that a protest to 
the granting of an application must be 
filed with the Commission within 30 
days after the date notice of the appli
cation is published in the F ederal 
R e g ister . Failure to file a protest, 
within 30 days, will be considered as a 
waiver of opposition to the applica
tion. A protest under these rules 
should comply with Rule 247(e)(3) of 
the Rules of Practice which requires 
that it set forth specifically the 
grounds upon which it is made, con
tain a detailed statement of protes- 
tant’s interest in the proceeding, (as 
specifically noted below), and shall 
specify with particularity the facts, 
matters, and things relied upon, but 
shall not include issues or allegations 
phrased generally. A  protestant 
should include a copy of the specific 
portions of its authority which protes
tant believes to be in conflict with 
tlikt sought in the application, and de
scribe in detail the method—whether 
by joinder, interline, or other means— 
by which protestant would use such 
authority to provide all or part of the 
service proposed. Protests not in rea
sonable compliance with the require
ments of the* rules may be rejected. 
The original.and one copy of the pro
test shall be filed with the Commis
sion, and a copy shall be served con
currently upon applicant’s representa
tive, or upon applicant if no repre
sentative is named. If the protest in
cludes a request for oral hearing, such 
request shall meet the requirements of 
section 247(e)(4) of the special rules 
and shall include the certification re
quired in that section.

Section 247(f) provides, in part, that 
an applicant which does not intend 
timely to prosecute its application 
shall promptly request that it be dis
missed, and that failure to prosecute 
an application under the procedures of 
the Commission will result in its dis
missal.

Further processing steps will be by 
Commission notice, decision, or letter 
which will be served on each party of
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record. Broadening amendments will 
not be accepted after the date of this 
publication.

Any authority granted may reflect 
administratively acceptable restrictive 
amendments to the service proposed 
below. Some of the applications may 
have been modified to conform to the 
Commission’s policy of simplifying 
grants of operating authority.

We find: W ith the exceptions of 
those applications involving duly 
noted problems (e.g., unresolved 
common control, unresolved fitness 
questions, and jurisdictional problems) 
we find, preliminarily, that each 
common carrier applicant has demon
strated that its proposed service is re
quired by the public convenience and 
necessity, and that each contract carri
er applicant qualifies as a contract car
rier and its proposed contract carrier 
service Will be consistent with the 
public interest and the national trans
portation policy. Each applicant is fit, 
willing, and able properly to perform 
the service proposed and to conform to 
the requirements of the Interstate 
Commerce Act and the Commission’s 
regulations. This decision is neither a 
major Federal action significantly af
fecting the quality of the human envi
ronment nor a major regulatory action 
under the Energy Policy and Conser
vation Act of 1975.

In those proceeding containing a 
statement or note that dual operations 
are or may be involved we find, pre
liminarily and in the absence of the 
issue being raised by a protestant, that 
the proposed dual operations are con
sistent .with the public interest and 
the national transportation policy sub
ject to the right of the Commission 
which is hereby expressly reserved to 
impose such conditions as it finds nec
essary to insure that applicant’s oper
ations shall conform to the provisions 
of section 210 of the Interstate Com
merce Act.

It is ordered: In the absence of legal
ly sufficient protests, filed within 30 
days of publication of this decision- 
notice (or, if the application later be
comes unopposed), appropriate au
thority will be issued to each applicant 
(except those with duly noted prob
lems) upon compliance with certain re
quirements which will be set forth in a 
notification of effectiveness of this de- 
cisions-notice. To the extent that the 
authority sought below may duplicate 
an applicant’s existing authority, such 
duplication shall not be construed as 
conferring more than a single operat
ing right.

Applicants must comply with all spe
cific conditions set forth within 90 
days after the service of the notifica
tion of the effectiveness of this deci
sion-notice, or the application of a 
non-complying applicant shall stand 
denied. By the Commission, Review

Board Number 2, Members Boyle, 
Eaton, and LibermanT"

H . G .  H o m m e , J r., 
Secretary.

MC 531 (Sub-36IF), filed September, 
5, 1978. Applicant: 'Y O U N G E R
BROTHERS, INC., 4904 Griggs Road 
(P.O. Box 14048), Houston, T X  77021. 
Representative: Wray E. Hughes 
(same address as applicant). To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing: chemicals, in bulk, in tank vehi
cles, from the facilities of Union Car
bide Corp., at or near Texas City, TX, 
to points in AL, AR, CA, CO, CT, FL, 
GA, IL, IN, IA, KS, K Y , LA, MD, MA, 
MI, MN, MS, MO, MT, NE, NJ, NM, 
NY, NC, ND, OH, OK, OR, PA, SC, 
SD, TN, UT, VA, WV, W I, and W Y . 
Restricted to the transportation of 
traffic originating at the above named 
origin. (Hearing site: Houston, TX .)

MC 2505 (Sub-3F), filed October 4, 
1978. Applicant: LO TT  M O TO R  
LINES, INC., a Pennsylvania corpora
tion, West Cayuga Street, P.O. Box 
751, Moravia, N Y  13118. Representa
tive: E. Stephen Heisley, 805 McLach- 
len Bank Building, 666 Eleventh 
Street NW., Washington, DC 20001. 
To operate as a contract carrier, by 
motor vehicle, over irregular routes, 
transporting metal articles, and mate
rials, equipment, and supplies used in 
the manufacture and distribution of 
metal articles, between Buffalo, NY, 
Philadelphia, PA, and Edison, NJ, on 
the one hand, and, on the other, 
points in ME, VT, NH, MA, CT, RI, 
NY, NJ, PA, OH, W V, VA, MD, DE, 
and DC, under continuing contract(s) 
with Alcan Aluminum Corp. of Cleve
land, OH. (Hearing site: Cleveland, 
OH, or Washington, DC.)

N ote.—Dual operations are involved in 
this proceeding.

MC 2505 (Sub-4F), filed October 5, 
1978. Applicant: LO TT  M OTOR  
LINES, INC., a Pennsylvania corpora
tion, West Cayuga Street, P.O. Box 
751, Moravia, N Y  13118. Representa
tive: E. Stephen Heisley, 805 McLach- 
len Bank Building, 666 Eleventh 
Street NW., Washington, DC 20001. 
To operate as a contract carrier, by 
motor vehicle, over irregular routes, 
transporting metal articles, and mate
rials, equipment, and supplies used in 
the manufacture and distribution of 
metal articles, between Marlborough, 
MA, Windsor, CT, and Baltimore, MD, 
on the one hand, and, on the other, 
points in ME, VT, NH, MA, CT, RI, 
NY, NJ, PA, OH, W V, VA, MD, DE, 
and DC, under continuing contract(s) 
with Alcan Aluminum Corp., of Cleve
land, OH. (Hearing site: Cleveland, 
OH, or Washington, DC.)

N ote.—Dual operations are involved in 
this proceeding.

MC 4405 (Sub-582F), filed October 5, 
1978. Applicant: DEALERS TRANSIT, 
INC., 522 South Boston Avenue, Tulsa, 
O K  74103. Representative: Alan Foss, 
502 First National Bank Bldg., Fargo, 
ND  58102. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting heating equip
ment and heating equipment parts, be
tween Tulsa, OK, on the one hand, 
and, on the other, points in the United 
States (except A K  and HI). (Hearing 
site: Tulsa,.OK.)

M C 5623 (Sub-43F), filed September 
18, 1978. Applicant: A R R O W  TRUCK
IN G  CO., a corporation, 4230 South 
Elwood, P.O. Box 7280, Tulsa, OK 
74105. Representative: Wilburn L. Wil
liamson, 280 National Foundation Life 
Building, Oklahoma City, O K  73112. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting ( f ) (a )  commodities, the 
transportation of, which by reason of 
size or weight, require the use of spe
cial equipment; (6) general commod
ities (except those of unusual value, 
classes A  &  B explosives, household 
goods as defined by the Commission, 
commodities in bulk, and those requir
ing special equipment) when moving 
in the same shipment on the same bill 
of lading as commodities which by 
reason of size or weight require the 
use of special equipment; and (c) self- 
propelled articles transported on trail
ers, from the facilities of Riley Beird, 
Inc., at or near Shreveport, LA, to 
points in the United States (except 
A K  and HI), and (2) materials, equip
ment, and supplies used in the manu
facture and distribution of the com
modities named in (1) (a), (b ) and (c) 
above (except commodities in bulk), 
from points in the United States 
(except A K  and HI), to the facilities of 
Riley Beird, Inc., at or near Shreve
port, LA. (Hearing site: Dallas, TX.)

MC 18738 (Sub-46F), filed October 6, 
1978. Applicant: SIM S MOTOR  
TR ANSPO R T LINES, INC., 610 West 
138th Street, Riverdale, IL  60627. Rep
resentative: Walter F. Jones, Jr., 601 
Chamber of Commerce Building, In
dianapolis, IN  46204. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
iron and steel articles, from the facili
ties of Northwestern Steel and Wire 
Co., at Sterling and Rock Falls, IL, to 
St. Louis, MO, points in IN, KY, OH, 
PA, NY, and points in the Lower Pen
insula of MI. (Hearing site: Chicago, 
IL, or Washington, DC.)

M C 19311 (Sub-48F), filed Septem
ber 5, 1978. Applicant: CENTRAL 
TRANSPORT, INC., 34200 Mound 
Road, Sterling Heights, M I 48077. 
Representative: Walter N. Bieneman, 
100 West Long Lake Road, Bloomfield 
Hills, M I 48033. To operate as a 
common carrier, by motor vehicle,

FEDERAL REGISTER, VOL. 43, NO. 229— TUESDAY, NOVEMBER 28, 1978



NOTICES 55515

er regular routes, transporting gen
eral commodities (except articles of 
unusual value, classes A  and B explo
sives, household goods as defined by 
the Commission, commodities in bulk, 
and those requiring special equip
ment), (1) between Richville, M I and 
Bay City, MI, over M I Hwy 15, (2) be
tween Bay City, MI, and Harbor 
Beach, MI, over M I Hwy 25, serving 
the off-route points of Pointe Aux 
Barques and Grindstone City, MI, (3) 
between junction M I Hwy 15 and M I 
Hwy 138, and junction M I Hwy 25 and 
MI Hwy 138, over M I Hwy 138, (4) be
tween Unionville, MI, and Port Austin, 
MI, from Unionville over unnumbered 
Hwy (Bay City-Forestville Rd.) to 
junction M I Hwy 53 and then over M I 
Hwy 53 to Port Austin, and return 
over the same route, (5) between 
Sebewaing, MI, and junction unnum
bered Hwy (Sebewaing Rd.) and M I 
Hwy 53, over unnumbered Hwy 
(Sebewaing Rd.), (6) between junction 
unnumbered Hwy (Bay City-Forest
ville Rd.) and unnumbered Hwy (Col- 
wood Rd.), and junction unnumbered 
Hwy (Sebewaing Rd.) and unnum
bered Hwy (Bay Port Rd.), from 'junc
tion unnumbered Hwy (Bay City-For
estville Rd.) and unnumbered Hwy 
(Colwood Rd.), over unnumbered Hwy 
(Colwood Rd.) to junction unnum
bered Hwy (Bay Port Rd.), then over 
unnumbered Hwy (Bay Port Rd.) to 
junction unnumbered Hwy (Sebewaing 
Rd.), and return over the same route,
(7) between Qwendale, MI, and junc
tion unnumbered Hwy (McEldowney 
Rd.) and unnumbered Hwy (Bay City- 
Forestville Rd.), from Owendale over 
unnumbered Hwy (Owendale Rd.) to 
junction unnumbered Hwy (McEldow
ney Rd.), then over unnumbered Hwy 
(McEldowney Rd.) to junction unnum
bered Hwy (Bay City-Forestville Rd.), 
and return over the same route, (8) be
tween Bay Port, MI, and Harbor 
Beach, MI, from Bay Port over M I 
Hwy 25 to junction M I Hwy 142, and 
then over M I Hwy 142 to Harbor 
Beach, and return over the same 
route, (9) between Caseville, M I and 
Kinde, MI, over unnumbered Hwy 
(Kinde Rd.), (10) between Richville, 
MI, and Sandusky, MI, over M I Hwy 
46, (11) between Elmer, MI, and junc
tion M I Hwy 142 and M I Hwy 19, over 
MI Hwy 19, in 41) through (11) above, 
serving all Intermediate points, (12) 
between Detroit, MI, and junction M I 
Hwy 53 and unnumbered Hwy (Bay 
City-Forestville Rd.), over M I Hwy 53,
(13) between Davison, MI, and Rich
ville, MI, over M I Hwy 15, (14) be
tween Richville, MI, and Saginaw, MI, 
over M I Hwy 46, serving no intermedi
ate points in (12), (13), and (14) above, 
serving all off-route points within 5 
miles of the routes in (1) through (14) 
above, all of the service in (1) through
(14) above restricted to the transporta

tion of traffic at Harbor Beach, MI, 
for purposes of joinder only. (Hearing 
site: Lansing, M I.)

MC 22311 (Sub-7F), filed September 
6, 1978. Applicant: W EST SHORE  
TRANSFER, INC., Z 215 Marble 
Street, Hammond, IN  46320. Repre
sentative: Anthony E. Young, 29 
South LaSalle Street, Suite 350, Chica
go, IL  60603. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting (1) iron and 
steel articles, and materials, equip
ment, and supplies used in the manu
facture of iron and steel articles, 
(except commodities in bulk), between 
the facilities of Western Cold Drawn 
Steel, Division of Stanadyne Corp., at 
or near Gary, IN, on the one hand, 
and, on the other, points in IL, IA, KS, 
K Y, MI, MO, MN, NE, OH, TN, and 
W I. (Hearing site: Chicago, IL.)

MC 35706 (Sub-14F), filed August 21, 
1978. Applicant: ATSL, INC., Building 
A, 10 Oregon Avenue, Philadelphia, 
PA  19148. Representative: Steven M. 
Tannenbaum, 135 North .Fourth 
Street, Philadelphia, PA  19106. To op
erate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting (1) ladies wearing apparel, and 
(2) equipment, materials and supplies 
used in the distribution of ladies wear
ing apparel, (except commodities in 
bulk), from the facilities of Petrie 
Stores Corp., at Secaucus, NJ, to the 
facilities used by Petrie Stores Corp., 
at or near (a ) Cleveland, OH, (b ) De
troit, MI, (e) Chicago, IL, and (d) 
Dallas, TX. (Hearing site: Camden, NJ, 
or Philadelphia, PA .)

M C 51146 (Sub-629F), filed August 
18, 1978. Applicant: SCHNEIDER
TRANSPORT, INC.r P.O. Box 2298, 
Green Bay, W I 54306. Representative: 
John R. Patterson, 2480 East Commer
cial Boulevard, Fort Lauderdale, FL  
3308. To operate as a common carrier, 
by motor vehicle, over irregular 
routes, transporting general commod
ities (except articles of unusual value, 
classes A  & B  explosives, commodities 
in bulk, household goods as defined by 
the commission, and commodities re
quiring special equipment), between 
points in the United States (except 
A K  and HI). (Hearing site: Chicago, 
IL.)

M C 59367 (Sub~125F), filed Septem
ber 6, 1978. Applicant: DECKER
T R U C K  LINE, INC., P.O. Box 915, 
Fort Dodge, IA  50501. Representative: 
William L. Fairbank, 1980 Financial 
Center, Des Moines, IA  50309. To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing (1) diagnostic equipment, electri
cal equipment and accessories, roll 
cabs, tools, tool storage units, and 
automotive supplies, and (2) materi
als, equipment, and supplies used in 
the manufacture and distribution of

the commodities named in (1) above, 
(except commodities in bulk), between 
Algona and Fort Dodge, IA, on the one 
hand, and, on the other, points in IL, 
IN, MI, MN, OH, and WI. (Hearing 
site: St. Paul, MN, or Milwaukee, W I.)

M C 59367 (Sub-126F), filed Septem
ber 12, 1978. Applicant: DECKER  
TR U C K  LINE, INC., P.O. Box 915, 
Fort Dodge, IA  50501. Representative: 
William L. Fairbank, 1980 Financial 
Center, Des Moines, IA  50309. To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing lignin powder, from points in M ar
athon and Oneida Counties, W I, to 
Fort Dodge, I A. (Hearing site: Chica
go, IL, or St. Paul, M N.)

MC 59488 Sub-44F), filed October 
19, 1978. Applicant: SO UTH W EST
ERN TR AN SPO R TATIO N  CO., a 
Delaware Corporation, 7600 South 
Central Expressway, P.O. Box 226187, 
Dallas, T X  75266. Representative: 
Lloyd M. Roach (same address as ap
plicant). To operate as a common car
rier, by motor vehicle, over irregular 
routes, transporting general commod
ities (except articles of unusual value, 
classes A  and B explosives, household 
goods as defined by the Commission, 
commodities in bulk, and those requir
ing special equipment), between Mem
phis, TN, and New Orleans, LA, from 
Memphis" over Interstate Hwy 55 to 
junction Interstate Hwy 12, then over 
Interstate Hwy 12 to junction U.S. 
Hwy 51, then over U.S. Hwy 51 to 
junction Interstate Hwy 10, then over 
Interstate Hwy 10 to New Orleans, and 
return over the same route, serving no 
intermediate points, and with service 
at New Orleans, LA, restricted to the 
transportation of traffic received from 
or delivered to connecting carriers. 
(Hearing site: Dallas, TX, or Washing
ton, DC.)

Note.—Dual operations are involved in 
this proceeding.

M C 60190 (Sub-4F), filed August 25, 
1978. Applicant: ACTIVE M O V IN G  &  
STO R AG E CO., INC., P.O. Box 9217, 
Seattle, W A  98109. Representative: 
George H. Hart, 1100 IBM  Building, 
Seattle, W A  98101. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
used household goods as defined by 
the Commission, between points in 
W A, restricted to the transportation 
of shipments having a prior or subse
quent movement, in containers, 
beyond the points authorized, and fur
ther restricted to the performance of 
pickup and delivery service in connec
tion with packing, crating, and con
tainerization, or unpacking, uncrating, 
and decontainerization of such ship
ments. (Hearing site: Seattle or Spo
kane, W A .)
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MC 61231 (Sub-129F), filed Septem
ber 5, 1978. Applicant: EASTER EN 
TERPRISES, INC., d.b.a. Ace Lines, 
Inc., P.O. Box 1351, Des Moines, IA  
50305. Representative: William L. Fair- 
bank, 1980 Financial Center, Des 
Moines, IA  50309. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
Such commodities as are dealt in by 
retail home improvement stores, home 
furnishing stores, and lumber stores, 
(except commodities in bulk), between 
points in AR, CO. IL, IN, IA, KS, K Y, 
MI, MN, MO, NE, OK, OH, TX, and 
W I. (Hearing site: Chicago, IL.)

MC 67646 (Sub-77F), filed August 15, 
1978. Applicant: HALL M OTOR  
TR ANSIT  CO., a corporation, 6060 
Carlisle Pike, Mechanicsburg, PA  
17055. Representative: John E. Fuller
ton, 407 North Front Street, Harris
burg, PA 17101. To operate as a 
Common carrier, by motor vehicle, 
transporting general commodities 
(except articles of unusual value, 
classes A  and B explosives, household 
goods as defined by the Commission, 
commodities in bulk, and those requir
ing special equipment) (1) between 
Norfolk and Richmond, VA, over U. S. 
Hwy 60 or Interstate Hwy 64, (2) from 
Norfolk over U. S. Hwy 460 to Peters
burg, VA, then over U. S. Hwy 1 or In
terstate Hwy 95 to Richmond, VA, and 
return over the same routes, serving 
Richmond for the purpose of joinder 
only, and serving the intermediate or 
off-route points or Chesapeake, Frank
lin, Hampton, Newport News, Suffolk, 
Virginia Beach, Williamsburg, and 
Yorktown, VA, restricted to the trans
portation traffic originating at or des
tined to points in M D and DC. (Hear
ing site: Harrisburg, PA, or Washing
ton, D.C.)

MC 99365 (Sub-5F), filed September 
28, 1978. Applicant: SH O R TY  HALL  
R IG  CO., INC., P.O. Box 2429, Odessa, 
T X  79760. Representative: Mike 
Cotton, P.O. Box 1148, Austin, T X  
78767. To operate as a common carri
er, by motor vehicle, over irregular 
routes transporting materials, equip
ment, and supplies used in the con
struction, operation, and servicing of 
(a ) utility, electrical, uranium, and hy
droelectric plants, (b ) mines, and (c) 
disposal and industrial plants, (except 
commodities in bulk), between points 
in Ector and Midland Counties, TX, on 
the one hand, and, on the other points 
in NM, OK, and KS. (Hearing site: 
Dallas, TX .)

MC 99653 (Sub-7F), filed August 25, 
1978. Applicant: V IC TO R Y  FR EIG H T  
LINES, INC,, P.O. Box 2254, Birming
ham, AL 35201. Representative: 
George M. Boles, 727 Frank Nelson 
Building, Birmingham, AL 35203. To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans-
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porting ( I )  Water treatment equip
ment, pollution control equipment, 
and manufactured iron and steel arti
cles, from points in AL, to points in 
the United States (except A K  and HI), 
and (2) (a)  water treatment equipment;
(6) pollution control equipment, and
(c ) materials and supplies used in the 
manufacture of the commodities 
above, from the destinations in (1) ' 
above, to points in Alabama. (Hearing 
site: Birmingham, AL, or Atlanta, GA.)

MC 102616 (Sub-960F), filed August 
31, 1978. Applicant: COASTAL T A N K  
LINES, INC., 250 North Cleveland- 
Massillon Road, Akron, OH 44313. 
Representative: David F. McAllister 
(same address as applicant). To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing liquefied petroleum gas, in bulk, in 
tank vehicles, (1) from the facilities of 
the Cochin Pipeline, at or near (a ) 
New Hampton, IA, (b ) Mankato and 
Benson, MN, and (c) Carrington, ND, 
to points in IA, IL, MN, SD, and W I, 
and (2) from the facilities of Cochin 
Pipeline, at or near Milford, IN, to 
points in IL, K Y , MI, and OH. (Hear
ing site: Chicago, IL, or Columbus, 
OH.)

Note.—The certificate to be issued here 
shall be limited in points of time to a period 
expiring 5 years from its effective date.

MC 107012 (Sub-279F), filed August 
28, 1978. Applicant: NO R TH  .AMERI
CAN VAN  LINES, INC., 5001 U.S. 
Highway 30 West, P.O. tíox 988, Fort 
Wayne, IN  46801. Representative: 
Gary M. Crist (same address as appli
cant). To operate as a common carrier, 
by motor vehicle, over irregular 
routes, transporting new furniture, 
from -Florence, SC, to points in AL, 
FL, GA, IL, IN, IA, K Y , LA, MI, MN, 
MS, NY, NC, LH, TN, and VA. (Hear
ing Site: Columbia, SC, or Atlanta, 
GA.)

MC 107515 (Sub-1175), filed Septem
ber 13, 1978. Applicant: R E FR IG ER 
ATED TR ANSPO R T CO., INC., P.O. 
Box 3Ó8, Forest Park, G A  30050. Rep
resentative: Alan E. Serby, 3390 
Peachtree Road, fifth floor Atlanta, 
G A  30326. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting (1) foodstuffs, 
restaurant supplies, restaurant furni
ture, and restaurant fixtures, and (2) 
poultry, unprocessed agricultural com
modities, and fish, the transportation 
of which is otherwise exempt from- 
regulation under Section (b )(6 ) of the 
Interstate Commerce Act, when 
moving in mixed loads with the com
modities in (1) above, (except commod
ities in bulk), between Carpintería, 
CA, and Florence, K Y , restricted to 
the transportation of traffic originat
ing at or destined to the facilities of 
Sambo’s Restaurants, Inc. at the

above named points. (Hearing site: Los 
Angeles, CA.)

N ote.—Dual operations are involved in 
this proceeding.

MC 108053 (Sub-149F), filed Septem
ber 25, 1978. Applicant: LITTLE AU 
D R E Y ’S TR ANSPO R TATIO N  CO., 
INC., P.O. Box 129, Fremont, NE 
68025. Representative: Arnold L. 
Burke, 180 North LaSalle Street, Chi
cago, IL  60601. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting al
coholic liquors and wines, (except 
commodities in bulk), from Lawrence- 
burg, IN, Frankfort, K Y, Schenley, 
PA, and Tullahoma, TN, to points in 
AZ, CA, ID, MT, NV, NM, OR, UT, 
W A, and W Y . (Hearing site: Cincinnati 
or Columbus, OH.)

MC 108207 (Sub-486F), filed Septem
ber 8, 1978. Applicant: FROZEN
FO O D EXPRESS, INC., P.O. Box 
225888, Dallas, T X  75265. Representa
tive: M. W. Smith (same address as ap
plicant). To operate as a common car
rier, by motor vehicle, over irregular 
routes, transporting plastics and plas
tic products, (except commodities in 
bulk), from Toledo, OH, to Chicago, 
IL, and to points in CA and TX, re
stricted to the transportation of traf
fic originating at the named origin and 
destined to the named destinations. 
(Hearing site: Toledo, OH.)

MC 109397 (Sub-427F), filed Septem
ber 11, 1978. Apjplicant: TRI-STATE  
M O TO R TR AN SIT  CO., a corpora
tion, P.O. Box 113, Joplin, M O 64801. 
Representative: Max G. Morgan, 223 
Ciudad Building, Oklahoma City, OK  
73112. To operate as a common carri
er, by m otor‘vehicle, over irregular 
routes, transporting foamed plastic 
carpet cushion, from the facilities of 
North Carolina Foam Industries, at 
Mt. Airy, NC, to those points in the 
United States in and east of NM, IA, 
MO, AR, and LA. (Hearing site: 
Kansas City, MO, or Washington, 
DC.)

MC 109692 (Sub-71F), filed August 7, 
1978. Applicant: G R A IN  BELT  
TR AN SPO R TATIO N  CO., a corpora
tion, Route 13, Kansas City, MO  
64161. Representative: Warren H. 
Sapp, P.O. Box 16047, Kansas City, 
M O 64112. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting roofing, roof
ing materials, and roofing supplies, 
from the facilities of G AF  Corpora
tion, at or near Kansas City, MO, to 
Dallas, TX. (Hearing site: Kansas City, 
MO.)

M C 110525 (Sub-1265F), filed Octo
ber 4, 1978. Applicant: CHEMICAL 
LEAM AN T A N K  LINES, INC., a Dela
ware corporation, 520 East Lancaster 
Avenue, Downingtown, TA  19335. Rep
resentative: Thomas J. O ’Brien (same
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address as applicant). To operate as a 
common garner, by motor vehicle, 
over irregular routes, transporting 
chemicals, (except petrochemicals), in 
bulk, in tank vehicles, from the facili
ties of E. J. DuPont, at or near Greg
ory, TX, to points in AL, AH, CO, FL, 
GA, IL, KS, K Y , LA, MS, MO, NE, 
NM, OK, and TN. (Hearing site: Hous
ton, TX .)

MC 111545 (Sub-257F), filed October 
2, 1978. Applicant: HOM E TR ANS
PO R TATIO N  CO., INC., P.O. Box 
6426, Station A, Marietta, G A  30065. 
Representative: Robert E. Bora (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
aluminum and aluminum products, 
and (2) materials, equipment, and sup
plies used in the manufacture of the 
commodities in (1) above, (except com
modities in bulk, in tank vehicles), be
tween the facilities of Alumax, Inc., in 
Berkeley County, SC, on the one 
hand, and, on the other, points in the 
United States (except A K  and HI). 
(Hearing site: Washington, DC.)

MC 111545 (Sub-258F), filed October 
4, 1978. Applicant: HOM E TR ANS
PO RTATIO N  CO., INC., P.O. Box 
6426, Station A, Marietta, G A  30065. 
Representative: Robert E. Bom  (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
cast stone veneer, from the facilities of 
Stucco Stone Products, Inc., at Napa, 
CA, to points in AL, AR, AZ, FL, GA, 
LA, MS, NM, NC, OK, SC, TN, and 
TX. (Hearing site: San Francisco or 
Los Angeles, CA.)

MC 111812 (Sub-588F), filed August 
31, 1978. Applicant: M ID W EST
COAST TRANSPORT, INC., P.O. Box 
1233, Sioux Falls, SD  57101. Repre
sentative: David Peterson (same ad
dress as applicant). To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
ice making machines, and metal fin
ishing equipment; and (2) materials 
and supplies used in the manufacture, 
distribution, and operation of the com
modities in (1) above, from Albert Lea, 
MN, to points in the United States 
(except AK, HI, and M N), restricted in
(1) and (2) above to the transportation 
of traffic originating at the named 
origin. (Hearing site: St. Paul, M N.)

MC 113855 (Sub-449E), filed Septem
ber 6, 1978. Applicant: IN TE R N A 
TIONAL TRANSPORT, INC., a North 
Dakota corporation, 2450 Marion 
Road Southeast, Rochester, M N  
55901. Representative: Kip B. H. 
Erickson, 502 First National Bank 
Building, Fargo, ND  58102. To operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
tractors (except truck tractors), and
(2) Attachments, parts, and equipment

designed for use with tractors, in 
mixed loads with tractors, from points 
in Harrison County, MS, to the ports 
of entry on the International Bound
ary line between the United States 
and Canada, at points in MN, ND, MT, 
ID, and W A, restricted to the trans
portation of traffic (a ) originating at 
the facilities of International Harvest
er Company, in Harrison County, MS, 
and (b ) destined to points in the Prov
inces of British Columbia, Alberta, 
Saskatchewan, Manitoba, and Ontario, 
Canada. CONDITION: Prior receipt 
from applicant o f an affidavit setting 
forth its appropriate complementary 
Canadian authority or explaining why 
no such Canadian authority is neces
sary. This affidavit must be submitted 
within 90 days of the service of a noti
fication of effectiveness of this deci
sion-notice. (Hearing site: Chicago, 
IL.)

Note.—The restriction and conditions con
tained in the grant of authority in this pro
ceeding are phrased in accordance with the 
policy statement entitled Notice to Interest
ed Parties of New Requirements Concemihg 
Applications for Operating Authority to 
Handle Traffic to and from Points in 
Canada published in the Federal Register 
on December 5, 1974, and supplemented on 
November 18, 1975. The Commission is pres
ently considering whether the policy state
ment should be modified, and is in commu
nication with appropriate Canadian offi
cials, regarding this issue. If the policy 
statement is changed, appropriate notice 
will appear in the Federal Register and the 
Commission will consider all restrictions or 
conditions which were imposed pursuant to 
the prior policy statement, regardless of 
when the condition or restriction was im
posed, as being null and void and having no 
force or effect.

M C 113855 (Sub-452F), filed Septem
ber 29, 1978. Applicant: IN TE R N A 
T IO N A L  TRANSPORT, INC., a North 
Dakota corporation, 2450 Marion 
Road Southeast. Rochester, M N  
55901. Representative: Richard P. An
derson, 502 First National Bank Build
ing, Fargo, N D  58102. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
building brick, from the ports of entry 
on the International Boundary line be
tween the United States and Canada 
in MT, to points in MT, W Y , UT, NV, 
CA, OR, W A, and ID, restricted to the 
transportation of traffic originating at 
Medicine Hat, Alberta, Canada. CON
D ITION: Prior receipt from applicant 
of an affidavit setting forth its appro
priate complementary Canadian au
thority or explaining why no such Ca
nadian authority is necessary. This af
fidavit must be submitted within 90 
days of the service of a notification of 
effectiveness of this decision- 
notice.! Hearing site: Billings, M T.)

Note.—The restriction and conditions con
tained in the grant of authority in this pro
ceeding are phrased in accordance with the 
policy statement entitled Notice to Interest

ed Parties of New Requirements Concerning 
Applications for Operating Authority to 
Handle Traffic to and from Points in 
Canada published in the Federal Register 
on December 5, 1974, and supplemented on 
November 18, 1975. The Commission is pres
ently considering whether the policy state
ment should be modified, and is in commu
nication with appropriate Canadian offi
cials. If the policy statement is changed, ap
propriate notice will appear in the Federal 
Register and the Commission will consider 
all restrictions or conditions which were im
posed pursuant to the prior policy state
ment, regardless of when the condition or 
restriction was imposed, as being null and 
void and having no force or effect.

M C 113855 (Sub-453F), filed Septem
ber 29, 1978. Applicant: IN TE R N A 
T IO N A L  TRANSPORT, INC., a North 
Dakota corporation, 2450 Marion 
Road Southeast, Rochester, M N  
55901. Representative: Kip B. H. 
Erickson, 502 First National Bank 
Building, Fargo, N D  58102. To operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting alu
minum articles, and materials, equip
ment, and supplies used in the manu
facture of aluminum articles (except 
commodities in bulk, in tank vehicles), 
between the facilities of Alumax, Inc., 
in Berkley County, SC, on the one 
hand, and, on the other, points in the 
United States (except A K  and HI). 
(Hearing site: Washington, DC.)

M C 114273 (Sub-419F), filed July 24, 
1978 and previously published in the 
F ederal R egister  of September 14, 
1978. Applicant: CRST, INC., P.O. Box 
68, Cedar Rapids, IA  52406. Repre
sentative: Kenneth L. Core (same ad
dress as applicant). To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
iron and steel shot, (except in bulk, in 
tank vehicles), from Hamilton, OH, 
and Mt. Pleasant, PA, to points in W I, 
and those points in the Lower Penin
sula of M I on and west of a line begin
ning at the OH/MI State Line and ex
tending along U.S. Hwy 127 to junc
tion U.S. Hwy 27, then along U.S. Hwy 
27 to junction Interstate Hwy 75, then 
along Interstate Hwy 75 to Mackinaw 
City; (2) ceramic foundry products 
and, ceramic, foundry supplies, (except 
commodities in bulk, in tank vehicles), 
from Columbus, OH, to Milwaukee, 
W I, and (3) silicon carbide (.except in 
bulk, in tapk vehicles), from Niagara 
Falls, NY , to points in IL, IA, MN, and 
W I, restricted in (1), (2), and (3) above 
to the transportation of traffic origi
nating at the named origins and des
tined to the indicated destination. 
CONDITION: In view of the findings 
in No. M C-114273 (Sub-Nos. 147 and 
252), of which official notice is taken, 
the certificate to be issued here shall 
be limited in point of time to a period 
expiring 2 years from its date of issue, 
unless prior to its expiration (but not 
less than 6 months prior to its expira-
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tion), applicant files a petition for per
manent extension of the certificate 
showing that it has been in full com
pliance with applicable regulations. 
(Hearing site: Chicago, IL, or Wash
ington, DC.)

Note.—This republication substitutes the 
word west for east in part (1).

MC 114273 (Sub-420F), filed July 24, 
1978, and previously published in the 
F ederal R eg ister  issue of September 
14, 1978. Applicant: CRST, INC., P.O. 
Box 68, Cedar Rapids, IA  52406. Rep
resentative: Kenneth L. Core (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
iron and steel nails and staples, steel, 
plastic and nylon strapping and seals, 
and pneumatic hand tools, and (2) 
parts and accessories used in the in
stallation of the commodities named 
in (1) above, from Chicago, IL, Cincin
nati, OH, Downingtown, PA, New 
York, NY , and Philadelphia, PA, to 
the facilities used by Carlson Stapler 
and Shippers Supply, Inc., at (a ) Des 
Moines, IA, (b ) Denver, CO, (c) Minne
apolis, MN, (d) Omaha, NE, and (e) 
Wichita, KS, restricted to the trans
portation of traffic destined to the 
named destinations. CONDITION: In 
view of the finding in No. M C-114273 
(Sub-Nos. 147 and 252), of which offi
cial notice is taken, the certificate to 
be issued here shall be limited in point 
of time to a period expiring 2 years 
from its date of issue, unless prior to 
its expiration (but not less than 6 
months prior to its expiration), appli
cant files a petition for permanent ex
tension of the certificate showing that 
it has been in full compliance with ap
plicable regulations. (Hearing site: 
Chicago, IL  or Washington, DC.)

Note.—this republication includes Des 
Moines, IA as a facility point.

MC 116077 (Sub-398F), filed Septem
ber 11, 1978. Applicant: DSI TR ANS
PORTS, INC.. 4550 Post Oak Place 
Drive, P.O. Box 1505, Houston, T X  
77001. Representative: Pat H. Robert
son, 500 West 16th Street, P.O. Box 
1945, Austin, T X  78767. To operate as 
a common carrier, by motor vehicle, 
over irregular routes, transporting dry 
clay and clay slurry, in bulk, in tank 
vehicles, from points in Warren  
County, GA, to points in MS, LA, OK, 
and TX. (Hearing site: Atlanta, GA, or 
Houston, TX .)

M C 116763 (Sub-438F), filed Septem
ber 11, 1978. Applicant: CARL
SUBLER TR U C K IN G , INC., North 
West Street, Versailles, OH 45380. 
Representative: H. M. Richters^ same 
address as applicant). To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
chalk and tack boards, lockers, toilet 
compartments, building materials, and

building supplies, (except commodities 
in bulk, in tank vehicles) and (2) doors, 
door sections and accessories and sup
plies used in the manufacture and in
stallation of doors and door sections, 
(except commodities in bulk in tank 
vehicles), from points in AR, CT, NJ, 
NY, OH, and PA, to points in IL, MI, 
MN, and W I. (Hearing site: Chicago, 
IL.)

MC 117068 (Sub-104F), filed October 
16, 1978. Applicant: M ID W EST  SPE
CIALIZED TRANSPO RTATIO N , 
INC., P.O. Box 6418, Rochester, M N  
55901. Representative: Paul F. Sulli
van, 711 Washington Building, Wash
ington, DC 20005. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
mining equipment and self-propelled 
vehicles, (except automobiles, trucks, 
and buses), from the facilities of 
Wagner Mining Equipment, Inc., in 
Multnomah County, OR, to points in 
the United States (except A K  and HI); 
and (2) equipment, materials, and sup
plies used in the manufacture of the 
commodities in (1) above, (except com
modities in bulk), from points in the 
United States (except A K  and HI), to 
the facilities of Wagner Mining Equip
ment, Inc., in Multnomah County, OR, 
restricted in (1) and (2) above to the 
transportation of traffic originating at 
or destined to the named, facilities. 
(Hearing site: Chicago, IL, or Wash
ington, DC.)

MC 117698 (Sub-16F), filed October 
6, 1978. Applicant: LEO H. SEARLES,
d.b.a. L. H. SEARLES, South Worces
ter, N Y  12197. Representative: Neil D. 
Breslin, 600 Broadway, Albany, N Y  
12207. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting ice cream, ice 
cream products, ice confections, and 
ice mix confections, (except commod
ities in bulk), in vehicles equipped 
with mechanical refrigeration, (1) 
from Lancaster, PA, Chicopee, MA, 
Richmond Hill, NY, and Suffield, CT, 
to Norfolk, VA, Baltimore and Gaith
ersburg, MD, New Haven, CT, Worces
ter, Brockton, Charlestown, Lowell, 
and Hyannis, MA, Toledo, OH, Romu
lus, MI, Lakewood and Mt. Holly, NJ, 
and Huntingdon Valley, PA, (2) from 
Philadelphia, P A  to New Haven, CT, 
and Charlestown and Brockton, MA, 
and (3) from Dunkirk, NY, Green Bay, 
W I, Ocala, FL, Baltimore, MD, and 
Huntingdon Valley, Allentown, and 
Lancaster, P A  to Boston, M A  (Hear
ing site: Albany, N Y .)

M C 119493 (Sub-227F), filed August 
14, 1978. Applicant: M O N K EM  CO., 
INC., P.O. Box 1196, Joplin, M O  
64801. Representative: Lawrence F. 
Kloeppel (same address as applicant). 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting (1) iron, steel and plastic

articles, and (2) parts and accessories 
used in the manufacture and installa
tion of the commodities named in (1) 
above, between Holt, AL, and points in 
I A, KS, OK , MO, and NE. (Hearing 
site: Tuscaloosa, AL, or Little Rock, 
AR.)

MC 119702 (Sub-64F), filed August 
30, 1978. Applicant: STAH LY CAR 
TAG E  CO., a corporation, 119 S. Main 
Street, P.O. Box 486, Edwardsville, IL 
62025. Representative: E. Stephen 
Heisley, 805 McLachlen Bank Build
ing, 666 11th Street NW., Washington, 
DC 20001. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting petroleum 
products, in bulk, in tank vehicles, 
from Ashkum, IL, to points in IN. 
(Hearing site: Chicago, IL, or Wash
ington, DC.)

M C 119988 (Sub-159F), filed Sep
tember 1, 1978. Applicant: GREAT  
W ESTER N T R U C K IN G  CO., INC., 
P.O. Box 1384, Lufkin, T X  75901. Rep
resentative: Clayte Binion, 1108 Conti
nental Life Building, Fort Worth, TX  
76102. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting lumber, lumber 
mill products, forest products, wood 
products, and sawmill products, (1) 
from points in CA, ID, MT, OR, and 
WA, to points in AZ, AR, CA, CO, IL, 
IN, IA, KS, LA, MI, MN, MO, MT, NE, 
NM, ND, NV, OK, SD, TX, UT, WY, 
and W I, and (2) from points in AZ, 
CO, and NM, to points in AR, IL, IN, 
IA, KS, LA, MI, MN, MO, NV, NE, ND, 
OK, SD, TX, UT, W Y , and W I. (Hear
ing site: Portland, OR.)

NOTE: Dual operations are involved in 
this proceeding.

M C 119988 (Sub-164F), filed Septem
ber 7, 1978. Applicant: G R EAT  W EST
ERN T R U C K IN G  CO., INC., Highway 
103, East, P.O. Box 1384, Lufkin, TX  
75901. Representative: Kim G. Meyer, 
P.O. Box 872, Atlanta, G A  30301. To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting foodstuffs, from Denver, CO, 
to points in TX. (Hearing site: Denver, 
CO, or Houston, TX .)

Note: Dual operations are involved in this 
proceeding.

M C 119988 (Sub-165F), filed Septem
ber 19, 1978. Applicant: GREAT
W ESTER N T R U C K IN G  CO., INC., 
P.O. Box 1384, Lufkin, T X  75901. Rep
resentative: Clayte Binion, 1108 Conti
nental Life Building, Fort Worth, TX  
76102. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting such commodities 
as are dealt in or used by nursery and 
horticultural stores (except commod
ities in bulk), from Pine Bluff, AR, 
and DeKalb, IL, to points in the 
United States (except A K  and HI).
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(Hearing site: Little Rock, AR, or 
Dallas, TX .)

Note: Dual operations involved in this 
proceeding.

MC 119988 (Sub-166F), filed Septem
ber 27, 1978. Applicant: GR EAT
W ESTERN T R U C K IN G  CO., INC., 
P.O. Box 1384, Lufkin, T X  75901. Rep
resentative: Hugh T. Matthews, 2340 
Fidelity Union Tower, Dallas, T X  
75201. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting motor vehicle 
parts and motor vehicle accessories, 
between Houston, TX, on the one 
hand, and, on the other, points in AZ  
and CA. (Hearing site: Dallas, TX .)

NOTE: Dual operations are involved in 
this proceeding.

MC 119988 (Sub-167F), filed Septem
ber 29, 1978. Applicant: G R EAT
W ESTERN T R U C K IN G  CO., INC., 
P.O. Box 1384, Lufkin, T X  75901. Rep
resentative: Hugh T. Matthews, 2340 
Fidelity Union Tower, Dallas, T X  
75201. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting (1) commercial re
frigeration units and parts for com
mercial refrigeration units, and (2) 
materials, equipment, and supplies 
used in the manufacture and distribu
tion of the commodities in (1) above, 
between Waxahachie, TX, on the one 
hand, and, on the other, points in the 
United States (except A K  and HI). 
(Hearing site: Dallas, TX .)

Note.—Dual operations are involved in 
this proceeding.

MC 119988 (Sub-168F), filed October 
2, 1978. Applicant: G R EAT  W EST
ERN T R U C K IN G  CO., INC., P.O. Box 
1384, Lufkin, T X  75901. Representa
tive: Clayte Binion, 1108 Continental 
Life Bldg., Fort Worth, T X  76102. To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting foundry supplies and industri
al mill supplies (except commodities in 
bulk), from points in the United States 
(except A K  and HI), to points in AR, 
LA, OK, and TX. (Hearing site: Dallas, 
TX or Washington, DC.)

Note.—Dual operations are involved in 
this proceeding.

MC 119988 (Sub-169F), filed October 
4, 1978. Applicant: G R EAT  W EST 
ERN T R U C K IN G  CO., INC., P.O. Box 
1384, Lufkin, T X  75901. Representa
tive: Hugh T. Matthews, 2340 Fidelity 
Union Tower, Dallas, T X  75201. To op
erate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting motor vehicle parts and motor 
vehicle accessories, between San Anto
nio, TX, on the one hand, and, on the 
other, points in AZ and CA. (Hearing 
site: Dallas, TX .)

Note.—Dual operations are involved in 
this proceeding.

M C 119988 (Sub-170F), filed October
5, 1978. Applicant: G R EAT  W EST 
ERN T R U C K IN G  CO., INC., P.O. Box 
1384, Lufkin, T X  75901. Representa
tive: Hugh T. Matthews, 2340 Fidelity 
Union Tower, Dallas, T X  75201. To op
erate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting (1) plumbing fixtures and 
plumbing fittings, and (2) materials, 
equipment, and supplies used in the 
manufacture and distribution of the 
commodities in (1) above, between 
points in Brown County, TX, on the 
one hand, and, on the other, points in 
the United States (except AK, HI, and 
TX ). (Hearing site: Dallas, TX .)

N ote.—Dual operations are involved in 
this proceeding.

M C 119988 (Sub-17IF), filed October
6, 1978. Applicant: G R EAT  W EST 
ER N  T R U C K IN G  CO., INC., P.O. Box 
1384, Lufkin, T X  75901. Representa
tive: Hugh T. Matthews, 2340 Fidelity 
Union Tower, Dallas, T X  75201. To op
erate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting (1) air conditioning equip
ment, refrigeration equipment, and 
parts for air conditioning and refrig
eration equipment, and (2) materials, 
equipment, and supplies used in the 
manufacture and distribution of the 
commodities in (1) above, between San 
Antonio, TX, on the one hand, and, on 
the other, those points in the United 
States in and west of MT, W Y , CO, 
and NM  (except A K  and HI). (Hearing 
site: Dallas, TX .)

Note.—Dual operations are involved in 
this proceeding.

M C 119988 (Sub-172F), filed October 
12, 1978. Applicant: G R EAT  W EST 
ER N  T R U C K IN G  CO., INC., P.O. Box 
1384, Lufkin, T X  75901. Representa
tive: Hugh T. Matthews, 2340 Fidelity 
Union Tower, Dallas, T X  75201. To op
erate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting (1) playground apparatus, 
wheel goods, and motorised bicycles, 
(2) parts and accessories for the com
modities in (1) above, and (3) materi
als, equipment, and supplies used in 
the manufacture and distribution of 
the commodities in (1) and (2) above, 
(except commodities in bulk), between 
Olney, IL, and Little Rock, AR, on the 
one hand, and, on the other, points in 
the United States (except A K  and HI). 
(Hearing site: Dallas, TX .)

N ote.—Dual operations are involved in 
this proceeding.

M C 119988 (Sub-173F), filed October 
23, 1978. Applicant: G R E A T  W EST 
ER N  T R U C K IN G  CO., INC., P.O. Box 
1384, Lufkin, T X . 75901. Representa
tive: Clayte Binion, 1108 Continental 
Life Bldg., Fort Worth, T X  76102. To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans

porting plastic articles (except com
modities in bulk), and equipment and 
supplies used in the manufacture and 
distribution of plastic articles (except 
commodities in bulk), between points 
in the United States (except A K  and 
HI). (Hearing site: Dallas, TX, or 
Washington, DC.)

N ote.—Dual operations are involved in 
this proceeding.

M C 123408 (Sub-24F), filed Septem
ber 25, 1978. Applicant: FOOD H AUL
ERS, INC., 600 York Street, Elizabeth, 
N.J. 07207. Representative: Eugene M. 
Malkin, Suite 6193, 5 World Trade 
Center, New York, N Y  10048. To oper
ate as a contract carrier, by motor ve
hicle, over irregular routes, transport
ing (1) such commodities as are dealt 
in or used by (a ) drug stores and (b ) 
grocery and food business houses 
(except commodities *in bulk), from 
the facilities of Warner Lambert Com
pany, at or near Lititz, PA, to points in 
G  A, under continuing contracts ) with 
Warner Lambert Company, of Morris 
Plains, NJ; and (£) such commodities 
as are dealt in or used by grocery and 
food business houses (except commod
ities in bulk), from points in G  A, NC, 
and SC, to Elizabeth and Edison, NJ, 
under continuing contract(s) with Wa- 
kefern Food Corporation, of Elizabeth, 
NJ. (Hearing site: New York, N Y .)

M C 124212 (Sub-100F), filed August 
22, 1978. Applicant: M ITCHELL
TRANSPORT, INC., an Indiana cor
poration, 6500 Pearl Road, P.O. Box 
30248, Cleveland, OH 44130. Repre
sentative: J. A. Kundtz, 1100 National 
City Bank Building, Cleveland, OH  
44114. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting cement mill waste 
and stack dust, in bulk, from Mason 
City, IA, to points in IL  and NE. 
(Hearing site: Washington, DC.)

Note.—Dual Operations are involved in 
this proceeding.

M C 124692 (Sub-231F), filed August 
3, 1978. Applicant' SAM M ONS
TR U C K IN G , a corporation, P.O. Box 
4347, Missoula, M T  59801. Representa
tive: Donald W . Smith, P.O. Box 
40659, Indianapolis, IN  46240. To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing (1) barium sulfate, from Battle 
Mountain and Fallon, NV, and Salt 
Lake City, UT, to Orland, Lodi, and 
Bakersfield, CA, (2) ferro chrome lig- 
nosulfonate, from Rothschild, W I, to 
Lodi and Bakersfield, CA, and Laredo, 
TX, and (3) lignite, from Williston, 
ND, to Lodi and Bakersfield, CA. 
(Hearing site: Los Angeles, CA.)

M C 124692 (Sub-236F), filed August 
24, 1978. Applicant: SAM M ONS
TR U C K IN G , a corporation, P.O. Box 
4347, Missoula, M T  59801. Representa
tive: J. David Douglas (same address
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as applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting iron and steel 
articles, from the facilities of Church 
& Clark, Inc., at Dallas, TX, to points 
in the United States (except A K  and 
HI), restricted to the transportation of 
traffic originating at the named 
orgins. (Hearing site: Dallas, TX .)

MC 124692 (Sub-237F), filed August 
24, 1978. Applicant: SAM M ONS
TR UCK ING , a corporation, P.O. Box 
4347, Missoula, M T  59801. Representa
tive: J. David Douglas (same address 
as applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting iron and steel 
articles, from Oklahoma City, OK, to 
points in AZ, AR, IA, MN, MT, ND, 
SD, TX, W I, and W Y . (Hearing site: 
Oklahoma City, O K .)

M C 124692 (Sub-238F), filed August 
24, 1978. Applicant: SAM M ONS
TR UCK ING , a corporation, P.O. Box 
4347, Missoula, M T  59806. Representa
tive: J. David Douglas (same address 
as applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting eleajiing com
pounds, from Dallas, TX, to points in 
AZ, CA, CO, ID, MN, MO, MT, NM, 
OR, TN, UT, and WA. (Hearing site: 
Dallas, TX .)

MC 124692 (Sub-239F), filed August 
24, 1978. Applicant: SAM M ONS
TR UCK ING , a corporation, P.O. Box 
4347, Missoula, M T  59806. Representa
tive: J. David Douglas (same address 
as applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting steel coils and 
steel decking from the facilities of 
Merco Manufacturing, Inc., at (a ) 
Dallas and Houston, TX, and (b ) Little 
Rock, AR, to points in AZ, AR, CA, 
CO, KS, LA, MO, MT, NM, OK, and 
W Y, restricted to the transportation 
of traffic originating at the named ori
gins. (Hearing site: Dallas, TX .)

MC 125433 (Sub-166F), filed Septem
ber 19, 1978. Applicant: F-B TR U C K  
LINE COM PANY, a corporation, 1945 
South Redwood Road, Salt Lake City, 
UT 84101. Representative: David J. 
Lister (same address as applicant). To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting (1) fabricated steel fireplaces 
and fireplace parts, from Union City, 
TN, to points in the United States 
(except A K  and HI), and (2) materials 
and supplies (except commodities in 
bulk), used in the manufacture of the 
commodities in (1) above (except com
modities in bulk), from the destina
tions in (1) above, to Union City, TN. 
(Hearing site: Los Angeles, CA, or Salt 
Lake City, UT.)

M C  125433 (Sub-167F), filed Septem
ber 25, 1978. Applicant: F-B TR U C K  
LINE  CO M PANY, a corporation, 1945

South Redwood Road, Salt Lake City, 
UT 84104. Representative: David J. 
Lister (same address as applicant). To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting coal and wood burning stoves, 
and coal and wood burning fireplaces, 
from points in Salt Lake County, UT, 
to those points in the United States in 
and east of ND, SD, NE, KS, OK, and 
TX. (Hearing site: Salt Lake City, UT, 
or San Francisco, CA.)

MC 126422 (Sub-7F), filed August 30, 
1978. Applicant: Q U A LIT Y  TR AN S
PORT, INC., 1200 Simons Building, 
Dallas, T X  75201. Representative: 
Leroy Hallman, 4555 First National 
Bank Building, Dallas, T X  75202. To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting cement, from the facilities of 
Missouri Portland Cement Company, 
at or near Union, LA, to points in AL, 
AR, FL, GA, LA, MS, OK, and TX. 
(Hearing Site: New Orleans, LA, or 
Dallas, TX .)

M C 127042 (Sub-22F), filed August 
21, 1978. Applicant: HAGEN, INC., 
P.O. Box 98—Leeds Station, Sioux 
City, IA  51108. Representative: Robert
G. Tessar (same address as applicant). 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting such commodities as are 
dealt in by (a ) grocery and food busi
ness houses and (b ) drug stores, 
(except frozen commodities and com
modities in bulk), from the facilities of 
The Clorox Company, at Chicago, IL, 
to points in MN, ND, and SD. (Hearing 
site: Chicago, IL.)

MC 127625 (Sub-31F), filed Septem
ber 26, 1978. Applicant: Santee
Cement Carriers, Inc., P.O. Box 638, 
Holly Hill, SC 29059. Representative: 
Frank B. Hand, Jr., P.O. Drawer C, 
Berryville, VA 22611. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting alu
minum, articles, and materials, equip
ment, and supplies used in the manu
facture of aluminum articles, (except 
commodities in bulk, in tank vehicles), 
between the facilities of Alumax, Inc., 
in Berkeley County, SC, on the one 
hand, and, on the other, points in the 
United States (except A K  and HI). 
(Hearing site: Columbia, SC, or Wash
ington, DC.)

MC 128273 (Sub-320F), filed Septem
ber 15, 1978. Applicant: M ID W EST 
ERN D ISTR IBUTIO N , INC., P.O. Box 
189, Fort Scott, KS 66701. Representa
tive: Elden Corban (same address as 
applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting (1) cots, beds, 
and parts and accessories for cots and 
beds, and (2) materials and supplies 
used in the manufacture of the com
modities named in (1) above, (except 
commodities in bulk, in tank vehicles),

(a) from Carthage, MO, to points in 
AZ, AR, CA, CO, FL, ID, KS, LA, MS. 
MT, NV, NM, ND, OK, OR, SD, UT, 
WA, and W Y, (b ) from Hominy, OK, 
to points in AZ, CA, CO, CT, DE, FL, 
ID, KS, ME, MA. MT, NE, NV, NH, 
NJ, NM, NY, ND, OR, RI, SD, TX,
UT, VT, WA, and W Y , and (c) from 
Ennis, Dallas, and Fort Worth, TX, to 
points in the United States on and 
west of a line beginning at the mouth 
of the Mississippi River, and extend
ing along the Mississippi River to its 
junction with the western boundary of 
Itasca County, MN, thence northward 
along the western boundries of Itasca 
and Koochiching Counties, MN, to the 
United ' States-Canada international 
boundary line, (except points in AK, 
AR, HI, IA, KS, MO, NE, ND, OK, and 
SD). (Hearing site; Kansas City, MO.)

MC 128951 (Sub-20F), filed Septem
ber 5, 1978. Applicant: ROBERT H. 
DITTRICH , db.a. BOB DITTRICH  
TR UCK ING , 1000 North Front Street, 
New Ulm, M N  56073. Representative: 
James T. Flescher, 1745 Universtiy 
Avenue, St. Paul, M N  55104. To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing Dry animal feed, and dry poultry 
feed, from the facilities of Cargill, Nu- 
trena Feed Division, at New Richland, 
MN, to points in IA, SD, W I, and the 
Upper Peninsula of MI. (Hearing Site: 
St. Paul, M N.)

Note.—Dual operations are involved in 
this proceeding.

MC 129032 (Sub-53F), filed August 
17, 1978. Applicant: TO M  INMAN  
TR UCK ING , INC., 6015 So. 49th West 
Ave., Tulsa, O K  74107. Representative: 
David R. Worthington (same address 
as applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting (1) such com
modities as are dealt in or used by 
manufacturers of rubber and rubber 
products, (except commodities in 
bulk), between the facilities of the 
Good- year Tire and Rubber Compa
ny, at or near Lawton, OK, on the one 
hand, and, on the other points in AL, 
AZ, AR, CA, CO, FL, GA, ID, IL, IN, 
IA, KS, K Y, LA, MI, MN, MS, MO, 
MT, NE, NV, NM, NC, ND, OH, OK, 
OR, PA, SC, SD, TN, TX, UT, VA,
W A, W V, W I, and W Y . (Hearing site: 
Akron, OH, or Washington, DC.)

M C 129455 (Sub-35F), filed October 
3, 1978. Applicant: CARRETTA
TR U C K IN G , INC., South 160, Route 
17 North, Paramus, NJ 07652. Repre
sentative: Charles J. Williams, 1815 
Front Street, Scotch Plains, NJ 07076. 
To operate as a contract carrier, by 
motor vehicle, over irregular routes, 
transporting (1) such commodities as 
are dealt in by a manufacturer of 
toilet preparations, (except commod
ities in bulk), from the facilities of 
The Mennen Company, at Morristown
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and Newark, NJ, to points in AL, AR, 
PL, GA, IA, KS, K Y, LA, MN, MS, NV, 
NM, NC, OR, SC, WA, and W I, and (2) 
materials, equipment, and supplies 
used in the manufacture and distribu
tion of toilet preparations, (except 
commodities in bulk), from points in 
the United States in and east of MN, 
NE, KS, OK, and TX, to the facilities 
named in (1) above, under continuing 
contractes) in (1) and (2) above, with 
The Mennen Company, of Morris
town, NJ. (Hearing site: New York, 
NY.)

Note.—Dual operations are involved in 
this proceeding.

MC 129624 (Sub-17F), filed June 7, 
1978, and previously noticed in the 
Federal R e g iste r  issue of August 22, 
1978. Applicant: RO UTE M ESSEN
GERS OF PENNSYLVANIA , INC., 
2425 Bainbridge Street, Philadelphia, 
PA 19146. Representative: Alan Kahn, 
1920 Two Penn Center Plaza, Philadel
phia, PA  19102. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
copying machine parts and copying 
machine supplies, from Pennsauken, 
NJ, to points in Berks, Bucks, Lehigh, 
Luzerne, and Northampton Counties,- 
PA. (Hearing site: Philadelphia, PA, or 
Washington, DC.)

Note.—Dual operations are involved in 
this proceeding. This republication amends 
the commodity description.

MC 133095 (Sub-202F>, filed October 
2, 1978. Applicant: TEXAS-CO NTI
NENTAL EXPRESS, INC., P.O. Box 
434, Euless, T X  76039. Representative: 
Hugh T. Matthews, 2340 Fidelity 
Union Tower, Dallas, T X  75201. To op
erate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting (1) alcoholic beverages (except 

1 in bulk), and (2) materials and sup
plies used in the manufacture and dis
tribution of alcoholic beverages, from 
Peoria, IL, to points in W Y , NM, AZ, 
CA, NE, MN, IN, OH, K Y , WV, VA, 
MD, DE, PA, NY , CT, RI, MA, VT, 
NH, ME, FL, GA, TN, and DC. (Hear
ing site: Dallas, TX .)

MC 133095 (Sub-204F), filed October 
2, 1978. Applicant: TEXAS-CO NTI
NENTAL EXPRESS, INC., P.O. Box 
434, Euless, T X  76039. Representative: 
Kim G. Meyer, P.O. Box 872, Atlanta, 
GA 30301. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting materials, 
equipment, and supplies used in the 
manufacture, distribution, and admin
istration of drugs, nutritional and 
anti-coagulent solutions, and distilled 
water, from points in the United 
States on and east of U.S. Hwy 85, to 
the facilities of McGaw Laboratories, 
Inc., Division of American hospital 
Supply, at Milledgeville and Atlanta, 
GA. (Hearing site: Atlanta, GA.)

M C 133221 (Sub-36F), filed Septem
ber 5, 1978. Applicant: O VERLAND  
CO., INC., 1991 Buford Hwy., Lawren- 
ceville, G A  30245. Representative: 
Alvin Button, 1644 Tullie Cir NE., 
Suite 102, Atlanta, G A  30329. To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing aluminum stampings, from Pales
tine, TX, to points in the United 
States (except A K  and HI). <Hearing 
site: Atlanta, GA, or Washington, DC.)

M C 133655 (Sub-123F), filed Septem
ber 15, 1978. Applicant: TRANS-NA 
T IO N A L  TRUCK , INC., P.O. Box 
31300, Amarillo, T X  79120. Repre
sentative: Warren L. Troupe, 2480 E. 
Commercial Blvd., Fort Lauderdale, 
FL 33308. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting general com
modities (except articles of unusual 
value, classes A  &  B explosives, house
hold goods as defined by the Commis
sion, commodities in bulk, and those 
requiring special equipment), from 
Chicago, IL, to Dallas, Houston, San 
Antonio, Amarillo, Lubbock, and 
Laredo, TX. (Hearing site: Chicago, 
IL.)

M C 134922 (Sub-275F), filed August 
23, 1978. Applicant: B. J. M CADAMS, 
INC., Route 6, Box 15, North Little 
Rock, AR  72118. Representative: Bob 
McAdams (same address as applicant). 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting such commodities as are 
dealt in by manufacturers and distrib
utors of tile, (except commodities in 
bulk and those which because of size 
or weight require the use of special 
equipment), from Lansdale and Qua- 
kertown, PA, to points in TX.

Condition: Pursuant to the Decision 
in M C 134922 (Sub-95), et al., served 
September 7, 1978, this proceeding is 
being held open until such time as a 
determination of applicant’s fitness 
has been made. (Hearing site: Phila
delphia, PA, or Washington, DC.)

Note.—A pplicant states the purpose of 
this filing is to substitute single-line service 
for existing joint-line service.

M C 135633 (Sub-14F), filed August 
18, 1978. Applicant: N A T IO N W ID E  
TRANSPORTERS, INC., 2175 Le- 
moine Avenue, Fort Lee, NJ 07024. 
Representative: Harold G. Hemly, Jr., 
118 North Saint Asaph Street, Alexan
dria, VA  22314. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
trucks, tractors, and chassis, in sec
ondary movements, in driveway serv
ice, between points in the United 
States (including AK, but excluding 
HI). (Hearing site: Washington, DC, or 
Chicago, IL.)

M C 136161 (Sub-16F), filed Septem
ber 5, 1978. Applicant: O R B IT

TR ANSPO R T INC,, P.O. Box 163, 
Spring Valley, IL  61362. Representa
tive: Elizabeth A. Purcell, 805 McLach- 
len Bank Building, 666 Eleventh 
Street, NW., Washington, DC 20001. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting (1) containers, and (2) 
materials and supplies used in the 
manufacture of containers, between 
Kankakee, IL, on the one hand, and, 
on the other, points in IN, MI, MO, 
OH, W I, MN, IA, AR, TN, K Y , and 
WV. (Hearing site: Chicago, IL.)

M C 136818 (Sub-38F), filed Septem
ber 8, 1978. Applicant: SW IFT
TR A N SPO R TA T IO N  CO., INC., 335 
West Elwood Road, P.O. Box 3902, 
Phoenix, AZ 85030. Representative: 
Donald E. Femaays, Suite 320, 4040 
East McDowell Road, Phoenix, AZ  
85008. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting gypsum wallboard 
and gypsum plaster, from points in 
Clark County, NV, to points in CA, ID, 
and UT. (Hearing site: Los Angeles, 
CA, or Las Vegas, NV.)

N ote.—Dual operations are involved in 
this proceeding.

M C 138157 (Sub-85F), fUed Septem
ber 5, 1978. Applicant: SOUTH W EST  
EQ UIPM ENT  RENTAL, INC., d.b.a. 
SOUTH W EST M O TO R  FREIGHT, a 
California corporation, 2931 South 
Market Street, Chattanooga, TN  
37410. Representative: Patrick E. 
Quinn, P.O. Box 9596, Chattanooga, 
T N  37412. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting fabricated and 
shaped metal articles, (except com
modities which by reason of size or 
weight require the use of special 
equipment), from the facilities of 
Norris Industries, Inc., in Los Angeles 
and Orange Counties, CA, to those 
points in the United States in and east 
of ND, SD, NE, KS, OK, and TX, re
stricted to the transportation of traf
fic originating at the noted facilities 
and destined to the indicated destina
tions. (Hearing site: Los Angeles, CA.)

N ote: Dual operations are involved in this 
proceeding.

M C 138308 (Sub-57F), filed October 
16, 1978. Applicant: KLM , INC., A  
Texas corporation, Old Hwy 49 South, 
P.O. Box 6098, Jackson, M S 39208. 
Representative: Donald B. Morrison, 
1500 Deposit Guaranty Plaza, P.O. 
Box 22628, Jackson, M S 39205. To op
erate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting (1) television sets, radio sets, 
phonograph sets, recording sets, loud
speakers, and sound systems, and (2) 
stands and accessories for the com
modities in (1) above, (a ) from the fa
cilities of G TE  Sylvania, Inc., at 
Smithfield, NC, to points in AZ, CA, 
CO, GA, IL, LA, MS, NV, NM, OK,
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OR, NY, TN, and TX, (b ) from the fa
cilities of GTE Sylvania, Inc., at Atlan
ta, GA, to points in AL, OR, K Y , LA, 
MS, TN, and TX, (c) from the facili
ties of GTE Sylvania, Inc., at Elk 
Grove Village, IL, to points in CO, (d) 
'from the facilities of G TE  Sylvania, 
Inc., at Los Angeles, CA, to points in 
GA, IL, NC, and NY, (e) from the fa
cilities of G TE  Sylvania, Inc., at 
Sparks, NV, to points in CA, OR, and 
W A, (f ) between the facilities of G TE  
Sylvania, Inc., at Batavia, NY, and the 
facilities of G TE  Sylvania, Inc., at 
Smithfield, NC, and (3) supplies and 
accessories used in the manufacture 
and distribution of the commodities in 
(1) and (2) above, (except commodities 
in bulk), between the facilities of GTE  
Sylvania, Inc., at (a ) El Paso, TX, (b ) 
Smithfield, NC, and (c) Elk Grove Vil
lage, IL, restricted in (1), (2), and (3) 
above to the transportation of traffic 
originating at the named origin facili
ties. (Hearing site: Jackson, MS, or 
Washington, DC.)

No,te.—Dual operations are involved in 
this proceeding.

M C 138635 (Sub-63F), filed October 
4, 1978. Applicant: CARO LINA W EST 
ER N  EXPRESS, INC., Box 3961, Gas
tonia, NC 28052. Representative: Eric 
Meierhoefer, Suite 423, 1511 K  Street 
NW., Washington, DC 20005. To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing foodstuffs, from points in CA, to 
points in AL, FL, GA, NC, SC, TN, VA, 
and WV. (Hearing site: San Francisco, 
CA.)

N ote. Dual operations are involved in this 
proceeding.

M C 138635 (Sub-64F), filed October 
4, 1978. Applicant: CARO LINA  W EST
ER N  EXPRESS, INC., Box 3961, Gas
tonia, NC 28052. Representative: Eric 
Meierhoefer, Suite 423, 1511 K  Street 
NW., Washington, DC 20005. To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing such commodities as are dealt in 
or used by manufacturers of rubber 
and rubber products, (except commod
ities in bulk), (1) from the facilities of 
The Good- year Tire and Rubber Co., 
at or near Lawton, OK, to points in 
CA, OR, WA, NC, AL, and MD, and (2) 
from the facilities of The Goodyear 
Tire and Rubber Co., at or near (a ) 
Decatur and Scottsboro, AL, and (b ) 
Rockmart, Cartersville, and Cedar- 
town, GA, to the facilities of The Goo
dyear Tire and Rubber Co., at or near 
Lawton, OK. (Hearing site: Washing
ton, DC .)

Note.—Dual operations are involved in 
this proceeding.

MC 138772 (Sub-6F), filed August 25, 
1978. Applicant: ALL-W AYS
FR EIG H T  LINES, INC., 215 North 
18th Street, ‘ Leavenworth, K S  66048.

Representative: John E. Jandera, 641 
Harrison Street, Topeka, K S 66603. To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting general commodities (except 
articles of unusual value, classes A  and 
B explosives, household goods as de
fined by the Commission, commodities 
in bulk, and those requiring special 
equipment), between Hiawatha and 
Marysville, KS: from Hiawatha over 
U.S. Hwy 73 to junction U.S. Hwy 75, 
then over U.S. Hwy 75 to junction NE  
Hwy 4, then over NE Hwy 4 to junc
tion NE Hwy 50, then over NE Hwy 50 
to junction U.S. Hwy 136, then over 
U.S. Hwy 136 to junction U.S. Hwy 77, 
then over U.S. Hwy 77 to Marysville, 
and return over the same route, serv
ing all intermediate points, (except 
Falls City, NE), and all off-route 
points in Richardson (except Falls 
City), Pawnee, Gage, and Johnson 
Counties, NE. (Hearing site:- Kansas 
City, M O.)

M C 138882 (Sub-137F), filed August 
24, 1978. Applicant: W ILE Y  SAND 
ERS T R U C K  LINES, INC., P.O. 
Drawer 707, Troy, AL 36081. Repre
sentative: George A. Olsen, P.O. Box 
357, Gladstone, NJ 07934. To operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting 
wheel weights, lead, and steel holding 
and fastening devices, from the facili
ties of Plumbiam Manufacturing 
Corp., at Bristol, TN, to points in the 
United States (except A K  and HI). 
(Hearing site: Knoxville, TN, or Mont
gomery, AL.)

M C 138882 (Sub-144F), filed August 
31, 1978. Applicant: W ILE Y  SAND 
ERS T R U C K  LINES, INC., P.O. Box 
707, Troy, AL 36081. Representative: 
George A. Olsen, P.O. Box 357, Glad
stone, NJ 07934. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
malt beverages, from the facilities of 
Pabst Brewing Co., at Pabst, GA, to 
points in NC, SC, and FL; and (2) ma
terials, equipment, and supplies used 
in the manufacture and sale o f malt 
beverages (except commodities in 
bulk), from points in NC, SC, and FL, 
to the facilities of Pabst Brewing Co., 
at Pabst, GA. (Hearing site: Atlanta, 
GA, or Birmingham, AL.)

M C 138882 (Sub-145F), filed August 
24, 1978. Applicant: W ILE Y  SAND 
ERS TR U C K  LINES, INC., P.O. 
Drawer 707, Troy, AL  36081. Repre
sentative: George A. Olsen, P.O. Box 
357, Gladstone, NJ 07934. To operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
steel pipe, fittings and valves, from  
the facilities of Piping and Equipment 
Company, Inc., at Jackson, MS, to 
points in TX, GA, K Y , W I, IN, AR, 
NC, SC, OH, and MN, and (2) steel 
pipe, and fittings, from Lorain and

Cleveland, OH, Fairless, PA, and Bir
mingham and Pelham, AL, to points in 
TX, GA, K Y , W I, IN, AR, NC, SC, OH, 
MN, and MS. (Hearing site: Jackson, 
MS, or Montgomery, AL.)

M C 138882 (Sub-146F), filed August 
31, 1978. Applicant: W ILE Y  SAND
ERS, INC., P.O. Box 707, Troy, AL 
36081. Representative: George A. 
Olsen, P.O. Box 357, Gladstone, NJ 
07934. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting foodstuffs (except 
frozen), in containers, from the facili
ties of Doxsee Foods, Inc., at or near 
Brundidge, AL, to points in GA, SC, 
NC, TN  (except Memphis), VA  and 
MD. (Hearing site: Birmingham or 
Montgomery, AL.)

M C 138882 (Sub-147F), filed August 
31, 1978. Applicant: W ILE Y  SAND
ERS, INC., P.O. Box 707, Troy, AL 
36081. Representative: George A. 
Olsen, P.O. Box 357, Gladstone, NJ 
07934. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting (1) pipe, fittings, 
hydrants, valves, and (2) castings, 
parts, and accessories for the commod
ities in (1) above, from Chattanooga, 
TN, to points in CO, W Y , NM, TX, 
AR, and UT. (Hearing site: Montgom
ery or Birmingham, AL.)

M C 138882 (Sub-148F), filed August 
31, 1978. Applicant: W ILE Y  SAND
ERS, INC., P.O. Box 707, Troy, AL 
36081. ' Representative: George A. 
Olsen, P.O. Box 357, Gladstone, NJ 
07934. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting (1) moulded pulp, 
and nested egg cartons, from the facili
ties of the Packaging Corp. of Amer
ica, at or near Macon, GA, to points in 
M I and IN; and (2) scrap paper and 
waste paper used for recycling, from 
points in MI, IN, AR, MO, KY, P A  
and NJ, to the facilities of the Packag
ing Corp. of America, at or near 
Macon, GA. (Hearing site: Atlanta, 
GA, or Montgomery, AL.)

M C 139457 (Sub-8F), filed Septem
ber 15, 1978. Applicant: G. L. SKID
M ORE d:b.a. JELLY SKIDMORE  
T R U C K IN G  CO., P.O. Box 38, Paris, 
T X  75460. Representative: Paul D. An- 
genend, P.O. Box 2207, Austin, TX  
78768. To operate as a contract carri
er, by motor vehicle, over irregular- 
routes, transporting canned and pre
served foodstuffs, and canned and 
packaged animal food, from the facili
ties of Campbell Soup (Texas) Inc., at 
or near Paris, TX, to points in LA, 
under continuing contract(s) with 
Campbell Soup (Texas) Inc., of Paris, 
TX. (Hearing site: Dallas, TX, or 
Washington, DC.)

M C 139615 (Sub-21F), filed October 
2, 1978. Applicant: D.R.S. TRANS
PORT, INC., P.O. Box 29, Oskaloosa,
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IA  52577. Representative: Larry D. 
Knox, 600 Hubbell Building, Des 
Moines, IA  50309. To operate as a 
common carrier, by motor vehicles, 
over irregular routes, transporting (1) 
sewage treatment plants, aerators, and 
lift stations, and (2) materials, sup
plies, and accessories used in the man
ufacture, distribution, and installation 
of the commodities in (1) above, from 
the facilities of Clow Corporation, at 
or near Richwood, K Y , to points in 
the United States (except AK, K Y, 
and HI). (Hearing site: Chicago, IL.)

MC 139723 (Sub-4F), filed July 25, 
1978, previously noticed in the F eder
al  R egister  issue of September 26, 
1978 as MC 144711 Sub 2F. Applicant: 
FARISH R. TH O M PSO N d.b.a. 
THOM PSON TR U C K IN G , R. R. No. 
1, Afton, W Y  83110. Representative: 
Farish R. Thompson (same address as 
applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting lumber, be
tween Afton, W Y , on the one hand, 
and, on the other, points in U T  and 
ID. (Hearing site: Salt Lake City, UT, 
or Casper, Wy.)

Note.—This republication indicates that 
the applicant is seeking common carrier au
thority, and that the territorial description 
sought involves a radial movement.

MC 139858 (Sub-3IF), filed October 
16, 1978. Applicant: AM STAN
TR UCK ING , INC., a Delaware corpo
ration, 1255 Corwin Avenue, Hamilton, 
OH 45015. Representative: Chandler
L. Van Orman, 1729 H Street, NW., 
Washington, DC 20006. To operate as 
a contract carrier, by motor vehicle, 
over irregular routes, transporting (1) 
stoves, fireplaces, and accessories for 
stoves and fireplaces (except commod
ities which because of size or weight 
require the use of special equipment), 
and (2) materials, equipment, and sup
plies used in the manufacture and dis
tribution of the commodities in (1) 
above, (except commodities which be
cause of size or weight require the use 
of special equipment), from Grand 
Rapids, MI, to Huntington and North 
Manchester, IN, under continuing 
contracts) with American Standard, 
Inc., of New Brunswick, NJ. (Hearing 
site: Indianapolis, IN, or Washington, 
DC.)

MC 140123 (Sub-7F), filed Septem
ber 25, 19T8. Applicant: G R AH AM  
TRANSFER, INC., Route 2, Box 44, 
Linden TN  37906. Representative: 
Roland M. Lowell, 618 Imoted Ameri
can Bank Building, Nashville, TN  
37096. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting fiberglass articles, 
aluminum articles, and iron and steel 
articles, between the facilities of IK G  
Industries, at (a ) Nashville, T N  (b ) 
Gulfport, MS, and (c) New Orleans, 
LA. (Hearing site: Nashville, TN .)

M C  140168 (Sub-5F), filed October 6, 
1978. Applicant: FANETTI R E FR IG 
ERATED  TRANSPORT, Rt. 1, Box 
29-A, Bloomer, W I 54724. Representa
tive: Robert P. Sack, P.O. Box 6010, 
West St. Paul, M N  55118. To operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
building insulation from Bloomer, 
W I, to points in M N  and I A; and (2) 
materials, equipment, and supplies 
used in the manufacture and sale of 
building insulation, (except commod
ities in bulk), from Minneapolis, MN, 
and Columbus, OH, to Bloomer, WI. 
(Hearing site: St. Paul, M N.)

M C 140186 (Sub-28F), filed August 
30, 1978. Applicant: T IG ER  TR ANS
PO R TATIO N , INC., P.O. Box 2248, 
Missoula, M T  59801. Representative: 
David A. Sutherlund, 1150 Connecti
cut Avenue, NW., Suite 400, Washing
ton, DC 20036. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
flour, from Billings, MT, to points in 
CA. (Hearing site: Billings, MT.)

M C 140665 (Sub-39F), filed October 
4, 1978. Applicant: PRIM E, INC., 
Route 1, Box 115-B, Urbana, M O  
65767. Representative: Clayton Geer, 
P.O. Box 786, Ravenna, OH 44266. To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting automotive parts and accesso
ries, from the facilities of Ford Motor 
Company, at or near (a ) Melvindale, 
MI, (b ) Mansfield, OH, and (c) Nash
ville, TN, to Pico Rivera and Milpitas, 
CA. (Hearing site: Washington, DC, or 
Detroit, M I.)

N otes.—(1) The person or persons en
gaged in common control of applicant and 
another regulated carrier must file an appli
cation under section 5(2) of the Interstate 
Commerce for common control or show why 
such application is not necessary. This must 
be done within 30 days after publication of 
the notice in the Federal Register.

(2) Dual operations may be involved in 
this proceeding.

M C 140665 (Sub-40F), filed October 
4, 1978. Applicant: PRIM E, INC., 
Route 1, Box 115-B, Urbana, MO  
65767. Representative: Clayton Greer, 
P.O. Box 786, Ravenna, OH 44266. To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting (1) Paint, paint products, 
aerosol products, and adhesives, and 
(2) materials and supplies used in the 
manufacture and distribution of the 
commodities in (1) above, (except com
modities in bulk), between Hubbard, 
Deshler, Dayton, Brooklyn Heights, 
and Bedford Heights, OH, Fulton and 
Richmond, K Y , and Elgin and Chica
go, IL, on the one hand, and, on the 
other, points in CA and TX. (Hearing 
site: Cleveland, OH and Washington, 
DC.)

Notes.—(1) The person or persons en
gaged in common control of application and 
another regulated carrier must file an appli
cation under section 5(2) of the Interstate 
Commerce Act for common control or show 
why such application is not necessary. This 
must be done within 30 days after publica
tion of this notice in the Federal Register. 
(2) Dual operations may be involved in this 
proceeding.

MC 141046 (Sub-10F), filed August 
30, 1978. Applicant: M ASON O.
M ITCHELL, d.b.a., M. M ITCHELL  
TR U C K IN G , 1911 I Street, LaPorte, 
IN  46350. Representative: Norman R. 
Garvin, 1301 Merchants Plaza, Indian
apolis, IN  46204. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
com products and soybean products, 
and (2) chemicals, in containers, from 
Decatur, IL, to points in CT, MA, ME, 
NH, and RI, under continuing 
contracts) with A. E. Staley Manufac
turing Co., at Decatur, IL. (Hearing 
site: Indianapolis, IN, or Chicago, IL.)

MC 141232 (Sub-6F), filed August 29, 
1978. Applicant: STATEW IDE
T R U C K IN G  CO., a corporation, 1801 
W. Oxford, Englewood, CO 80110. 
Representative: A. B. Ballah Jr. (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
building materials, and fencing, be
tween points in W Y , and on the one 
hand, on the other, points in NE on 
and west of U.S. Hwy 281. (Hearing 
Site: Denver, CO, or Cheyenne, W Y .)

MC 141781 (Sub-10F), filed Septem
ber 5, 1978. Applicant: LARSON
TRANSFER  &  STO R AG E CO., INC., 
950 West 94th Street, Minneapolis, 
M N 55431. Representative: Samuel 
Rubenstein, 301 North Fifth Street, 
Minneapolis, M N  55403. To operate as 
a Common Carrier, by motor vehicle, 
over irregular routes, transporting (1) 
such commodities as are dealt in by 
retail stores (except foodstuffs and 
commodities in bulk) and (2 ) food
stuffs, in mixed shipments with the 
commodities in (1) above, from the fa- 
cilites of Target Stores, at Minneapo
lis, MN, to points in SD. (Hearing site: 
Minneapolis or St. Paul, M N.)

N ote.—Dual operations are involved In 
this proceeding.

M C 141781 (Sub-1 IP ), filed Septem
ber 5, 1978. Applicant: LARSON
TRANSFER &  STO R AG E CO., INC., 
950 West 94th Street, Minneapolis, 
M N  55431. Representative: Samuel 
Rubenstein, 301 North Fifth Street, 
Minneapolis, M N  55403. To operate as 
a common carrier, by motor vehicle, 
over irregular routes, transporting 
Wire steel springs, from Logansport, 
IN, to Sioux Falls, SD. (Hearing site: 
Minneapolis or St. Paul, M N.)

Note.—Dual operations are involved in 
this proceeding. 2*
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MQ, 141921 (Sub-20F), filed Septem
ber 6, 1978. Applicant: SAV-ON
TRANSPO RTATIO N , INC., 143 
Frontage Road, Manchester, NH  
03108. Representative: John A. Sykas 
(same address as applicant). To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing meats, meat products and meat by
products, dairy products, and articles 
distributed by meat-packing houses as 
described in sections A, B and C of Ap- 
pexdix I to the report in Descriptions 
in Motor Carrier Certificates, 61
M.C.C. 209 and 766 (except hides and 
commodities in bulk), from the facili
ties used by John Morrell and Com
pany, at or near (a ) Estherville, I  A, 
and (b ) Sioux Falls, SD, to points in 
CT, FL, GA, ME, MA, MD, NH, NJ,' 
VT, RI, PA, NY, OH, DE, VA, WV, and 
DC, restricted to the transportation of 
traffic originating at the named origin 
facilities. (Hearing site: Concord, NH, 
or Boston, MA.)

Note.—Dual operations are involved in 
this proceeding.

MC 142672 (Sub-28F), filed August 
28, 1978. Applicant: D AVID  BENEUX  
PRODUCE &  TR UCK ING , INC., Post 
Office Drawer F, Mulberry, AR  72947. 
Representative: Don Garrison, 324 
North Second Street, Rogers, AR  
72756. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting meats, meat prod
ucts and meat byproducts, and articles 
distributed by meat-packing houses, as 
described in sections A  and C of Ap- 
pexdix I to the report in Descriptions 
in Motor Carrier Certificates, 61
M.C.C. 209 and 766, (except hides and 
commodities in bulk), from Palestine, 
TX, to points in AL, AR, FL, GA, IL, 
IN, K Y, LA, MS, MO, NY, OH, OK, 
PA, and TN. (Hearing site: Dallas, TX, 
or Tulsa, OK .)

Note.—Dual operations are involved in 
this proceeding.

MC 142941 (Sub-19F), filed Septem
ber 6, 1978. Applicant: SCARBOR
O UG H  TR U C K  LINES, 1313 N. 25th 
Avenue, Phoenix. AZ 85009. Repre
sentative: Lewis P. Ames, 111 . W. 
Monroe, 10th Floor, Phoenix, AZ  
85003. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting foodstuffs (except 
frozen) from the facilities of Ocean 
Spray Cranberries, Inc., at (a ) Ken- 
oska, W I, and (b ) North Chicago, IL, 
to points in KS, OK, TX, NM, and to 
the facilities of Diamond Sunsweet, at 
(a ) Yuba City, CA, and (b ) Kansas 
City, MO. (Hearing site: Kinosha, W I.)

N ote.—In view of the findings in MC 
142941 (Sub-5) of which official notice is 
taken, the certificate to be issued in this 
proceeding will be limited to a period expir
ing 1 year from its effective date unless, 
prior to its expiration, applicant files a peti
tion for the extension of said certificate and
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demonstrates that it has been conducting 
operations in full compliance with the terms 
and conditions of its certificate and with the 
requirements of the Interstate Commerce 
Act and applicable Commission regulations.

M C 143061 (Sub-2F), filed Septem
ber 5, 1978. Applicant: ELECTRIC  
TRANSPORT, INC., Post Office Box 
528, Eden, NC 27288. Representative: 
K. Edward Wolcott, Post Office Box 
872, Atlanta, G A  30301. To operate as 
a contract carrier, by motor vehicle, 
over irregular routes, transporting 
such commodities as are dealt in or 
used , by a manufacturer of electrical 
products (except commodities which 
because of size or weight require spe
cial equipment, commodities in bulk, 
and aerospace craft and aerospace 
craft parts), between points in the U.S. 
(except A K  and HI), under between 
continuing contract(s) with General 
Electric Company, of Schenectady, 
NY, (Hearing site: Washington, DC, or 
Atlanta, GA.)

MC 143085 (Sub-3F), filed Septem
ber 26, 1978. Applicant: THE DANIEL  
CO. OF SPR INGFIELD , a corpora
tion, 419 East Kearney, Springfield, 
M O 65803. Representative: Turner 
White, 910 Plaza Towers, Springfield, 
M O 65804. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting general com
modities (except articles of unusual 
value, classes A  and B explosives, 
household goods as defined by the 
Commission, commodities in bulk, and 
those requiring special equipment), (a ) 
between Springfield, MO, and Evans
ville, IN, (b ) from Springfield, MO, 
and Evansville, IN, to points in TX, 
and (c) between Evansville, IN, and 
points in MI.

Note.—Dual operations are involved in 
this proceeding.

(Hearing site: Kansas City or St. Louis, 
MO.)

M C 143085 (Sub-4F), filed Septem
ber 26, 1978. Applicant: THE D AN IEL  
CO. OF SPRINGFIELD , a corpora
tion, 419 Easti Kearney, Springfield, 
M O 65803. Representative: Turner 
White, 910 Plaza Towers, Springfield, 
M O 65804. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting general com
modities (except articles of unusual 
value, classes A  and B explosives, 
household goods as • defined by the 
Commission, commodities in'bulk, and 
those requiring special equipment), 
from Springfield, MO, and Evansville, 
IN, to points in CA and OR.

Note.—Dual operations are involved in 
this proceeding.

(Hearing site: Kansas City or St. Louis, 
MO.)

M C 143117 (Sub-5F), filed Septem
ber 11, 1978. Applicant: SAV-ON
TR ANSPO R TATIO N , INC., 143 
Frontage Road, Manchester, NH

03108. Representative: John A. Sykas 
(same address as applicant). To oper
ate as a contract carrier, by motor ve
hicle, over irregular routes, transport
ing cartons, knocked down, and maca
roni, vermicelli, and noodles, between 
the facilities of Prince Macaroni Man
ufacturing Company, Inc., at Lowell 
and Lawrence, MA, on the one hand, 
and, on the other, points in AL, FL, 
GA, IA, IL, IN, KY, LA, MD, MI, MN,
NC, NE, NY, OH, OK, PA, SC, TX, 
VA, and W I, under continuing 
contract(s) with Prince Macaroni Man
ufacturing Company, Inc., of Lowell, 
MA.

Note.—Dual operations are involved in 
this proceeding.

(Hearing site: Concord, NH, or Boston, 
MA.)

M C 143127 (Sub-8F), filed July 26, 
1978, previously noticed in the F eder
a l  R egister  issue of September 26, 
1978. Applicant: <K. J. TRANSPORTA
TION, INC., 1000 Jefferson Road, 
Rochester, N Y  14623. Representative:
S. Michael Richards, P.O. Box 225, 
Webster, N Y  14580. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
canned goods, from the facilities of (a) 
Curtice-Burns, Inc., at Alton, Egypt, 
Leicester, LeRoy, Phelps, Oakfield, 
Red Creek, Rushville, Shortsville, 
South Dayton, and Waterloo, NY, (b) 
Duffy-Mott Company, Inc., at Hamlin 
and Williamson, NY, and (c) Marion 
Foods Corp., Division of Seneca Foods 
Corp., at Dundee, Marion, Newark, 
Oaks Corners, Williamson, and East 
Williamson, NY , to points in AL, FL, 
GA, NC, and SC, restricted in (1), (2), 
and (3) above to the transportation of 
traffic originating at the named ori
gins and destined to the indicated des
tinations. NOTE: This republication 
shows FL as a destination state in lieu 
of “GL.” Dual operations are involved 
in this proceeding. (Hearing site: Buf
falo or Syracuse, NY .)

MC 143775 (Sub-21F), filed October 
4, 1978. Applicant: PAUL YATES, 
INC., 6601 West Orangewood, Glen
dale, AZ 85301. Representative: 
Edward N. Button, 1329 Pennsylvania 
Avenue, P.O. Box 1417, Hagerstown, 
M D 21740. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting swimming 
pools, and materials, equipment, and 
supplies used in the manufacture, in
stallation, and assembly of swimming 
pools, (except commodities in bulk), 
(a ) from Holland, MI, to points in AZ, 
CO, NV, NM, UT, MT, OK, MO, KS,
ND, TN, NE, K Y , TX, WA, OR, CA, 
and G  A, and (b ) from points in CA, to 
Holland, MI. (Hearing site: Holland, 
M I.)

N ote.—Dual operations are involved in 
the proceeding.
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MC 143812 (Sub-3F), filed August 24, 

1978. Applicant: M A R T IN  E. VAN  
DIEST, d.b.a., M. V AN  D IEST  CO., 
8087 Victoria Avenue, Riverside, CA  
92504. Representative: William J. 
Monheim, P.O. Box 1756, Whittier, CA  
90609. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting (1) liquid sugar, 
in bulk, from Crockett, CA, to points 
in AZ, ID, NM, OR, TX, and WA; and 
(2) liquid foodstuffs, in bulk, from 
points in WA, to points in AZ and CA. 
(Hearing site: Los Angeles, CA.)

MC 144622 (Sub-5F), filed July 6, 
1978, and previously published in the 
F ederal R egister  issue of September 
14, 1978. Applicant: G LEN N  BROS. 
MEAT CO., INC., P.O. Box 9343, Little 
Rock, AR  72209. Representative: Phil
lip Glenn (same address as applicant). 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting bicycles, and bicycle 
parts and accessories, from Little 
Rock, AR, to points in MN, IA, MO, 
LA, KS, NE, OK, TX, W I, IL, MS, TN, 
KY, AL, GA, FL, IN, MI, OH, SC, NC, 
PA, WV, VA, MD, DE, MA, CT, NJ, 
and NY, restricted to the transporta
tion of traffic originating at the facili
ties of AM F  Incorporated at Little 
Rock, AR. (Hearing site: Little Rock, 
AR, or Washington, DC.)

Note. (1) Dual operations are involved in 
this proceeding. (2) This republication in
cludes MO as a destination State.

MC 144672 (Sub 4F), filed August 22, 
1978. Applicant: V IC TO R Y  E X 
PRESS, INC., Box 26189, Trotwood, 
OH 45426. Representative: Richard H. 
Schaefer (same address as applicant). 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting (1) business and 
compu< ter forms, and (2) equipment, 
materials, and supplies used in the 
manufacture of the commodities in (1) 
above, between Langhome, PA, 
Dayton, OH, and Indianapolis, IN, on 
the one hand, and, on the other, those 
points in the United States on and 
east of Interstate Hwy 35. (Hearing 
site: Dayton or Columbus, OH.)

Note.—Dual operations are involved in 
this proceeding.

MC 144682 (Sub 5F), filed August 24, 
1978. Applicant: R. R. STANLEY, Box 
95, Mesquite, T X  75149. Representa
tive: Richard T. Churchill, Suite 106, 
5001 S. Hulen, Fort Worth, T X  76132. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting bakery goods, prepared 
dough, and icing paste, from the 
plantside facilities of the Pillsbury 
Co., at Denison, TX, to points in NM  
and CO. (Hearing site: D -F W  Airport 
or Dallas, TX .)

MC 144753 (Sub IF ), filed Septem
ber 20, 1978. Applicant: R O NALD  D.

OFFUTT, JR. d.b.a. R O NALD  
O FFUTT &  SON, Box 126, Glyndon, 
M N  56547. Representative: James B. 
Hovland, P.O. Box 1680, 414 Gate City 
Building, Fargo, ND  58102. To operate 
as a contract carrier, by motor vehicle, 
over irregular routes, transporting 
frozen potato products (except in 
bulk), from the facilities of Potato 
Processing Co., at or near Atlanta, GA, 
to points in FL, AL, SC, VA, NC, TN, 
MD, LA, and MS, under continuing 
contract(s) with Potato Processing Co., 
of Atlanta, GA. (Hearing site: Minne
apolis, MN, or Fargo, ND .)

M C 144853 (Sub-2F), filed Septem
ber 21, 1978. Applicant: JAMES D. 
W ATT, an individual, 729 Mansfield- 
Lucas Road, Mansfield, OH 44907. 
Representative: J. A. Kundtz, 1100 Na
tional City Bank Building, Cleveland, 
OH 44114. To operate as a contract 
carrier, by motor vehicle, over irregu
lar routes, transporting air condition
ing electric motor parts, between the 
facilities of Ideal Electric Co., at 
Mansfield, OH, on the one hand, and, 
on the other, those points in the 
United States in and east of ND, SD, 
NE, KS, OK, and TX, under continu
ing contract(s) with Ideal Electric Co., 
of Mansfield, OH. (Hearing site: Co
lumbus, OH.)

M C 144923 (Sub-IF), filed Septem
ber 21, 1978. Applicant: KELTRAN, 
INC., 210 Industrial Parkway, Buffalo, 
N Y  14224. Representative: William J. 
Hirsch, Suite 1125, 43 Court Street, 
Buffalo, N Y  14202. To operate as a 
contract carrier, by motor vehicle, 
over irregular routes, transporting 
malt beverages, in containers, between 
points in NJ, NY , OH, and PA, under 
continuing contract(s) with (1) Try-It 
Distributing Co., Inc., of Buffalo, NY , 
and (2) Spartan Beverage Corp., of 
Webster, NY . (Hearing site: Buffalo, 
N Y .)

M C 145152 (Sub-2F), filed August 17, 
1978. Applicant: B IG  THREE TR AN S
PO RTATIO N , INC., P.O. Box 706, 
Springdale, AR  72764. Representative: 
Don Garrison, 324 North Second 
Street, Rogers, AR  72756. To operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting 
chemicals, esters, fatty alcohol, coco
nut oil, softeners, textiles, liquid clean
ing compounds, lubricating oils, wax, 
and fireproofing compounds, (except 
commodities in bulk), from Mauldin, 
SC, Lock Haven, PA, Linden, NJ, and 
Santa Fe Springs, CA, to points in the 
United States (except A K  and HI). 
(Hearing site: Mauldin, SC, or Tulsa, 
O K.)

M C 145152 (Sub-4F), filed August 31, 
1978. Applicant: B IG  THREE TR ANS
PO RTATIO N , INC., P.O. Box 706, 
Springdale, AR  72764. Representative: 
Don Garrison, 324 North Second 
Street, Rogers, AR  72756. To operate

as a common carrier, by motor vehicle, 
over irregular routes, transporting 
electrical applicances, equipment and 
parts as described in Appendix V II to 
the report in Descriptions in Motor 
Carrier Certificates, 61 M.C.C. 209, 
283, and materials used in the manu
facture of electrical appliances (except 
commodities in bulk), from the facili
ties of Gibson-Metalux Corp., at or 
near Americus, GA, to points in the 
United States (except AK, AL, AR, 
AZ, CA, CO, GA, HI, ID, NM, NV, OR, 
UT, and W A). (Hearing site: Atlanta, 
Ga, or Little Rock, AR .)

M C 145236F, filed August 14, 1978. 
Applicant: MT. H OOD LIM OUSINE, 
INC., 8705 S. W . Barnes Road, Port
land, OR 97225. Representative: Rus
sell M. Allen, 1200 Jackson Tower, 
Portland, OR 97205. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
passengers and their baggage, in the 
same vehicle with passengers, in 
charter operations, between Portland, 
OR, on the one hand, and, on the 
other, Timberline Lodge near Govern
ment Camp, OR, and Bowman’s 
Resort near Weeme, OR, limited to 
the transportation of not more than 
fifteen (15) passengers in any one ve
hicle, not including the driver thereof. 
(Hearing site: Portland, OR.)

M C 145242F, filed August 21, 1978. 
Applicant: CASE H EAVY  HAULING , 
INC., P.O. Box 1156, Huntington, W V  
25714. Representative: Paul F. Beery, 
275 East State Street, Columbus, OH  
432i5. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting iron and steel ar
ticles, from Huntington, WV, to points 
in IN, IL, NC, NE, MD, DE, NJ, NY , 
G A  (except Atlanta), DC those in M I 
or* and south of M I Hwy 21, those in 
PA  on and east of U.S. Hwy 15, and 
those in M S on and east of U.S. Hwy 
78. (Hearing site: Columbus, OH.)

M C 144247 (Sub-3F), filed Septem
ber 12, 1978. Applicant: D O W N E Y  EN 
TERPRISES INC., 31706 Coast Hwy, 
South Laguna, CA 92647. Representa
tive: Gregory L. Parkin, 2500 West 
Orangethorpe, Suite U, Fullerton, CA  
92633. To operate as a contract carri
er, by motor vehicle, over irregular 
routes, transporting meats and meat 
products, from Denver, CO, to New  
Haven, CT, Claremont, NH, Inglewood 
and Newark, NJ, and New York, NY , 
under continuing contract(s) with 
United Packing Co., of Denver, CO. 
(Hearing site: Denver, CO, or Wash
ington, DC.)

M C 145205 (Sub-IF), filed October 4, 
1978. Applicant: RECO TR ANSPO R 
TATION, INC., Route 1, Box 274, 
Black Mountain, NC  28711. Repre
sentative: George W. Clapp, P.O. Box 
836, Taylors, SC 29687. To operate as a 
contract carrier, by motor vehicle,
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over irregular routes, transporting 
synthetic fibers and synthetic yams, 
from Enka and Highshoals, NC, Clem- 
son, SC, and Chattanooga and Low
land, TN, to points in CA, under con
tinuing contract(s) with American 
Enka Company, of Enka, NC. (Hearing 
site: Asheville, NC.)

M C 145252 (Sub-IF), filed August 30, 
1978. Applicant: H EN R Y  ANDERSEN, 
INC., P.O. Box 75, King George, VA  
22485. Representative: Chester A. 
Zyblut, 366 Executive Building, 1030 
Fifteenth Street NW , Washington, DC  
20005. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting chimney assem
blies, gas vents, and doors, from Fre- 
dricksburg, VA, to points in the United 
States (except AK, HI, and VA). 
(Hearing site: Washington, DC.)

Note: Dual operations are involved in this 
proceeding.

M C 145268 (Sub-2F), filed Septem
ber 26, 1978. Applicant: K ENNETH  B. 
H OLM  AN D  G LEN  STEED, a partner
ship, d.b.a. H & S ENTERPRISES, 3150 
South 1200 West, P.O. Box 26302, Salt 
Lake City, U T  84126. Representative: 
Irene Warr, 430 Judge Building, Salt 
Lake City, U T  84111. To operate as a 
contract carrier, by motor vehicle, 
over irregular routes, transporting 
steel, and steel pipe, from the facilities 
of Metra Steel, at Portland, OR, and 
Oakland, CA, to points in Salt Lake, 
Weber, Davis, and Utah Counties, UT, 
and (2) from the facilities of Metra 
Steel, at Portland, OR, to Oakland, 
CA, under continuing contracts) with 
Metra Steel, of Portland, OR. (Hear
ing site: Washington, DC.)

M C 145272F, filed August 24, 1978. 
Applicant: LAW R ENCE R E ip -
LINGER , Box 109, Conception Junc
tion, M O 64434. Representative: Tom 
B. Kretsinger, 20 East Franklin, Liber
ty, M O 64068. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting (1) sand, be
tween Stanberry and Burlington Junc
tion, MO, on the one hand, and, on 
the other, points in Page, Taylor, 
Ringgold, and Decatur Counties, IA; 
and (2) crushed rock, from points in 
Page and Taylor Counties, IA, to 
points in Nodaway and Atchison Coun
ties, MO. (Hearing Site: Kansas City,
M O.)

MC 145302F, filed August 29, 1978. 
Applicant: G U LF  STATES CORP., 
Box. 7130, Tenton, NJ 08628. Repre
sentative: Theodore Polydoroff, Suite 
301, 1307 Dolley Madison Boulevard, 
McLean, VA  22101. To operate as a 
contract carrier, by motor vehicle, 
over irregular routes, transporting ma
terials used in the manufacture of 
glass, between Fairfield, AL, Wilming
ton, DE, Shoals, IN, Bow, NH, 
Camden, NJ, Middletown, OH, Morris-
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v!He, PA, Memphis, TN, and Cresap, 
WV, on the one hand, and, on the 
other, points in the United States 
(except A K  and HI), under continuing 
contracts) with T he  Calumite Co., of 
Trenton, NJ. (Hearing Site: Washing
ton, DC.)

MC 145403F, filed September 25, 
1978. Applicant: ENSM ING ER
M OTOR LINES, INC., P.O. Box 166, 
Frankfort, IL  60425. Representative: 
Daniel C. Sullivan, 10 South LaSalle 
Street, Chicago, IL  60603. To operate 
as a contract carrier, by motor vehicle, 
over irregular routes, transporting 
plastic articles (except commodities in 
bulk), from the facilities of Mobil 
Chemical Co., at Joliet, Frankfort, and 
Chicago, IL, to points in AR, CA, CO, 
GA, IN, IA, KS, K Y , MA, MI, MN, 
MO, NE, NJ, NY, NC, ND, OH, OK, 
PA, SC, SD, TN, TX, W V, W I, and 
W Y , under continuing contract(s) with 
Mobil Chemical Co., of Macedon, NY . 
(Hearing site: Chicago or Joliet, IL.)

Note Dual operations are involved in this 
proceeding.

M C 145423F, filed September 21, 
1978. Applicant: C. V A N  BO X ELL  
TR ANSPO R TATIO N , INC., 763 South 
Oakwood, Detroit, M I 48217. Repre
sentative: William B. Elmer, 21635 
East Nine Mile Road, St. Clair Shores, 
M I 48080. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting coal tar and 
coal tar products, in bulk, in tank ve
hicles, from Detroit, MI, to points in 
IL, IN, NJ, NY, OH, PA, and W I. 
(Hearing site: Detroit, MI, or Washing
ton, DC.)

M C 145558F, filed October 16, 1978. 
Applicant: A L ’S GAR AG E, INC., 1805 
Lennox Avenue, Lima, OH 45804. Rep
resentative: Andrew J. Burkholder, 
275 East State Street, Columbus, OH  
43215. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting (1) wrecked, dis
abled, and repossessed motor vehicles 
(except trailers designed to be drawn 
by passenger automobiles), and (2) re
placement vehicles for wrecked and 
disabled motor vehicles, (except trail
ers designed to be drawn by passenger 
automobiles), by use of wrecker equip
ment only, between points in Allen, 
Hancock, Van Wert, Auglaize, and 
Hardin Counties, OH, on the one 
hand, and, on the other, those points 
in the United States on and east of 
U.S. Hwy 83. (Hearing site: Columbus, 
OH.)

MC 145453F, filed September 22, 
1978. Applicant: L. CURTIS TRIPP,
d.b.a. TAR  HEEL STAG E  LINES, 
1603 Herrington Road, Elizabeth City, 
NC 27909. Representative: Frank B. 
Aycock, Jr., P.O. Box 427, Elizabeth 
City, NC  27909. To operate as a 
common carrier, by motor vehicle,

over irregular routes, transporting 
passengers and their baggage, in the 
same vehicle with passengers, in 
round-trip special and charter oper
ations, beginning and ending at points 
in Martin, Bertie, Tyrrell, Chowan, 
Perquimans, Pasquotank, Camden, 
Currituck, Washington, Gates, and 
Hertford Counties, NC, and extending 
to points in the United States, includ
ing AK, but excluding HI. (Hearing 
site: Elizabeth City, NC, or Norfolk, 
VA.)

M C 145458F, filed September 28, 
1978. Applicant: McLELLAN BUS 
LINES, P.O. Box 1095, Truro, Nova 
Scotia, Canada B2N 5G9. Representa
tive: Jerry McLellan (same address as 
applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting passengers 
and their baggage, in round-trip 
charter operations, beginning and 
ending at the ports of entry on the in
ternational boundary line between the 
United States and Canada located in 
ME, and extending to points in the 
United States (except A K  and HI), re
stricted to the transportation of pas
sengers beginning and ending in the 
Province of Nova Scotia, Canada. Con
dition: Prior receipt from applicant of 
an affidavit setting forth its comple
mentary Canadian authority or ex
plaining why no such Canadian au
thority is necessary. (Hearing site: 
Portland or Bangor, ME.)

Note: The restriction and condition con
tained in the grant of authority in this pro
ceeding are phrased in accordance with the 
policy statement entitled Notice of Interest
ed Parties of New Requirements Concerning 
Applications for Operating Authority to 
Handle Traffic to and from points in 
Canada published in the Federal Register 
on December 5,_ 1974, and supplemented on 
November 18, 1975. The Commission is pres
ently considering whether the policy state
ment should be modified, and is in commu
nication with appropriate officials of 
Canada regarding this issue. If the policy 
statement is changed, appropriate notice 
will appear in the Federal Register and the 
Commission will consider all restrictions or 
conditions Which were imposed pursuant to 
the prior policy statement, regardless of 
when the conditions or restrictions was im
posed, as being null and void and having no 
further force or effect.
[FR Doc. 78-33285 Filed 11-27-78; 8:45 am]

[7035-01-M l

[Decisions Volume No. 491 

DECISION-NOTICE

Decided: November 18, 1978.
,The following applications are gov

erned by Special Rule 247 of the Com
mission’s Rules of Practice (49 CFR 
§1100.247). These rules provide, 
among other things, that a protest to 
the granting of an application must be 
filed with the Commission within 30
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days after the date notice of the appli
cation is published in the F e d e r a l  
R e g i s t e r . Failure to file a protest, 
within 30 days, will be considered as a 
waiver of opposition to the appplica- 
tion. A  protest under these rules 
should comply with Rule 247(e)(3) of 
the Rules of Practice which requires 
that it set forth specifically the 
grounds upon which it is made, con
tain a detailed statement of Protes
tant’s interest in the proceeding, (as 
specifically noted below), and shall 
specify with particularity the facts, 
matters, and things relied upon, but 
shall not include issues or allegations 
phrased generally. A  protestarit 
should include a copy of the specific 
portions of its authority which protes- 
tant believes to be in conflict with 
that sought in the application, and de
scribe in detail the method—whether 
by joinder, interline, or other means— 
by which protestant would use such 
authority to provide all or part of the 
service proposed. Protests not in rea
sonable compliance with the require
ments of the rules may be rejected. 
The original and one copy of the pro
test shall be filed with the Commis
sion, and a copy shall be served con
currently upon applicant’s representa
tive, or upon applicant if no repre
sentative is named. If  the protest in
cludes a request for oral hearing, such 
request shall meet the requirements of 
section 247(e)(4) of the special rules 
and shall include the certification re
quired in that section.

Section 247(f) provides, in part, that 
an applicant which does not intend 
timely to prosecute its application 
shall promptly request that it be dis
missed, and that failure to prosecute 
an application under the procedures of 
the Commission will result in its dis
missal.

Further processing steps will be by 
Commission notice, decision, or letter 
which will be served on each party of 
record. Broadening amendments will 
not be accepted after the date of this 
publication.

Any authority granted may reflect 
administratively acceptable restrictive 
amendments to the service proposed 
below. Some of the applications may 
have been modified to conform to the 
Commission’s policy of simplifying 
grants of operating authority.

We Find:
With the exceptions of those appli

cations involving duly noted problems 
(e.g., unresolved common control, un
resolved fitness questions, and juris
dictional problems) we find, prelimi
narily, that each common carrier ap
plicant has demonstrated that its pro
posed service is required by the public 
convenience and necessity, and that 
each contract carrier applicant quali
fies as a contract carrier and its pro
posed contract carrier service will be

consistent with the public interest and 
the national transportation policy. 
Each applicant is fit, willing, and able 
properly to perform the service pro
posed and to conform to the require
ments of the Interstate Commerce Act 
and the Commission’s regulations. 
This decision is neither a major Feder
al action significantly affecting the 
quality of the human environment nor 
a major regulatory action under the 
Energy Policy and Conservation Act of
1975.

In those proceeding containing a 
statement or note that dual operations 
are or may be involved we find, pre
liminarily and in the absence of the 
issue being raised by a protestant, that 
the proposed dual operations are con
sistent with the public interest and 
the national transportation policy sub
ject to the rights of the Commission 
which is hereby expressly reserved to 
impose such conditions as it finds nec
essary to insure that applicant’s oper
ations shall conform to the provisions 
of section 210 of the Interstate Com
merce Act.

It is ordered:
In the absence of legally sufficient 

protests, filed within 30 days of publi
cation of this decision-notice (or, if the 
application later becomes unopposed), 
appropriate authority will be issued to 
each applicant (except those with duly 
noted problems) upon compliance with 
certain requirements which will be set 
forth in a notification of effectiveness 
of this decisions-notice. To the extent 
that the authority sought below may 
duplicate an applicant’s existing au
thority, such duplication shall not be 
construed as conferring more than a 
single operating right.

Applicants must comply with all spe
cific conditions set forth within 90 
days after the service of the notifica
tion of the effectiveness of this deci
sion-notice, or the application of a 
non-complying applicant shall stand 
denied.

By the Commission, Review Board 
Number 1, Members Carleton, Joyce, 
arid Jones.

H. G . H o m m e , Jr., 
Secretary.

M C 2202 (Sub-568F), filed Septem
ber 12, 1978. Applicant: R O A D W A Y  
EXPRESS, INC., P.O. Box 471, 1077 
Gorge Blvd., Akron, OH 44309. Repre
sentative: William O. Turney, Suite 
1010, 7101 Wisconsin Ave., Washing
ton, DC 20014. To operate as a 
common carrier, by motor vehicle, 
transporting general commodities 
(except articles of unusual value, 
classes A  and B explosives, household 
goods as defined by the Commission, 
commodities in bulk, and those requir
ing special equipment), (1) between 
Beaumont, TX, and Las Cruces, NM, 
from Beaumont over U.S. Hwy 90 to

Houston, TX, then over U.S. Hwy 290 
to junction Interstate Hwy 10 near 
Junction, TX, then over Interstate 
Hwy 10 to Las Cruces, and return over 
the same route, (2) between McAllen, 
TX, and Kingman, AZ, from McAllen 
over U.S. Hwy 281 to San Antonio, 
TX, then over U.S. Hwy 87 to Amaril
lo, TX, then over U.S. Hwy 66 to King- 
man, and return over the same route,
(3) between Houston, TX, and junc
tion U.S. Hwys 77 and 83, from Hous
ton over U.S. Hwy 90 to San Antonio, 
TX, then over UJS. Hwy 81 to Laredo, 
TX, then over U.S- Hwy 83 to junction 
U.S. Hwy 77, and return over the same 
route, (4) between Houston and 
Brownsville, TX, from Houston over 
U.S. Hwy 59 to junction U.S. Hwy 77, 
then over U.S. Hwy 77 to "Brownsville, 
and return over the same route, (5) be
tween Victoria and Laredo, TX, over 
U.S. Hwy 59, (6) between junction T X  
Hwy 9 and U.S. Hwy 281 at or near 
Three Rivers, TX, and Corpus Christi, 
TX, from junction T X  Hwy 9 and U.S. 
Hwy 281 over T X  Hwy 9 to junction 
Interstate Hwy 37, then over Inter
state Hwy 37 to Corpus Christi, and 
return over the same route, (7) be
tween junction U.S. Hwys 60 and 87 
and Las Cruces, NM , from junction 
U.S. Hwys 60 and 87 over U.S. Hwy 60 
to Clovis, NM, then over U.S. Hwy 70 
to Las Cruces, and return over the 
same route, (8) between junction U.S. 
Hwys 87 and 283 and Brady, TX, from 
junction U.S. Hwys 87 and 283 over 
U.S. Hwy 283 to junction U.S. Hwy 84, 
then over U.S. Hwy 84 to junction U.S. 
Hwy 80, then over U.S. Hwy 80 to 
junction UJS. Hwy 183, then over U.S. 
Hwy 183 to junction U.S. Hwy 377, 
then over U.S. Hwy 377 to Brady, and 
return over the same route, (9) be
tween Victoria and San Antonio, TX, 
over U.S. Hwy 87, (10) between San 
Antonio and Del Rio, TX, over U.S. 
Hwy 90, (11) between Del Rio and 
Laredo, TX, from Del Rio over U.S. 
Hwy 277 to junction U.S. Hwy 81, then 
over U.S. Hwy 81 to Laredo, and 
return over the same route, (12) be
tween Eagle Pass, TX, and junction 
T X  Hwy 57 and U.S. Hwy 81 at or near 
Moore, TX, over T X  Hwy 57, (13) be
tween Lamesa and Midland, TX, over 
T X  Hwy 349, (14) between Fort Worth  
and Lubbock, TX, from Fort Worth  
over U.S. Hwy 180 to junction U.S. 
Hwy 84, then over U.S. Hwy 84 to Lub
bock, and return over the same route,
(15) between junction U.S. Hwy 180 
and Interstate Hwy 20 and Cisco, TX, 
over UJS. Hwy 80, (16) between Abi
lene, TX, and junction U.S. Hwys 84 
and 180, over U.S. Hwy 84, (17) be-^ 
tween Abilene and Anson, TX, over 
U.S. Hwy 83, (18) between Comfort, 
TX, and junction T X  Hwy 27 and U.S. 
Hwy 290, over T X  Hwy 27, and (19) be
tween Shreveport, LA, and Beaumont, 
TX, from Shreveport over U.S. Hwy
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171 to junction LA  Hwy 5, then over 
LA Hwy 5 to junction U.S. Hwy 84, 
then over U.S. Hwy 84 to junction TX  
Hwy 7, then over T X  Hwy 7 to junc
tion U.S. Hwy 96, then over U.S. Hwy 
96 to Beaumont, and return over the 
same route, serving in (19) no interme
diate points and Shreveport for pur
poses of joinder only, and in (1) 
through (18), inclusive, serving all in
termediate points and points in Aran
sas, Atascosa, Austin, Bee, Bexar, Bra
zoria, Brooks, Caldwell, Calhoun, Ca
meron, Chambers, Colorado, DeWitt, 
Duval, Fayette, Fort Bend, Frio, Gal
veston, Goliad, Gonzales, Guadalupe, 
Hardin, Harris, Hidalgo, Jackson, Jef
ferson, Jim Hogg, Jim Wells, Karnes, 
Kenedy, Kleberg, La Salle, Lavaca, 
Liberty, Live Oak, McMullen, Mata
gorda, Nueces, Orange, Refugio, San 
Patricio, Starr, Victoria, Waller, Webb, 
Wharton, Willacy, Wilson, and Zapata 
Counties, TX, as off-route points. 
(Hearing sites: San Antonio, Browns
ville, Corpus Christi, and Lubbock, 
TX, and Albuquerque, NM .)

MC 2900 (Sub-342F), filed October 
16, 1978. Applicant: R YD E R  TR U C K  
LINES, INC., 2050 Kings Rd., P.O. 
Box 2408, Jacksonville, FL 32203. Rep
resentative: S. E. Somers, Jr. (same ad
dress as applicant). To operate as a 
common carrier, by motor vehicle, 
transporting general commodities 
(except those of unusual value, classes 
A  and B explosives, household goods 
as defined by the Commission, com
modities in bulk, and those requiring 
special equipment) (1) between New  
Orleans, LA, and Albertville, AL, from  
New Orleans over U.S. Hwy 90 to 
Mobile, AL, then over U.S. Hwy 31 to 
Birmingham, AL, then over AL Hwy 
75 to Albertville, and return over the 
same route, (2) between Meridian, MS, 
and Columbus, GA, over U.S. Hwy 80,
(3) between Laurel, MS, and Bain- 
bridge, GA, over U.S. Hwy 84, (4) be
tween Meridian, MS, and Pensacola, 
FL, from Meridian over U.S. Hwy 45 to 
Mobile, AL, then over U.S. Hwy 90 to 
Pensacola, and return over the same 
route, (5) between Eutaw, AL, and 
Pensacola, FL, from Eutaw over U.S. 
Hwy 43 to Mobile, AL, then over U.S. 
Hwy 98 to Pensacola, and return over 
the same route, (6) between Hunts
ville, AL, and Marianna, FL, from 
Hunstville over U.S. Hwy 231 to junc
tion U.S. Hwy 90, then over U.S. Hwy 
90 to Marianna, and return over the 
same route, (7) between Huntsville 
and Dothan, AL, over U.S. Hwy 431,
(8) between Stafford and Clanton, AL, 
over AL Hwy 22, (9) between Harpers- 
ville and Thomasville, AL, from Har- 
persville over AL Hwy 25 to junction 
AL Hwy 5, then over AL  Hwy 5 to 
Thomasville, and return over the same 
route, (10) between Tallassee and Un- 
iontown, AL, from Tallassee over AL  
Hwy 14 to Greensboro, AL, then over
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AL Hwy 61 to Uniontown, and return 
over the same route, (11) between 
Cuthbert, GA, and Tuscaloosa, AL, 
over U.S. Hwy 82, (12) between Seale 
and Troy, AL, from Seale over U.S. 
Hwy 26 to junction U.S. Hwy 82, then 
over U.S. Hwy 82 to junction U.S. Hwy 
29, then over U.S. Hwy 29 to Troy, and 
return over the same route, (13) be
tween Midway and Brundidge, AL, 
from Midway over AL Hwy 51 to Clio, 
AL, then over AL  Hwy 10 to Brun
didge, and return over the same route, 
(14) between Gadsden and Birming
ham, AL, over U.S. Hwy 411, (15) be
tween Anniston and Sylacauga, AL, 
from Anniston over AL  Hwy 21 to 
junction Alternate U.S. Hwy 231, then 
over Alternate U.S. Hwy 231 to Syla
cauga, and return over the same route,
(16) between Selma and Atmore, AL, 
from Selma over AL  Hwy 41 to junc
tion AL  Hwy 21, then over AL Hwy 21 
to Atmore, and return over the same 
route, and (17) between Arab and 
Guntersville, AL, over AL Hwy 69, 
serving, in (1) (17), inclusive, all inter
mediate points. (Hearing site: Birming
ham, AL, or Atlanta, G A .)

M C 2960 (Sub-23F), filed October 17, 
1978. Applicant: E N G LA N D  TR ANS
PO R TA T IO N  C O M PA N Y  OF  
TEXAS, a corporation, 2301 McKin
ney St., P.O. Box 18333, Houston, T X  
77023. Representative: E. Larry Wells, 
Suite 1125 Exchange Park, P.O. Box 
45538, Dallas, T X  75245. To operate as 
a common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
kitchen cabinets and vanities, and (2) 
such commodities as are used in the 
installation of the commodities named 
in (.1) above, from the facilities of Tri
angle Pacific Corp., at or near McKin
ney, TX, to points in AR, LA, and OK. 
(Hearing site: Dallas, TX .)

M C 5470 (Sub-161F), filed October 
17, 1978. Applicant: TAJON, INC., a 
Delaware corporation, R.D. 5, Mercer, 
PA  16137. Representative: Brian L. 
Troiano, 918 16th St., NW., Washing
ton, DC 20006. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
alloys and silicon metals, in dump ve
hicles, between points in Montgomery 
County, AL, on the one hand, and, on 
the other, those points in the United 
States in and east of LA, AR, MO, LA, 
and MN. (Hearing site: Washington, 
DC, or Pittsburgh, PA .)

MC 7840 (Sub-5F), filed August 28, 
1978. Applicant: ST. LAW RENCE  
FR EIG H TW AYS, INC., 650 Cooper 
Street, Watertown, N Y  13601. Repre
sentative: E. Stephen Heisley, 806 
McLachlen Bank Building, 666 11th 
Street, NW., Washington, DC 20001. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting aluminum articles, alu
minum ingot, aluminum sheet metal,

aluminum plate, aluminum scrap, and 
aluminum foil, between Oswego, NY, 
on the one hand, and, on the other, 
points in the United States (except 
A K  and HI). (Hearing site: Washing
ton, DC.)

M C 11220x(Sub- 160F), filed October
16, 1978. Applicant: GORDONS  
TRANSPORTS, INC., 185 W. McLe- 
more Ave., Memphis, T N  38101. Repre
sentative: James J. Emigh (same ad
dress as applicant). To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
general commodities (except those of 
unusual value, classes A  and B  explo
sives, household goods as defined by 
the Commission, commodities in bulk, 
and those requiring special equip
ment), between the facilities of Inter
national Paper Co., at or near Texar
kana, TX, on the one hand, and, on 
the other, points in IL, IN, and OH, 
Shelby County, TN, and those in K Y  
on and north of Interstate Hwy 64, re
stricted to the transportation of ship
ments originating at or destined to the 
facilities of International Paper Co., at 
or near Texarkana, TX. (Hearing site: 
Washington, DC.)

MC 21259 (Sub-4F), filed October 20, 
1978. Applicant: GERTSEN CAR
TAG E  CO., INC., 3000 Hirsch Street, 
Melrose Park, IL  60160. Representa
tive: Anthony C. Vance, 1307 Dolley 
Madison Boulevard—Suite 301, 
McLean, VA  22101. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting re
fined copper, in containers or in trail
ers, from the facilities used by 
ASARCO, Inc., at or near Chicago, IL, 
to points in IN, restricted to the trans
portation of traffic originating at the 
named origin and destined to the indi
cated destinations. (Hearing site: Chi
cago, IL.)

MC 25869 (Sub-145F), filed October 
19, 1978. Applicant: NO LTE BROS. 
TR U C K  LINE, INC., P.O. Box 7184, 
Omaha, NE 68107. Representative: 
James F. Crosby, P.O. Box 37205, 
Omaha, NE 68137. To operate as a 
common carrier, by motor vehicle, 
over irregular routes transporting (1) 
Alcoholic beverages, from points in MI 
and IL, to Denver, CO, and (2) such 
commodities as are dealt in or used by 
manufacturers and distributors of al
coholic beverages, from points in KY  
and TN, to Denver, CO. (Hearing site: 
Denver, CO, or Omaha, NE.)

MC 29910 (Sub-195F), filed October
17, 1978. Applicant: ARKANSAS- 
BEST FR E IG H T  SYSTEM, INC., 301
S. 11th Street, Fort Smith, AR 72901. 
Representative: Don A. Smith, P.O. 
Box 43, 510 N. Greenwood, Fort 
Smith, AR  72902. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting: 
Iron and steel articles (except in bulk),
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(1) from Staunton, IL, to points in AR, 
CO, KS, LA, MS, NM , OK, and TX, 
and (2) from St. Louis, MO, to points 
in the United States (except A K  and 
HI). (Hearing site: Washington, DC, or 
St. Louis, MO.)

MC 29910 (Sub-196F), filed October 
17, 1978. Applicant: ARKANSAS-
BEST FR E IG H T  SYSTEM , INC., 301 
S. 11th St., Fort Smith, AR  72901. 
Representative: Don A. Smith, P.O. 
Box 43, 510 N. Greenwood, Fort 
Smith, AR  72902. To operate as a 
common carrier, by motor vehicle, 
transporting: General commodities 
(except those of unusual value, classes 
A and B explosives, household goods 
as defined by the Commission, com
modities in bulk, and those requiring 
special equipment), serving the Black 
Fox Nuclear Plant, at or near Ihola, 
OK, as an off-route point in connec
tion with carrier’s otherwise author
ized regular-route operations. (Hear
ing site: Tulsa, OK, or Washington, 
DC.)

MC 35320 (Sub-16IF), filed October 
10, 1978. Applicant: T.I.M.E.-DC, INC"., 
a Delaware corporation, P.O. Box 
2550, Lubbock, T X  79408. Representa
tive: Kenneth G. Thomas (same ad
dress as applicant). To operate as a 
common carrier, by motor vehicle, 
transporting: General commodities 
(except those of unusual value, classes 
A and B explosives, household goods 
as defined by the Commission, com
modities in bulk, and those requiring 
special equipment), serving the facili
ties of General Electric Company, at 
or near Mount Vernon, IN, as a off- 
route point in connection with carri
er’s otherwise authorized regular- 
route operations. (Hearing site: Evans
ville, IN, or Louisville, K Y .)

MC 51146 (Sub-633F), filed Septem
ber 5, 1978. Applicant: SCHNEIDER  
TRANSPORT, INC., P.O. Box 2298, 
Green Bay, W I 54306. Representative: 
John R. Patterson, 2480 E. Commer
cial Blvd., Fort Lauderdale, FL 33308. 
Tb operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting: (1) Such commodities as 
are dealt in or used by manufacturers 
and distributors of educational and 
office supplies (except commodities in 
bulk), from the facilities of Mead 
Products, Division of The Mead Cor
poration, at Kalamazoo, MI, to points 
in the United States (except A K  and 
HI), and (2) equipment, materials, and 
supplies used in the manufacture and 
distribution of the commodities named 
in (1) above (except commodities in 
bulk), in the reverse direction. (Hear
ing site: Chicago,, IL.)

MC 51146 (Sub-634F), filed Septem
ber 5, 1978. Applicant: SCHNEIDER  
TRANSPORT, INC., P.O. Box 2298, 
Green Bay, W I 54306. Representative: 
John R. Patterson, 2480 East Commer

cial Boulevard, Fort Lauderdale, FL  
33308. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting (1) salt and salt 
products (except commodities in bulk), 
(a ) from Manistee, MI, to those points 
in the United States in and east of ND, 
SD, NE, KS, OK, and TX, and (b ) 
from Rittman, OH, to points in KY, 
NC, SC, TN, and VA, and (2) equip
ment, materials and supplies used in 
the manufacture and distribution of 
the commodities named in (1) above 
(except commodities in bulk), in the 
reverse direction. (Hearing site: Chica
go, IL )

MC 51146 (Sub-635F), filed Septem
ber 6, 1978. Applicant: SCHNEIDER  
TRANSPORT, INC., P.O. box 2298, 
Green Bay, W I 54306. Representative: 
John R. Patterson, 2480 East Commer
cial Boulevard, Fort Lauderdale, FL  
33308. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting (1) kitchen cabi
nets and vanities, and (2) materials, 
equipment, and supplies used in the 
manufacture and distribution of kitch
en cabinets and vanities (except com
modities in bulk), between Adrian, MI, 
and Lakeville, MN, on the one hand, 
and, on the other, points in the United 
States (except A K  and HI). (Hearing 
site: Chicago, IL.)

M C 60014 (Sub-87F), filed August 31, 
1978. Applicant: AERO TR UCK ING , 
INC., a Ohio corporation, Box 308, 
Monroeville, PA  15146. Representa
tive: A. Charles Tell, 100 East Broad 
Street, Columbus, OH 43215. To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing (1) building materials, from the fa
cilities of Johns Manville Sales Corpo
ration at Waukegan, IL, to points in 
DE, MD, NJ, NY, OH, PA, VA, WV, 
and the Lower Peninsula of MI; and 
(2) plastic pipe, from the facilities of 
Johns Manville Sales Corporation at 
Jackson, TN, to the destinations 
named in (1) above. (Hearing site: 
Washington, DC.)

M C 61396 (Sub-358F), filed Septem
ber 5, 1978. Applicant: HERM AN  
BROS., INC. 2565 St. Marys Avenue, 
P.O. Box 189, Omaha, NE 68101. Rep
resentative: John E. Smith II (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting liq
uefied petroleum gases, in bulk, in 
tank vehicles, from the facilities of 
The Cochin Pipeline Company, (1) at 
or near Mankato and Benson, MN, to 
points in LA, ND, SD, and W I, (2) at or 
near Carrington, ND, to points in M N  
and SD, (3) at or near New Hampton, 
IA, to points in M N  and W I, and (4) at 
or near Milford, IN, to points in IL, 
KY, MI, and OH. The certifícate to be 
issued here shall be limited in points 
of time to a period expiring 5 years

from the effective date thereof. (Hear
ing site: Minneapolis, MN, or Omaha, 
NE.)

N ote.—T he person or persons who appear 
to be engaged in common control between 
applicant and another regulated carrier 
must either file an application under Sec
tion 5(2) of the Interstate Commerce Act, or 
submit an affidavit indicating why such ap
proval is unnecessary.

MC 75320 (Sub-198F), filed October 
17, 1978. Applicant: CAM PBELL
SIX TY -S IX  EXPRESS, INC., P.O. 
Box 807, Springfield, M O 65801. Rep
resentative: John A. Crawford, 1700 
Deposit Guaranty Plaza, P.O. Box 
22567, Jackson, MS 39205. To operate 
as a common carrier, by motor vehicle, 
transporting general commodities, 
(except those of unusual value, classes 
A and B explosives, household goods 
as defined by the Commission, com
modities in bulk, and those requiring 
special equipment), serving the facili
ties of Kerr McGee Corporation, at or 
near Hamilton, MS, as an off-route 
point in connection with carrier’s oth
erwise, authorized regular-route oper
ations. (Hearing site: Jackson, MS, or 
Oklahoma City, OK .)

MC 77061 (Sub-13F), filed August 29, 
1978. Applicant: SHERM AN BROS., 
INC., 29534 Airport Road, P.O. Box 
706, Eugene, OR 97402. Representa
tive: Russell M. Allen, 1200 Jackson 
Tower, Portland, OR  97205. To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport- 
ihg (1) Sawmill machinery, logging 
equipment, and contractors* equip
ment, (2) parts for the commodities 
named in (1) above, (3) roadbuilding 
materials and roadbuilding supplies, 
(except commodities in bulk), and (4) 
iron and steel articles, between points 
in Lane and Jackson Counties, OR, on 
the one hand, and, on the other, those 
points in CA in and north of Medo- 
cino, Glenn, Butte, Plumas and Lassen 
Cpunties. (Hearing site: Medford or 
Eugene, OR.)

Note.— Dual operations may be at issue in 
this proceeding.

MC 105733 (Sub-68F), filed October 
3, 1978. Applicant: H.R. R ITTER
T R U C K IN G  CO., INC., 928 East Ha
zelwood Avenue, Rahway, NJ 07065. 
Representative: Chester A. Zyblut, 366 
Executive Building, 1030 Fifteenth 
Street NW., Washington, DC 20005. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting chemicals, in bulk, from 
Gretna, LA, to points in TX, AR, MO, 
TN, AL, GA, FL, and LA. (Hearing 
site: Philadelphia, PA.)

M C 106009 (Sub-lOF), filed October 
24, 1978. Applicant: CAUSTIC SODA  
TR AN SPO R TATIO N  CO., a corpora
tion, P.O. Box 6035, Asheville, NC  
28806. Representative: Henry E.
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Seaton, 929 Pennsylvania Building, 
425 13th Street NW., Washington, DC  
20004. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting caustic soda, in 
bulk, in tank vehicles, between Augus
ta, GA, those points in NC on and west 
of U.S. Hwy 1, those in SC on and west 
of U.S. Hwy 1, and those in T N  on and 
east of U.S. Hwy 27. (Hearing site: 
Asheville, NC.)

M C 106603 (Sub-186F), filed October 
4, 1978. Applicant: D IRECT TR ANSIT  
LINES, INC., 200 Colrain Street, P.O. 
Box 8099, Grand Rapids, M I 49508. 
Representative: Martin J. Leavitt, 
22375 Haggerty Road, P.O. Box 400, 
Northville, M I 48167. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
gypsum and gypsum products, and (2) 
materials and supplies used in the dis
tribution and installation of the com
modities named in (1) above, from the 
facilities of Georgia-Pacific Corpora
tion at or near (a ) Wilmington, DE, to 
points in MI, and (b ) Buchanan, NY , 
to points in M I and OH. (Hearing site: 
Washington, DC, or Chicago, IL.)

M C 106920 (Sub-78F), filed October 
11, 1978. Applicant: R IG G S  FOOD  
EXPRESS, INC., West Monroe Street, 
P.O. Box 26, New Bremen, OH 45869. 
Representative: David C. Venable, 805 
McLachlen Bank Building, 666 11th 
Street NW., Washington, DC 20001. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting (1) spaghetti noodles, and 
macaroni, and (2) products of the com
modities named in i l )  above, from the 
facilities of C. F. Mueller Company, at 
or near Jersey City, NJ, to points in 
IL, IN, MI, OH, and W I. (Hearing site: 
New York, N Y .)

M C 107403 (Sub-1117F), filed Sep
tember 29, 1978. Applicant: M AT- 
LACK, INC., Ten West Baltimore 
Avenue, Lansdowne, PA  19050. Repre
sentative: Martin C. Hynes, Jr. (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting pe
troleum and petroleum products, in 
bulk, in tank vehicles, from Marcus 
Hook, PA, to points in CT, RI, VA, NC, 
SC, GA, AL, MS, and FL.

Condition: Pursuant to the Decision 
in M C 107403 (Sub-llO lF ), served Oc
tober 19, 1978, this proceeding is being 
held open until such time as a deter
mination of applicant’s fitness has 
been made in MC 107403 Sub-llO lF. 
(Hearing site: Washington, DC.)

MC 107403 (Sub-1118F), filed Octo
ber 2, 1978. Applicant: M ATLACK, 
INC., Ten West Baltimore Avenue, 
Lansdowne, PA  19050. Representative: 
Martin C. Hynes, Jr. (same address as 
applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting petroleum lu

bricating oil, in bulk, in tank vehicles, 
from New Orleans and Good Hope, 
LA, to points in AL, AR, FL, GA, IN, 
K Y, MS, OH, and TN.

Condition: Pursuant to the Decision 
in M C 107403 (Sub-llO lF ), served Oc
tober 19, 1978, this proceeding is being 
held open until such time as a deter
mination of applicant’s fitness has 
been made in M C 107403 (Sub-llO lF ). 
(Hearing site: Washington, DC.).

M C 107403 (Sub-1119F), filed Octo
ber 3, 1978. Applicant: M ATLACK, 
INC., 10 West Baltimore Avenue, 
Lansdowne, PA  19050. Representative: 
Martin C. Hynes, Jr., (same address as 
applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting calcium car
bonate and ground limestone, from 
pioints in Talladega County, AL, to 
points in AR, FL, GA, LA, MS, TN, 
and SC. CONDITION: Pursuant to the 
Decision in MC-107403 (Sub-No. 
1101F), served October 19, 1978, this 
proceeding is being held open until 
such time as a determination of appli
cant’s fitness has been made in M C - 
107403 (Sub-No. 1101F). (Hearing site: 
Washington, DC.)

M C 107403 (Sub-1120F), filed Octo
ber 3, 1978. Applicant: M ATLACK, 
INC., 10 West Baltimore Avenue, 
Lansdowne, PA  19050. Representative: 
Martin C. Hynes, Jr. (same address as 
applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting dry sugar, in 
bulk, in tank vehicles, from Supreme, 
LA, to points in TX, OK, MO, AR, IL, 
IN, OH, TN, K Y , NC, SC, GA, AL, and 
MS. CONDITION: Pursuant to the 
Decision in MC-107403 (Sub-No. 
1101F), served October 19, 1978, this 
proceeding is being held open until 
such time as a determination of appli
cant’s fitness has been made in M C - 
107403 Sub. 1101F. (Hearing site: 
Washington, DC.)

M C 107515 (Sub-1180F), f iled Octo
ber 6, 1978. Applicant: R E FR IG ER AT 
ED TR AN SPO R T  CO., INC., P.O. Box 
308, Forest Park, G A  30050. Repre
sentative: Alan E. Serby, 3390 Peach
tree Road, fifth floor, Atlanta, G A  
30326. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting malt beverages, in 
vehicles equipped with mechanical re
frigeration, (except in bulk), from  
Winston-Salem, NC, to points in GA. 
(Hearing site: Atlanta, GA.)

N o t e .— Dual operations may be involved 
in this proceeding.

M C 107515 (Sub-1181F), filed Octo
ber 6, 1978. Applicant: R E FR IG ER AT
ED TR ANSPO R T CO., INC., P.O. Box 
308, Forest Park, G A  30050. Repre
sentative: Alan E. Serby, 3390 Peach
tree Road, fifth floor, Atlanta, G A  
30326. To operate as a common carri

er, by motor vehicle, over irregular 
routes, transporting confectionery and 
confectionery products, (except com
modities in bulk), from the facilities of
(1) Nabisco Confectioners Inc., and 
Merckens Chocolate, in Cambridge 
and Mansfield, MA, and (2) Deran 
Confectionery-Bordon, Inc. at Cam
bridge, MA, to points in CO, UT, CA, 
and OR. (Hearing site: Boston, MA.)

N o t e .— Dual operations may be involved 
in this proceeding.

M C 108461 (Sub-129F), filed May 25, 
1978, previously noticed in the F e d e r 
a l  R e g i s t e r  on August 24, 1978 as MC  
108461 Sub-128F. Applicant: SUN 
DANCE FR E IG H T  LINES, INC.,
d.b.a. SUNDANCE TR ANSPO R TA
TION, 821 East Pasadena, P.O. Box 
7676, Phoenix, AZ 85011. Representa
tive: James E. Snead, P.O. Box 2828, 
Santa Fe, N M  82501. To operate as a 
common carrier, by motor vehicle, 
transporting general commodities 
(except those of unusual value, classes 
A  and B  explosives, household goods 
as defined by the Commission, com
modities in bulk, and those requiring 
special equipment), (1) Between Ama
rillo, TX, and Carlsbad, NM: From 
Amarillo over U.S. Hwy 87 to Lubbock, 
TX, then over U.S. Hwy 62 to Carls
bad, and return over the same route, 
serving the intermediate points of 
Lubbock, TX, and Hobbs, NM, and 
serving the off-route points of Eunice, 
Humble City, Buckeye, Knowles, Lov- 
ington, Monument, and Oil City, NM,
(2) Between Amarillo, Tit, and Ros
well, NM: From Amarillo over Inter
state Hwy 27 to junction U.S. Hwy 60, 
then over UJ3. Hwy 60 to junction U.S. 
Hwy 70, then over U.S. Hwy 70 to Ros
well, and return over the same route, 
serving the intermediate points of 
Clovis and Portales, NM, (3) Between 
Lubbock, TX, and Clovis, NM, over 
U.S. Hwy 84, serving no intermediate 
points, and (4) serving Hobbs, NM, as 
an intermediate point in connection 
with carrier’s presently authorized 
regular-route operations between 
Dallas, TX, and Carlsbad, NM. (Hear
ing sites: Albuquerque, Hobbs, and 
Roswell, NM, and Lubbock, TX .)

N o t e .— This republication indicates the 
correct sub number, and also includes sever
al off-route points in the first territorial de
scription.

M C 108676 (Sub-132F), filed August 
28, 1978. Applicant: A. J. METLER  
H A U LIN G  &  R IG G IN G , INC., 117 
Chicamauga Avenue, Knoxville, TN  
37917. Representative: Louis J. Amato, 
P.O. Box E, Bowling Green, K Y  42101. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting sewage treatment plants, 
sewage lift stations, and parts and ac
cessories for sewage treatment plants 
and sewage lift stations, from the fa
cilities of Clow Corporation, at or near
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Rich wood. K Y, to points in the United 
States (except A K  and HI). (Hearing 
site: Chicago, IL .)

MC 110325 (Sub-89F), filed October 
10. 1978. Applicant: TRANSCON
LINES, a corporation, P.O. Box 92220, 
Los Angeles, CA 90009. Representa
tive: Wentworth E. Griffin, Widland 
Building, 1221 Baltimore Avenue, 
Kansas City, MO 64105. To operate as 
a common carrier, by motor vehicle, 
transporting general commodities 
(except those of unusual value, classes 
A and B explosives, household goods 
as defined by the Commission, com
modities in bulk, and thos#- requiring 
special equipment), serving Stillwater, 
OK as an off-route point in connection 
with carrier's otherwise authorized 
regular-route operations. (Hearing 
site: Oklahoma City, OI£.)

MC 111401 (Sub-53IF), filed Septem
ber 7, 1978. Applicant: G R O EN D YK E  
TRANSPORT, INC., 2510 Rock Island 
Boulevard, P.O. Box 632, Enid, OK  
73701. Representative: Victor R. Corn- 
stock (same address as applicant). To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting (1) petroleum naphtha, in 
bulk. in tank vehicles, from 
Wynne wood, OK, to points in IN; and 
(2) industrial waste material, in bulk, 
in tank vehicles, from points in MS, to 
Tulsa, OK. (Hearing site: Dallas, TX, 
or Oklahoma City, OK.)

MC 112989 (Sub-78F), filed October 
19, 1978. Applicant: W EST COAST  
TRUCK LINES, INC., 85647 Highway 
99 South, Eugene, OR 97504. Repre
sentative: John G. McLaughlin, Suite 
1440, 200 Market Building, Portland, 
OR 97201. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting (A ) lumber, 
lumber mill products, miUwork, and 
wood products, from points in CA, ID, 
MT, OR, and WA, to points in AR, IL, 
IN, I A, KS, MI, MN, MO, NE, OH, 
OK, PA, TX, and W I; and (B )(1 ) com
modities the transportation of which, 
because of size or weight, requires the 
use of special equipment or special 
handling, (2 ) general commodities 
(except those of unusual value, classes 
A and B explosives, household goods* 
as defined by the Commission, and 
commodities requiring special equip
ment), in mixed loads with commod
ities the transportation of which, be
cause of size or weight, requires the 
use of special equipment or special 
handling when the mixed load moves 
on a single bill of lading from a single 
consignor, (3) self-propelled articles,
(4) farm equipment, (5) construction 
materials, construction equipment, 
and construction supplies, (6) meta.1 
articles and pipe, (except iron and 
steel pipe), (a ) from points in AR, IL, 
IN, IA, KS, M I, MN, MO, NE, OH, 
OK, PA, TX, and W I, to points in AZ,

CA, ID, NV, OR, and WA, and (b ) 
from points, in CA, OR, and WA, to 
points in AR, IL, IN, IA, KS, MI, MN, 
MO. NE, OH, OK, PA, TX, and W I. 
(Hearing sites: Portland, OR, San 
Francisco, CA, Chicago, IL, and Dallas, 
TX.)

MC 113106 (Sub-60F), filed Septem
ber 5, 1978. Applicant: THE BLUE  
DIAM O ND  CO., a corporation, 4401 
East Fairmont Avenue, Baltimore, M D  
21224. Representative: Chester A. 
Zyblut, 366 Executive Building, 1030 
15th Street, NW., Washington, DC  
20005. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting paper and paper 
products, from Williamsport, PA, to 
points in DE, MD, N Y  (except New 
York, and Nassau and Suffolk Coun
ties), and WV. (Hearing site: Washing
ton, DC.)

MC 113267 (Sub-365F), filed August 
30, 1978. Applicant: CENTRAL & 
SO UTH ERN TR U C K  LINES, INC., 
3215 Tulane Road, P.O. Box 30130 
AMF, Memphis, TN  38130. Repre
sentative: Lawrence A. Fischer (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
such commodities as are dealt in by 
grocery houses, from the facilities of 
Southern States Distribution, Inc., at 
or near Memphis, TN, to points in AL, 
AR, FL, LA, MS, TN, those in K Y  on 
and west of U.S. Hwy 3 IE, and those 
in M O on and south Interstate Hwy 
44. CONDITION: Pursuant to the 
Notice to the Parties in M C 113267 
Sub-353, et al., served July 5, 1978, this 
proceeding is being held open until 
such time as a determination of appli
cant’s fitness has been made in MC  
113267 Sub-355. (Hearing site: Mem
phis, TN, or Washington, DC.)

MC 113459 (Sub-125F), filed October 
18, 1978. Applicant: H. J. JEFFRIES  
TR U C K  LINE, INC., P.O. Box 94850, 
Oklahoma City, O K  73109. Repre
sentative: James W. Hightower, 136 
Wynne wood Professional Building, 
Dallas, T X  75224. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
dust collection systems, and parts for 
dust collection systems, (2) grain han
dling equipment, and (3) equipment, 
materials, and supplies used in the 
manufacture of the commodities in (1) 
and (2) above, between Hutchinson, 
KS, on the one hand, and, on the 
other, those points in the United 
States in and east of ND„ SD, NE, CO, 
OK, and TX . (Hearing site: Dallas, 
TX, or Kansas City, KS.)

M C 113459 (Sub-126F), filed October 
24, 1978. Applicant: H. J. JEFFRIES  
TR U C K  LINE, INC., P.G. Box 94850, 
Oklahoma City, O K  73109. Repre
sentative: J. Michael Alexander, 136 
Wynnewood Professional Building,

Dallas, T X  75224. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
Tractors (except tractors used for pull
ing highway trailers), lift trucks, exca
vators, motor graders, scrapers, en
gines, generators, generators and en
gines combined, road rollers, pipe 
layers, and dump trucks designed for 
off-highway use, between ports of 
entry on the International Boundary 
Line between the United States and 
Canada in MT, on the one hand, and, 
on the other, points in the United 
States, (except A K  and HI), restricted 
to the transportation of traffic origi
nating at or destined to points in the 
Province of Alberta, Canada. CO ND I
TION: Prior receipt from applicant of 
an affidavit setting forth its comple
mentary Canadian authority or ex
plaining why no such Canadian au
thority is necessary. (Hearing site: 
Dallas, TX, or Denver, CO.)

Note.—-The restriction and conditions con
tained in the grant of authority in this pro
ceeding are phrased in accordance with the 
policy statement entitled Notice to Interest
ed Parties of New Requirements Concerning 
Applications for Operating Authority to 
Handle Traffic to and from points in 
Canada published in the Federal Register 
on December 5, 1974, and supplemented on 
November 18, 1975. The Commission is pres
ently considering whether the policy state
ment should be modified, and is in commu
nication with appropriate Canadian officials 
regarding this issue. If the policy statement 
is changed, appropriate notice will appear in 
the Federal Register and the Commission 
will consider all restrictions or conditions 
which were imposed pursuant to the prior 
policy statement, regardless of when the 
condition or restriction was imposed, as 
being null and void and having no force or 
effect.

M C 113974 (Sub-54F), filed August 
29, 1978. Applicant: P ITTSB U R G H  &  
N E W  E N G LAN D  T R U C K IN G  CO., a 
corporation, 211 Washington Avenue, 
Dravosburg, PA  15034. Representative: 
James D. Porterfield (same address as 
applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting rough iron and 
steel castings, and rough iron and steel 
forgings, from Elyria, OH, to St. Louis, 
MO, Milwaukee, WI, and points in IN  
and IL. (Hearing site: Pittsburgh, PA, 
or Washington, DC.)

Note.—The person or persons who appear 
to be engaged in common control must 
either file an application under Section 5(2) 
of the Interstate Commerce Act, or submit 
an affidavit indicating why such approval is 
unnecessary.

M C 114045 (Sub-512F); filed October 
10, 1978. Applicant: TRANS-COLD  
EXPRESS, INC., P.O. Box 61228, 
Dallas, T^C 75261. Representative: J.B. 
Stuart (same address as applicant). To 
operate as a common carrier, by motor 
vehicle, over irregular routes* trans
porting meats, meat products and
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meat byproducts, and articles distrib
uted by meatpacking houses, $s de
scribed in sections A  and C of Appen
dix I to the report in Descriptions in 
Motor Carrier Certificates, 61 M.C.C. 
209 and 766, (except hides and com
modities in bulk), from the facilities of 
John Morrell &  Co., at Shreveport, 
LA, and Memphis, TN, to points in CT, 
DE, ME, MD, MA, NH, NJ, NY, PA, 
RI, VT, VA, WV, and DC, restricted to 
the transportation of traffic originat
ing at the named origins. (Hearing 
site: Chicago, IL, or Dallas, TX .)

MC 114569 (Sub-255F), filed October 
23, 1978. Applicant: SHAFFER
TR U C K IN G , INC., P.O. Box 418, New 
Kingstown, PA  17072. Representative:
N.L. Cummins (same address as appli
cant). To operate as a common carrier, 
by motor vehicle, over irregular 
routes, transporting Printing paper 
and printed forms, from Bedford and 
York, PA, to points in AZ, CA, MO, 
and TX. (Hearing site: Harrisburg, PA, 
or Washington, DC.)

N o t e .— Dual operations may be at issue in 
this proceeding.

MC 115162 (Sub-425F), filed August 
25, 1978. Applicant: POOLE TR U C K  
LINE, INC., P.O. Drawer 500, Ever
green, AL 36401. Representative: 
Robert E. Tate (same address as appli
cant). To operate as a common carrier, 
by motor vehicle, over irregular 
routes, transporting such commodities 
as are dealt in by retail home improve
ment, home furnishing, and lumber 
stores, (except commodities in bulk, in 
tank vehicles), between points in AL, 
AR, DE, FL, GA, IL, IN, K Y , LA, MD, 
MS, NJ, NC, OH, OK, PA, SC, TN, 
TX, VA, WV, and DC, restricted to 
shipments originating at or destined to 
the facilities of the Wickes Corpora
tion in the above-named States. (Hear
ing site: Detroit, MI, or Washington, 
DC.)

MC 115215 (Sub-33F), filed Septem
ber 25, 1978. Applicant: N E W  TR U C K  
LINES, INC., P.O. Box 639, Perry, FL  
32347. Representative: Sol H. Proctor, 
1101 Blackstone Building, Jackson
ville, FL 32202. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
poles, pilings, crossties, crossarms,^ and 
lumber, from the facilities of Koppers 
Company, Inc., at or near Gainesville, 
FL to points in AL, GA, MS, NC, K Y, 
SC, TN, VA, and WV. (Hearing Site: 
Jacksonville or Tallahassee, FL.)

MC 115311 (Sub-304F), filed Septem
ber 11, 1978. Applicant: J & M  
TR AN SPO R TAT IO N  CO., INC., P.O. 
Box 488, Milledgeville, G A  31061. Rep
resentative: Paul M. Daniell, P.O. Box 
872, Atlanta, G  A  30301. To operate as 
a common carrier, by motor vehicle, 
over irregular routes transporting 
Lumber, particleboard, wallboard,
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poles, piling, pallets, timbers, crossties, 
composition board, and hardboard, 
from points in FL, GA, NC, SC, TN, 
and VA, to those points in the United 
States in and east of W I, IA, NE, KS, 
OK, and TX. (Hearing site: Atlanta, 
GA.)

M C 115557 (Sub-17F), filed Septem
ber 13, 1978. Applicant: CHARLES A. 
M cCAULEY, 308 Leasure Way, New  
Bethlehem, PA  16242. Representative: 
Henry M. Wick, Jr., 2310 Grant Build
ing, Pittsburgh, PA  15219. To operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
prefabricated log buildings, knocked- 
down or in sections, and (2) materials 
and supplies used in construction, and 
erection of prefabricated log buildings, 
from Houlton, ME to points in PA. 
(Hearing site: Pittsburgh, PA, or 
Washington, DC.)

MC 115654 (Sub-107F), filed August 
29, 1978. Applicant: TENNESSEE
CAR TAG E CO., INC., P.O. Box 23193, 
Nashville,. T N  37202. Representative: 
Henry E. Seaton, 915 Pennsylvania 
Building, 13 th and Pennsylvania 
Avenue NW., Washington, DC 20004. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting fresh meats and pack
inghouse products, from the facilities 
of the Rath Packing Co., at or near In
dianapolis, IN, to points in AL, MS, 
and TN. (Hearing site: Indianapolis, 
IN, or Nashville, TN .)

N o t e .— In view of the findings in No. M C -  
115654 (Sub-No. 43) of which official notice 
is take the certificate to be issued in this 
proceeding will be limited to a period expir
ing 3 years from its effective date unless, 
prior to its expiration (but not less than 6 
months prior to its expiration), applicant 
files a petition for the extension of said cer
tificate and demonstrates that it has been 
conducting operations in full compliance 
with the terms and conditions of its certifi
cate and and with the requirements of the 
Interstate Commerce Act and applicable 
Commission regulations.

M C 115841 (Sub-645F), filed Septem
ber 8, 1978. Applicant: CO LO NIAL  
R EFR IG ER ATED  TR AN SPO R TA 
TION, INC., 9041 Executive Park 
Drive, Suite 110, Building 100, Knox- 
vile, T N  37919. Representative: E. Ste
phen Heisley, 805 McLachlen Bank 
Building, 666 11th Street NW., Wash
ington, DC 20001. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
general commodities (except commod
ities in bulk, classes A  and B explo
sives, and household goods as defined 
by the Commission), from the facili
ties of Wheelabrator-Frye, Inc., at or 
near Mishawaka, IN, and Bedford, VA, 
to points in AL, AR, AZ, CA, FL, GA, 
LA, MS, NC, NM, NV, OK, OR, SC, 
TN, TX, UT, and W A, restricted to the 
transportation of traffic originating at 
the named origins and destined to the

indicated destinations. (Hearing site: 
Chicago, IL, or Washington, DC.)

M C 115904 (Sub-122F), filed August 
29, 1978. Applicant: GROVER
T R U C K IN G  CO., a corporation, 1710 
West Broadway, Idaho Falls, ID  83401. 
Representative: Irene Warr, 430 Judge 
Building, Salt Lake City, U T  84111. To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting iron and steel articles, (except 
commodities bulk), between the facili
ties of (a ) Commercial Shearing, Inc., 
at Youngstown, OH, *(b) Gregory Gal
vanizing Co., at Canton, OH, (c) Dura 
Bond, Inc., at Export, PA, (d ) Young 
Galvanizing Co., at Pulaski, PA, (e) 
Hanlon Gregory Co., at Pittsburgh, 
PA, and ( f ) Commercial Stamping and 
Forging at Bedford Park, IL, on the 
one hand, and, on the other, points in 
the United States, (except A K  and 
HI), restricted to the transportation of 
traffic originating at or destined to the 
above indicated points. (Hearing site: 
Washington, DC.

M C 116325 (Sub-78F), filed October 
6, 1978. Applicant: JENNINGS BOND, 
d.b.a. Bond Enterprises, P.O. Box 8, 
Lutesville, M O 63762. Representative: 
Ernest A. Brooks II, 1301 Ambassador 
Bldg. St. Louis, M O 63101. To operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting 
clay and clay products, (except com
modities in bulk), from points in Pu
laski County, IL, to points in the 
United States in and east of ND, SD, 
NE, CO, and NM. (Hearing site: In
dianapolis, IN .)

M C 116459 (Sub-74F), filed October 
20, 1978. Applicant: RUSS TRANS
PORT, INC., P.O. Box 4022, Chatta
nooga, T N  37405. Representative: 
Charles T. Williams (same address as 
applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting ground lim- 
stone and ground limestone products, 
in bulk, in hopper-type vehicles, from 
the facilities of Franklin Limestone 
Co., at or near Crab Orchard, TN, to 
points in AL, GA, KY, NC, and SC. 
(Hearing site: Chattanooga or Nash
ville, TN .)

M C 116459 (Sub-75F), filed October 
20, 1978, Applicant: RUSS TRANS
PORT, INC., P.O. Box 4022, Chatta
nooga, T N  37405. Representative: 
Charles T. Williams (same address as 
applicant.) To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting asphalt and 
asphalt products, in bulk, in tank vehi
cles, from Knoxville, TN, to points in 
K Y. (Hearing site: Chattanooga, TN, 
or Houston, TX .)

M C 116519 (Sub-55F), filed October 
24, 1978. Applicant: FREDERICK
TRANSPORT, LTD., Rural Route 6, 
Chatham, ON, Canada M7M 5J6. Rep-
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resentative: Jeremy Kahn, Suite 733 
Investment Building, 1511 K  street 
NW., Washington, DC 20005. To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing Iron and steel articles, from the fa
cilities of Allegheny Ludlum Steel Cor
poration in Allegheny, Armstrong, 
Chester, and Westmoreland Counties, 
PA, Henry County, IN, and New 
Haven County, CT, to ports of entry 
on the International Boundary line be
tween the United States and Canada 
in MI and NY, restricted to the trans
portation of traffic moving in foreign 
commerce and destined to points in 
the Providence of Ontario, Canada. 
CONDITION: Prior receipt from ap
plicant of an affidavit setting forth its 
complementary Canadian authority or 
explaining why no such Canadian au
thority is necessary. (Hearing site: 
Washington, DC.)

Note.—The restriction and conditions con
tained in the grant of authority in this pro
ceeding are phrased in accordance with the 
policy statement entitled Notice to Interest
ed Parties of New Requirements Concerning 
Applications for Operating Authority to 
Handle Traffic to and from points in 
Canada published in the Federal Register 
on December 5, 1974, and supplemented on 
November 18, 1975. The Commission is pres
ently considering whether the policy state
ment should be modified, and is in commu
nication with appropriate Canadian officials 
regarding this issue. If the policy statement 
is changed, appropriate notice will appear in 
the Federal Register and the Commission 
will consider all restrictions or conditions 
which were imposed pursuant to the prior 
policy statement, regardless of when the 
condition or restriction was imposed, as 
being null and void and having no force or 
effect.

MC 116519 (Sub-56F), filed October 
24, 1978. Applicant: FREDERICK
TRANSPORT, LTD., Rural Route 6, 
Chatham, ON, Canada M7M 5J6. Rep
resentative: Jeremy Kahn, Suite 733 
Investment Building, 1511 K  Street 
NW., Washington, DC 20005. To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing: Scrap metals for recycling, be
tween ports of entry on the Interna
tional Boundary line between the 
United States and Canada in MI, NY, 
VT, and NH, on the one hand, and, on 
the other, points in CT, IL, IN, MI, 
Nj, NY, OH, PA, WV, and W I, restrict
ed to the transportation of traffic 
moving in foreign commerce and origi
nating at or destined to points in the 
Provisions of Ontario and Quebec, 
Canada. CONDITION: Prior receipt 
from applicant of an affidavit setting 
forth its complementary Canadian au
thority or explaining why no such Ca
nadian authority is necessary. (Hear
ing site: Washington, DC.)

Note.—The restriction and conditions con
tained in the grant of authority in this pro
ceeding are phrased in accordance with the 
policy statement entitled Notice to Interest

ed Parties of New Requirements Concerning 
Applications for Operating Authority to 
Handle Traffic to and from points in 
Canada published in the Federal Register 
on December 5, 1974, and supplemented on 
November 18, 1975. The Commission is pres
ently considering whether the policy state
ment should be modified, and is in commu
nication with appropriate Canadian officials 
regarding this issue. If the policy statement 
is changed, appropriate notice will appear in 
the Federal Register and the Commission 
will consider all restrictions or conditions 
which were imposed pursuant to the prior 
policy statement, regardless of when the 
condition or restriction was imposed, as 
being null and void and having no force or 
effect.

MC 116915 (Sub-62F), filed May 30, 
1978, and previously noticed in the 
F e d e r a l  R e g i s t e r  issue of August 24, 
1978. Applicant: ECK  M ILLER  
TR AN SPO R TATIO N  CORP., 1830 
South Plate Street, P.O. Box 1365, 
Kokomo, IN  46901. Representative: 
Fred F. Bradley, P.O. Box ,773, Frank
fort, K Y  40602. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
cranes, draglines, backhoes, shovels, 
and loaders, and (2) machinery, at
tachments, accessories, and parts used 
in connection with the commodities in 
(1) above, between points in the 
United States »(except A K  and HI). 
(Hearing Site: Chicago, IL.)

Note.—This republication shows that traf
fic will not necessarily be moving between 
specified facilities or be restricted with re
spect to origin and destination.

MC 117730 (Sub-27F), filed October 
4, 1978. Applicant: KOUBENEC
M OTOR SERVICE, INC., Route 47, 
Huntley, IL  60142. Representative: 
Stephen H. Loeb, Suite 200, 205 West 
Touhy Avenue, Park Ridge, IL  60068. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting chemicals (except com
modities in bulk, in tank vehicles), in 
vehicles equipped with mechanical re
frigeration, from the facilities of 
Rohm <fc Haas Company, Inc., at or 
near Bristol, Croydon, and Philadel
phia, PA, to points in IL, IN, W I, MO, 
IA, KS, MI, TN, and MN, restricted to 
the transportation of traffic originat
ing at the named origins and destined 
to the indicated destinations. (Hearing 
site: Washington, DC.)

MC 117730 (Sub-29F), filed October 
18, 1978. Applicant: KOUBENEC
M O TO R SERVICE, INC., Route 47, 
Huntley, IL 60142. Representative: 
Stephen H. Loeb, Suite 200, 205 West 
Touhy Avenue, Park Ridge, IL  60068. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting hospital supplies and 
drugs, in vehicles equipped with me
chanical refrigeration, from the facili
ties of Abbott Laboratories, at North 
Chicago, IL, to those points in the 
United States in and east of MT, W Y ,

CO, and NM, restricted to the trans
portation of traffic originating at the 
named origin and destined to the indi
cated destinations. (Hearing site: Chi
cago, IL.)

MC 117765 (Sub-246F), filed October
10, 1978. Applicant: HAHN TR UCK  
LINE, INC., 1100 South MacArthur, 
P.O. Box 75218, Oklahoma City, OK  
73147. Representative: R. E. Hagan 
(same address as applicant). To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing roofing materials, in containers, 
from Wynnewood, OK, to points in 
TX. (Hearing site: Oklahoma City, 
OK.)

MC 118130 (Sub-91F), filed October
11, 1978. Applicant: SOUTH  EAST
ERN XPRESS, INC., P.O. Box 6985, 
Fort Worth, T X  76115. Representa
tive: Billy R. Reid, P.O. Box 9093, 
Forth Worth, T X  76107. To operate as 
a common carrier, by motor vehicle, 
over irregular routes, transporting 
foodstuffs, Jacksonville, Orlando, and 
Madison, FL, to points in LA, OK, and 
TX. (Hearing site: Dallas, TX, or Jack
sonville, FL.)

MC 118159 (Sub-294F), filed October
23, 1978. Applicant: N AT IO N AL  RE
FR IG ER ATED  TRANSPORT, INC., 
P.O. Box 51366, Dawson Station, 
Tulsa, O K  74151. Representative: 
Warren L. Troupe, 2480 East Commer
cial Boulevard, Fort Lauderdale, FL  
33308. To opérate as a common carri
er, by motor vehicle, over irregular 
routes, transporting Such commodities 
as are dealt in by home improvement 
stores, between points in the United 
States (except A K  and HI). (Hearing 
site: Atlanta, GA.)

MC 118831 (Sub-165F), filed Septem
ber 8, 1978. Applicant: CENTRAL  
TRANSPORT, INC., P.O. Box 7007, 
High Point, NC 27264. Representative: 
Ben H. Keller, III (same address as ap
plicant). To operate as a common car
rier, by motor vehicle, over irregular 
routes, transporting liquid commod
ities, in bulk, from points in GA, to 
points in the United States (except 
A K  and HI). (Hearing site: Washing
ton, DC )

MC 119349 (Sub-9F), filed October
24, 1978. Applicant: STAR LING  
TR ANSPO R T LINES, INC., P.O. Box 
17.33, Fort Pierce, FL 33450. Repre
sentative: Harry C. Ames, Jr., 805 
McLachlen Bank Building, 666 11th 
Street NW., Washington, DC 20001. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting petroleum and petroleum 
products, in containers, from Edison, 
NJ, to points in FL. (Hearing site: New 
York, N Y .)

MC 119399 (Sub-82F), filed Septem
ber 26, 1978. Applicant: CONTRACT  
FREIGHTERS, INC., P.O. Box 1375,
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Joplin, MO 64801. Representative: 
Wilburn L. Williamson, 280 National 
Foundation Life Building, Oklahoma 
City, O K  73112. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
canned goods, from the facilities of 
Oconomowoc Canning Co., in Colum
bia, Dane, Dodge, and Lincoln Coun
ties, W I, to points in AR, KS, LA, MO, 
NM, OK, and TX. (Hearing site: 
Kansas City, MO.)

MC 119399 (Sub-83F), filed October 
20, 1978. Applicant: CONTRACT
FREIGHTERS, INC., P.O. Box 1375, 
Joplin, M O 64801. Representative: 
Wilburn L. Williamson, 280 National 
Foundation Life Bldg., 3535 NW., 58th 
Street, Oklahoma City, O K  73112. To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting (1) uncrated flat glass, and (2) 
crated flat glass moving in mixed loads 
with uncrated flat glass, from Tulsa, 
OK, to points in AL, AZ, CA, CT, DE, 
FL, GA, ID, ME, MD, MA, MT, NV, 
NJ, NH, NY, NC, OH, OR, PA, RI, SC, 
UT, VT, VA, WA, WV, and DC. (Hear
ing site: Tulsa, OK, or Kansas City, 
MO.)

MC 119654 (Sub-60F), filed August 
29, 1978. Applicant: H I-W A Y  D IS 
PATCH, INC., 1401 West 26th Street, 
Marion, IN  46952. Representative: 
Norman R. Garvin, 1301 Merchants 
Plaza, Indianapolis, IN  46204. To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing Such commodities as are dealt in 
or used by manufacturers and distrib
utors of paper products and plastic 
products (except commodities in bulk, 
and those which because of size or 
weight require the use of special 
equipment), (1) between Chicago, IL, 
on the one hand, and, on the other, 
points in IN, KY, MI, MO, OH and 
WI, and (2) between Louisville, K Y, on 
the one hand, and, on the other, 
points in IL, IN, MI, MO, OH and WI, 
restricted to the transportation of 
traffic originating at or destined to the 
facilities of Continental Plastics Indus
tries. (Hearing site: Indianapolis, IN, 
or Chicago, IL.)

MC 119741 (Sub-110F), filed Septem
ber 7, 1978. Applicant: GREEN FIELD  
TR ANSPO R T COM PANY, INC., 1515 
Third Avenue NW., P.O. Box 1235, 
Fort Dodge, IA  50501. Representative: 
D. L. Robson, P.O. Box 1235, Fort 
Dodge, IA  50501. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
frozen foods, from the facilities of 
Mid-Continent Underground Storage, 
at or near Bonner Springs, KS, to 
points in T X  and OK. Restricted to 
the transportation of traffic originat
ing at the named origin and destined 
to the indicated destinations. (Hearing 
site: Kansas City, MO.)

MC 119765 (Sub-60F), filed October 
10, 1978. Applicant: E IG H T  W A Y  
XPRESS, INC., 5402 South 27th 
Street, Omaha, NE 68107. Representa
tive: Arlyn L. Westergren, Suite 106, 
7101 Mercy Road, Omaha, NE 68106. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting meats, meat products and 
meat byproducts, and articles distrib
uted by meat-packing houses, as de
scribed in sections A  and C of Appen
dix I to the report in “Descriptions in 
Motor Carrier Certificates,” 61 MCC  
209 and 766, (except hides and com
modities in bulk), from Omaha, NE, to 
the facilities of Royal Packing Compa
ny, at St. Louis, MO. (Hearing site: 
Omaha, NE, or Chicago, IL.)

MC 119765 (Sub-6IF), filed October 
10, 1978. Applicant: E IG H T  W A Y  
XPRESS, INC., 5402 South 27th 
Street, Omaha, NE 68107. Representa
tive: Arlyn L. Westergren, Suite 106, 
7101 Mercy Road, Omaha, NE 68106. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting cheese, from the facilities 
of Newman Grove Creamery, at 
Newman Grove, NE, to points in the 
United States (except A K  and HI). 
(Hearing site: Omaha, NE.)

MC 119765 (Sub-62F), filed October 
10, 1978. Applicant: E IG H T  W A Y  
XPRESS, INC., 5402 South 27th 
Street, Omaha, NE 68107. Representa
tive: Arlyn L. Westergren, Suite 106, 
7101 Mercy Road, Omaha, NE 68106. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting meati, meat products and 
meat byproducts, and- articles distrib
uted by meat-packing hotises, as de
fined in Sections A  and C of Appendix 
I to the report in “Descriptions in 
Motor Carrier Certificates,” 61 MCC  
209 and 766 (except hides and com
modities in bulk), from Omaha, NE, to 
points in W I. (Hearing site: Omaha, 
NE.)

MC 119789 (Sub-525F), filed October 
19, 1978. Applicant: CARAVAN RE
FR IG ER ATED  CARGO, INC., P.O. 
Box 226188, Dallas, T X  75266. Repre
sentative: Lewis Coffey (same address 
as applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting, meats, meat 
products and meat byproducts, and, ar
ticles distributed by meat-packing 
houses, as described in Sections A  and 
C of Appendix I to the report in “De
scriptions in Motor Carrier Certifi
cates,” 61 MCC 209 and 766 (except 
hides and commodities in bulk), from 
Guymon, O K  and Clovis, NM, to 
points in AL, CT, DE, FL, GA, KY, 
ME, MA, MD, MS, NH, NJ, NY, NC, 
PA, RI, SC, TN, VT, VA, and WV. 
(Hearing site: Chicago, IL.)

M C 119789 (Sub-526F), filed October 
19, 1978. Applicant: CARAVAN RE-

FR IG ER ATED  CARGO, INC., P.O. 
Box 226188, Dallas, T X  75266. Repre
sentative: Lewis Coffey (same address 
as applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting carbonated 
mineral water, in containers, from 
New York, NY, Baltimore, MD, 
Charleston, SC, Savannah, GA, Jack
sonville, Miami, and Tampa, FL, 
Mobile, AL, New Orleans, LA, Dallas, 
Houston, and Galveston, TX, and Los 
Angeles and San Francisco, CA, to 
points in the United States (except 
AK  and HI). (Hearing site: New York, 
NY .)

MC 119789 (Sub-527F), filed October 
23, 1978. Applicant: CARAVAN RE
FR IG ER ATED  CARGO, INC., P.O. 
Box 226188, Dallas, T X  75266. Repre
sentative: Lewis Coffey (same address 
as applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting meats, meat 
products and meat byproducts, and ar
ticles distributed- by meat-packing 
houses, as described in Sections A  and 
C of Appendix I to the report in “De
scriptions in Motor Carrier Certifi
cates,” 61 MCC 209 and 766 (except 
hides and commodities in bulk), from 
Kansas City, MO, Grand Island, NE, 
and Rochelle, Bradley, and St. 
Charles, IL, to points in CT, DE, ME, 
MD, MA, NH, NJ, NY , PA, RI, VT, VA, 
and WV. (Hearing site: Chicago, IL.)

MC 121496 (Sub-13F), filed Septem
ber 6, 1978. Applicant: CANGO
CORP., Suite 2900, 1100 Milam Build
ing, Houston, T X  77002. Representa
tive: E. Stephen Heisley, 805 McLach- 
len Bank Building, 666 Eleventh 
Street, NW., Washington, DC 20001. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting Chemicals, in bulk, in 
tank vehicles, from the facilities of 
Union Carbide Corp., at or near Texas 
City, TX, to points in AL, AR, CA, CO, 
CT, FL, G  A, IL, IN , I A, KS, KY, LA, 
MD, MA, MI, MN, MS, MO, MT, NE, 
NJ, NM, NY, NC, ND, OH, OK, OR, 
PA, SC, SD, TN, UT, VA, WV, WI, and 
W Y, restricted to the transportation 
of traffic originating at the named 
origin. (Hearing site: Houston, TX.)

M C 121777 (Sub-2F), filed Septem
ber 13, 1978. Applicant: PACKARD  
T R U C K  LINES, INC., P.O. Box 
Drawer H, Buras, LA  70041. Repre
sentative: Harry C. Ames, Jr., 805 
McLachlen Bank Building, 666 Elev
enth Street, NW., Washington, DC 
20001. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting oil field machin
ery, equipment, materials, and sup
plies, (except commodities in bulk), be
tween Cameron, LA, on the one hand, 
and, on the other, points in TX. (Hear
ing site: New Orleans or Baton Rouge, 
LA.)
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MC 124025 (Sub-12F), filed October 
10, 1978. Applicant: GLASS T R U C K 
IN G  CO., a corporation, 200 Chestnut 
Street, P.O. Box 276, Newkirk, O K  
74647. Representative: C. L. Phillips, 
Room 248, Classen Terrace Building, 
1411 North Classen, Oklahoma City, 
O K  73106. To operate as a contract 
carrier, by motor vehicle, over irregu
lar routes, transporting (1) fencing 
and fencing materials, and wire and 
wire products, from the facilities of 
Bekaert Steel Wire Corp., at Van 
Buren, AR, to points in the United 
States (except AR, AL, GA, IL, IN, I A, 
KS, K Y , LA, MS, MO, NM, OH, OK, 
NE, TN, TX, AK, and HI), (2) coiled 
steel wire rods, from points in the 
United States (except A K  and HI), to 
the facilities of Bekaert Steel Wirb 
Corp., at Van Buren, AR, and (3) steel 
wire carriers, from the facilities of 
Georgetown Steel Corp., at or near 
Beaumont, TX, to the facilities of Be
kaert Steel Wire Corp., at Van Buren, 
AR, under a continuing contract in (1), 
(2), and (3) above, with Bekaert Steel 
Wire Corp., of Van Buren, AR. (Hear
ing site: Fort Smith, AR.)

MC 124151 (Sub-8F), filed Septem
ber 6, 1978. Applicant: VA N G U A R D  
TRANSPORTATION, INC., Lafayette 
Street, Carteret, NJ 07008. Repre
sentative: E. Stephen Heisley, 805 
McLachlen Bank Building, 666 11th 
Street, NW., Washington, DC 20001. 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting (1) liquid chemicals and 
petroleum products, in bulk, in tank 
vehicles, from points in Bergen, Essex, 
Hudson, Middlesex, and Union Coun
ties, NJ, to points in MA, CT, RI, NY, 
NJ, PA, DE, and MD; (2) chemicals, 
from Philadelphia, PA, to New York, 
NY; and (3) silver slurry, in bulk, in 
tank vehicles, from Binghamton, NY, 
to Linden, NJ. (Hearing site: Washing
ton, DC or New York, N Y .)

MC 124692 (Sub-241F), filed Septem
ber 11, 1978. Applicant: SAM M ONS  
TRUCKING , a corporation, P.O. Box 
4347, Missoula, M T  59806. Representa
tive: J. David Douglas (same address 
as applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting iron and steel 
articles, (1) from Chicago, IL, W il
mington, DE, Canonsburg, PA, Jersey 
City and Camden, NJ, New Orleans, 
LA, Savannah, GA, and Houston, TX, 
to those points in the United States in 
and east of ND, SD, NE, CO, and AZ, 
and (2) from Los Angeles, CA, to 
points in AZ, CA, CO, and NM. (Hear
ing site: Portland, OR.)

MC 124692 (Sub-242F), filed Septem
ber 11, 1978. Applicant: SAM M ONS  
TRUCKING , a corporation, P.O. Box 
4347, Missoula, M T  59806. Representa
tive: J. David Douglas (same address 
as applicant). To operate as a common

carrier, by motor vehicle, over irregu
lar routes, transporting bolts, nuts, 
and washers, from Lakeville, MN, to 
points in AZ, CA, ID, MT, NV, OR, 
UT, W A, and W Y , restricted to the 
transportation of traffic originating at 
the named origin. (Hearing site: Min
neapolis, M N.)

M C 124692 (Sub-244F), filed Septem
ber 11, 1978. Applicant: SAM M ONS  
TR U C K IN G , a corporation, P.O. Box 
4347, Missoula, M T  59806. Representa
tive: J. David Douglas (same address 
as applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting steel bars, wire 
products on tubular carriers, and fab
ricated steel articles, from Maryville, 
MO, to points in AZ, CA, CO, ID, IA, 
KS, MN, MT, NE, NM, ND, OK, OR, 
SD, TX, UT, W A, and W Y . (Hearing 
site: St. Louis, MO.)

M C 126514 (Sub-45F), filed August 
28, 1978. Applicant: SCHAEFFER
TR U C K IN G , INC., 5200 West Betha
ny Home Road, Glendale, AZ 85301. 
Representative: George A. Olsen, P.O. 
Box 357, Gladstone, NJ 07934. To op
erate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting (1) photographic q,nd repro
ductive equipment, parts and accesso
ries for photographic and reproduc
tive equipment, chemicals, paper, 
paper products, and plastic articles, 
(except commodities in bulk), in vehi
cles equipped with mechanical refrig
eration, and (2) equipment, materials, 
and supplies used in the manufacture 
and sale of the commodities in (1) 
above, (except commodities in bulk), 
in vehicles equipped with mechanical 
refrigeration, between the facilities of 
Scott Graphics, Inc., at Holyoke, MA, 
on the one hand, and, on the other, 
points in AZ and CA, restricted to the 
transportation of traffic originating at 
or destined to the above indicated 
points. (Hearing site: New York, NY, 
or Boston, MA.)

M C 127042 (Sub-226F),.filed Septem
ber 11, 1978. Applicant: HAGEN, INC., 
P.O. Box 98, Leeds Station, Sioux 
City, IA  51108. Representative: Robert 
G. Tessar (same address as applicant). 
To operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting cleaning compounds, po
lishing compounds, sodium hypochlo
rite solution, soap based compounds, 
rust preventive lube oils, rust preven
tive lube oils and greases, deodorants, 
disinfectants, faerie softeners, textile 
softeners, plastic bags, and coffee fil
ters (except commodities in bulk), 
from the facilities of Economics Labo
ratory, Inc., at Joliet, IL, to points in 
AZ, CA, CO, IA, MN, NE, NV, OR, SD, 
UT, and W A, restricted to the trans
portation of traffic originating at the 
named origin. (Hearing site: Chicago, 
IL.)

M C 127625 (Sub-32F), filed Septem
ber 26, 1978. Applicant: SANTEE  
CEM ENT CARRIERS, INC., P.O. Box 
638, Holly Hill, SC 29059. Representa
tive: Frank B. Hand, Jr., P.O. Drawer 
C, Berryville, VA  22611. To operate as 
a common, carrier, by motor vehicle, 
over irregular routes, transporting 
cement mixes and mortar mixes, coal 
mix asphalt, sand, vinyl concrete 
patcher, lime, masonry coating, tile 
grout, hydraulic cement, and adhe
sives, in containers, from the facilities* 
of W. R. Bonsai Company, at or near 
Lilesville, NC, to points in SC. (Hear
ing site: Charlotte, NC, or Washing
ton, DC.)

M C 128652 (Sub-14F), filed Septem
ber 11, 1978. Applicant: LARSON  
TRANSFER  &  STO RAGE CO., INC. 
950 West 94th Street, Minneapolis, 
M N  55431. Representative: Samuel 
Rubenstein, 301 North Fifth Street, 
Minneapolis, M N  55403. To operate as 
a contract carrier, by motor vehicle, 
over irregular routes, transporting 
meats, meat products and meat by
products, and articles distributed by 
meat-packing houses, as described in 
sections A  and C of Appendix I to the 
report in Descriptions in Motor Carri
er Certificates, 61 M.C.C. 209 and 766, 
(except hides and commodities in 
bulk), from Minneapolis, MN, to 
points in the United States (except 
AK, HI, and M N), under a continuing 
contract with International Multi
foods, King Food Division, of South 
St. Paul, MN. (Hearing Site: Minne
apolis or St. Paul, M N.)

N o t e .— Dual operations are at issue in this 
proceeding.

M C 129537 (Sub-28F), filed Septem
ber 11, 1978. Applicant: REEVES  
TR ANSPO R TATIO N  CO., a Florida 
corporation, Rt. 5, Dews Pond Road, 
Calhoun, G A  30701. Representative: 
John C. Vogt, Jr., 406 N. Morgan 
Street, Tampa, FL 33602. To operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
plastic articles, and (2) materials and 
supplies used in the manufacture and 
distribution of plastic articles, from 
points in LA  and TX, to points in AL, 
FL, G A , K Y, NC, SC, and TN. (Hear
ing site: Atlanta, GA.)

M C 133314 (Sub-4F), filed August 31, 
1978. Applicant: S ILVAN T R U C K IN G  
CO., INC., R.R. 2, Box 137, Pendleton, 
IN  46064. Represetative: Walter F. 
Jones, Jr., 601 Chamber of Commerce 
Building, Indianapolis, IN  46204. To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting animal feed, feed ingredients, 
additives, and materials and supplies 
used in the manufacture and distribu
tion of animal feeds, (except commod
ities in bulk), between the facilities of 
Kal Kan Foods, Inc., at or near Mat- 
toon, IL, Columbus, OH, Terre Haute,
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IN, Indianapolis, IN, Sherburne, NY , 
Hutchinson, KS, Ogden, UT, and 
Vernon, CA, on the one hand, and, on 
the other, points in the United States 
(except A K  and HI), restricted to the 
transportation of traffic originating at 
or destined to the named facilities. 
(Hearing site: Indianapolis, IN, or Lou
isville, K Y .)

MC 133591 (Sub-41F), filed May 10, 
1978, and previously noticed in the 
F e d e r a l  R e g i s t e r  issue of July 18, 
1978. Applicant: W A Y N E  D ANIEL  
TRUCK, INC., P.O. Box 303, Mount 
Vernon, M O 65712. Representative: 
Harry Ross, 58 South Main Street, 
Winchester, K Y  4039 L  To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting (1) 
Heating and cooling systems, steel, in
sulation, insulation materials, electric 
motors, blowers, and paint, (2) materi
als, supplies, and equipment used in 
production and installation of heating 
and cooling systems; and (3) parts and 
accessories of heating and cooling sys
tems, (except commodities in bulk and 
commodities which, require use of spe
cial equipment), from Mount Vernon, 
MO, to points in MN, W I, MI, IA, TN, 
K Y, IL, AR, LA, MS, TX, OK, KS, NE, 
ND, SD, MT, W Y , CO, NM, AZ, UT, 
ID, WA, OR, CA, and NV. (Hearing 
site: Kansas City or St. Louis, MO.)

N otes.—(1) This republication modifies 
the commodity description. (2) The carrier 
must satisfy the Commission that its oper
ations will not result in objectionable dual 
operations because of its authority under 
MC 134494.

MC 135070 (Sub-13F), filed October 
3, 1978. Applicant: JAY LINES, INC., 
P.O. Box 30180, Amarillo, T X  79120. 
Representative: Gailyn L. Larsen, P.O. 
Box 81849, Lincoln, NE 68501. To op
erate as a common carrier, by motor 
yehicle, over irregular routes, trans
porting cleaning compounds (except 
in bulk), from the facilities, of The 
Proctor &  Gamble Distributing Com
pany, at or near Alexandria, LA, to 
Houston, TX. (Hearing site: Cincin
nati, OH, or Amarillo, TX .)

MC 135183 (Sub-9F), filed August 16, 
1978. Applicant: K ERR  CONTRACT  
CARRIAGE, INC., Route 4, Salem, 
M O 65560. Representative: B. W . La- 
Tourette, Jr., 11 S. Meramec, Suite 
1400, St. Louis, Mo 63105. To operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting 
charcoal and charcoal briquettes, from 
Seymour, MO, to points in IA, NE, 
AR, WV, AL, MN, SC, NC, FL, GA, IL, 
IN, KS, K Y , MI, MS, OH, OK, W I, 
PA, TX, VA, LA, and TN  (except 
Memphis), under a continuing con
tract with Floyd Charcoal Co., of 
Salem, MO. (Hearing site: St. Louis or 
Jefferson City, M O.)

M C 136511 (Sub-26F), filed Septem
ber 11, 1978. Applicant: V IR G IN IA

APPALACH IAN  LUM BER  CORP., 
9640 Timberlake Road, Lynchburg, VA  
24502. Representative: E. Stephen 
Heisley, 805 McLachlen Bank Build
ing, 666 Eleventh Street NW., Wash
ington, DC 20001. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
new furniture, furniture parts, and 
clocks, (1) from points in Henry 
County, VA, and Moore and Davidson 
Counties, NC, to points in ID, MT, 
W Y , CO, and NM, and (2) from points 
in VA  (except Henry County and 
points in NC (except Moore and Da
vidson Counties, to points in CA, OR, 
W A, ID, NV, AZ, MT, W Y , UT, CO, 
and NM. (Hearing site: Greensboro, or 
Charlotte, NC.)

Note.—Taking official notice pursuant to 
the Decision in MC 136511 Sub 7, et al., 
served July 13, 1978, applicant must submit 
written evidence in the form of a verified 
statement demonstrating that it is fit, will
ing, and able to perform the service granted 
in this proceeding.

M C 136605 (Sub-76F), filed October 
6, 1978. Applicant: DAVIS BROS. 
DIST., INC., P.O. Box 8058, Missoula, 
M T 59807. Representative: Allen P. 
Felton (same address as applicant). To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting (1) prefabricated metal build
ings, knocked down, and (2) parts, 
components, and accessories used in 
the manufacture of the commodities 
in (1) above, from the facilities of 
Kirby Building Systems, at or near 
Spanish Fork, UT, to those points in 
the United States in and west of ND, 
SD, NE, CO, and N M  (Except UT, AK, 
and HI). (Hearing site: Salt Lake City, 
UT.)

MC 138157 (Sub-84F), filed Septem
ber 1, 1978. Applicant: SOUTH W EST  
EQ UIPM ENT  RENTAL, INC., d.b.a. 
SOUTH W EST M O TO R  FREIGH T, a 
California corporation, 2931 South 
Market Street, Chattanooga, TN  
37410. Representative: Patrick E. 
Quinn, P .O .-Box 9596, Chattanooga, 
T N  37412. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting plastic carpet
ing, adhesives, sealants, solvents, 
stains, preservative$ weather strip
ping, wood trim, wood fillers, paint, 
and supplies for paint and wall cover
ing, (except commodities in bulk, in 
tank vehicles), from the facilities of 
Roberts Consolidated Industries, Inc., 
at (a ) Kalamazoo, M I and (b ) Dayton, 
OH, to those points in the United 
States east of MT, W Y , CO, and NM, 
restricted to the transportation of 
traffic originating at the named ori
gins and destined to the indicated des
tinations. (Hearing site: Lost Angeles, 
CA.)

Note.—Dual operations are at issue in this 
proceeding.

M C 138510 (Sub-lOF), filed Septem
ber 29, 1978. Applicant: RICCI
TR A N SPO R TA T IO N  CO., INC., 
Odessa Avenue, Pomona, NJ 18240. 
Representative: J. Raymond Clark, 
Suite 1150, 600 New Hampshire
Avenue NW., Washington, DC 20037. 
To operate as a contract carrier, by 
motor vehicle, over irregular routes, 
transporting malt beverages, in con
tainers, from Rochester, NY , to Pleas- 
antville, NJ, under a contihuing con
tract with Harrison Beverage Co., of 
Pleasantville, NJ. (Hearing site: Atlan
tic City or Trenton, NJ.)

N ote.—Dual operations may be involved.

M C 138762 (Sub-26F), filed Septem
ber 7, 1978. Applicant: M UNIC IPAL  
T A N K  LINES LTD., a corporation, 
P.O. Box 3500, Calgary, Alberta, 
Canada T2P 2P9. Representative: 
Richard H. Streeter, 1729 H Street 
NW., Washington, DC 20006. To oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing liquid asphalt products, in bulk, in 
tank vehicles, from the port of entry 
on the International Boundary line be
tween the United States and Canada, 
at or near Buffalo, NY , to points in 
NY, restricted to the transportation of 
traffic originating at points in the 
Province of Ontario, Canada. (Hearing 
site: Washington, DC, or Buffalo, NY.)

N ote.—The restriction and conditions con
tained in the grant of authority in this pro
ceeding are phrased in accordance with the 
policy statement entitled Notice to Interest
ed Parties of New Requirements Concerning 
Applications for Operating Authority to 
Handle Traffic to and from Points in 
Canada published In the Federal Register 
on December 5, 1974, and supplemented on 
November 18, 1975. The Commission is pres
ently considering whether the policy state
ment should be modified, and is in commu
nication with appropriate Canadian offi
cials, regarding this issue. If the policy 
statement is changed, appropriate notice 
will appear in the Federal Register and the 
Commission will consider all restrictions or 
conditions which were imposed pursuant to 
the prior policy statement, regardless of 
when the condition or restriction was im
posed, as being null and void and having no 
force or effect.

N ote.—(1) The person or persons who 
appear to be engaged in common control 
must either file an application under Sec
tion 5(2) of the Interstate Commerce Act, or 
submit an affidavit indicating why such ap
proval is unnecessary. (2) Dual operations 
may be at issue in this proceeding.

M C 138875 (Sub-113F), filed October 
10, 1978. Applicant: SHOEMAKER  
T R U C K IN G  CO., a corporation, 11900 
Franklin Road, Boise, ID  83705. Rep
resentative: F. L. Sigloh (same address 
as applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting recyclable 
scrap materials (except in »bulk, in 
tank vehicles), from points in CO, NM, 
and NV, to points in CA, NV, OR, UT,
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and WA. (Hearing site: Denver, CO, or 
Boise, ID.)

MC 138882 (Sub-138F), filed August 
24, 1978. Applicant: W ILE Y  SAND 
ERS T R U C K  LINES, INC., P.O. 
Drawer 707, Troy, AL 36081. Repre
sentative: George A. Olsen, P.O. Box 
357, Gladstone, NJ 07934. To operate 
as a common earner, by motor vehicle, 
over irregular routes, transporting 
non-ferrous scrap metal, in containers, 
from points in GA, MS, IL, OH, PA, 
MO, MI, IN, NJ, TN, K Y , AL, and NC, 
to the facilities of Metal Processors, 
Inc., at Jackson, MS. (Hearing site: 
Jackson, MS, or Montgomery, AL.)

MC 138882 (Sub-154F), filed Septem
ber 11, 1978. Applicant: W ILE Y
SANDERS TR U C K  LINES, INC., P.O. 
Drawer 707, Troy, AL 36081. Repre
sentative: James W . Segrest (same ad
dress as applicant). To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting per
lite board, from the facilities of the 
Johns-Manville Corp., at Natchez, MS, 
to the facilities of the Celotex Corp., 
at Elizabethtown, K Y . (Hearing site: 
Tampa, PL, or Montgomery, AL.)

MC 138956 (Sub-9F), filed Septem
ber 4, 1978. Applicant: ER G O N
TRUCKING, INC., 202 East Pearl 
Street, Jackson, M S 39201. Repre
sentative: Donald B. Morrison, 1500 
Deposit Guaranty Plaza, P.O. Box 
22628, Jackson, M S 39205. To operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting pe
troleum crude oil and petroleum crude 
oil condensates, in bulk, in tank vehi
cles, from those points in M S on and 
south of U.S. Hwy 80, to Chalmette 
and Meraux, LA. (Hearing site: Jack- 
son, MS.)

MC 139247 (Sub-3F), filed Septem
ber 21, 1978. Applicant: COOPER  
BROTHERS, INC., P.O. Box 167, Bra- 
selton, G A  30517. Representative: 
Frank D. Hall, Suite 713, 3384 Peach
tree Road NE, Atlanta, G A  30326. To 
operate as a contract carrier, by motor 
vehicle, over irregular routes, trans
porting such commodities as are dealt 
in or used by grocery and food busi
ness houses, (except commodities in 
bulk), from points in AL, AR, CT, DE, 
FL, GA, LA, IL, IN, K Y , LA, MA, MD, 
ME, MI, MN, MO, MS, NC, NH, NJ, 
NY, OH, PA, RI, SC, TN, VÄ, VT, W I, 
WV, and DC, to the facilities of Colo
nial Stores, Inc., at Cordele, GA, under 
continuing contract with Colonial 
Stores, Inc., of Atlanta, GA. (Hearing 
site: Atlanta, G A .)

MC 139897 (Sub-6F), filed Septem
ber 21, 1978. Applicant: O R R AN  HOF- 
STETTER, INC., P.O. Box 237, Route 
2, Orrville, OH 44667. Representative: 
James Duvall, P.O. Box 97, 220 West 
Bridge Street, Dublin, OH 43017. To 
operate as a common carrier, by motor
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vehicle, over irregular routes, trans
porting coal, in bulk, in dump vehicles, 
from points in Monogalia County, WV, 
to points in  Sandusky and Seneca 
Counties, OH. (Hearing site: Colum
bus, OH.)

MC 140024 (Sub-127F), filed August 
28, 1978. Applicant: J. B. Montgomery, 
Inc., a Delaware corporation, 5565 
East 53d Avenue, Commerce City, CO  
80022. Representative: Jeffrey A. 
Knoll (same address as applicant). To 
operate as a common carrier, by motor 
vehicle, over irregular routes trans
porting (1) iron castings and steel 
castings, from La Porte and New 
Castle, IN, Ludington, MI, and Tiffin, 
OH, to Colorado Springs, CO; (2) iron 
castings, steel castings, iron stamp
ings, steel stampings, and internal 
combicstion engine parts, from Auburn 
IN, to Colorado Springs, CO, restricted 
in (1) and (2) above to the transporta
tion of traffic originating at the 
named origins and destined to the in
dicated destinations. (Hearing site: 
Colorado Springs or Denver, CO.)

MC 141795 (Sub-2F), filed Septem
ber 7, 1978. Applicant: A  &  B  E X 
PRESS CO., INC., P.O. Box 567, Fair 
Lawn, NJ 07410. Representative: A. 
David Millner, P.O. Box 1409, 167 
Fairfield Road, Fairfield, NJ 07006. To 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting citrus products (except in 
bulk), and canned non-acoholic bever
ages and beverage concentrates, be
tween the facilities of Tropicana Prod
ucts, Inc., at Kearny, NJ, on the one 
hand, and, on the other, points in CT, 
DE, ME, MD, MA, NH, NJ, N Y , PA, 
RI, VT, and DC, under a continuing 
contract with Tropicana Products, 
Inc., of Kearny, NJ. (Hearing site: New 
York, N Y .)

M C 143456 (Sub-3F), filed Septem
ber 11, 1978. Applicant: TH EODORE  
ROSSI T R U C K IN G  CO., INC., P.O. 
Box 332, Barre, VT  05641. Representa
tive: William L. Rossi (same address as 
applicant). To operate as a contract 
carrier, by motor vehicle, over irregu
lar routes, transporting (1) stone, 
stone working materials, stone work
ing machinery, and stone working sup
plies, (a ) between the facilities of Rock 
of Ages Corporation in VT, and the fa
cilities of Rock of Ages Building Gran
ite Corporation, at Concord, NH, (b ) 
between the facilities of Rock of Ages 
Building Granite Corporation, at or 
near Concord, NH, on the one hand, 
and, on the other, points in T X  and 
those in the United States in and east 
of W I, IL, K Y , TN, MS, and LA; (c) 
from points in Texas and those in the 
United States in and east of W I, IL, 
K Y, TN, MS, and LA, to the facilities 
of Rock of Ages Corporation in VT, 
and (2) building stone, from the facili
ties of Rock of Ages Corporation in
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VT, to points in PA, OH, MD, VA, and 
DC, under continuing contract in (1) 
and (2) above, with Rock of Ages Cor
poration of Barre, VT, and Rock of 
Ages Building Granite Corporation, of 
Concord, NH.

Condition: The carrier must satisfy 
the Commission that its common con
trol possibilities are either approved 
by the Commission or do not require 
Commission approval. (Hearing site: 
Barre, VT, or Concord, NH. )

Note.—Dual operations may be at issue in 
this proceeding. ,

MC 143873 (Sub-3F), filed October 2, 
1978. Applicant: T IT A N  TRANSFER, 
INC., 4302 South 30th Street, Omaha, 
NE 68107. Representative: Donald L. 
Stem, Suite 610, 7171 Mercy Road, 
Omaha, NE 68106. To operate as a^ 
common carrier, by motor vehicle, 
over irregular routés, transporting 
meat, meat products and meat byprod
ucts, and articles distributed by meat
packing hotLses, as described in sec
tions A  and C of Appendix I to the 
report in Descriptions in Motor Carri
er Certificates, 61 M.C.C. 209 and 766, 
(except hides and - commodities in 
bulk), (1) from the facilities of Swift &  
Co., at Des Moines, I A, to Omaha, NE, 
and (2) from Fremont, NE, to those 
points in IA  on south and west of a 
line beginning at the Missouri River 
and IA  Hwy 175, then east on IA  Hwy 
175 to junction U.S. Hwy 65, then 
south along U.S. Hwy 65 junction to 
U.S. Hwy 34, then east along U.S. Hwy 
34 to junction U.S. Hwy 63, and south 
along U.S. Hwy 63 to the IA-MO State 
line. (Hearing site: Omaha, NE.)

MC 144282 (Sub-2F), filed August 28, 
1978. Applicant: JAMES RECK, d.b.a. 
JAMES RECK  TR U C K IN G , 4029 
West McDowell, No. 4. Phoenix, AZ  
85009. Representative: A. Michael 
Bernstein, 1441 East Thomas Road, 
Phoenix, AZ 85014. To operate as a 
contract carrier, by motor vehicle, 
over irregular routes, transporting 
cement roofing tile, and accessories 
used in the installation of cement 
roofing tile, from the facilities of 
Staco Roof Tile, In Phoenix, AZ, to 
points in CA, CO, NV, NM, TX, and 
UT, under a continuing contract with 
Staco Roof Tile, Division of Kinsman 
Industries, of Phoenix, AZ. (Hearing 
site: Phoenix, AZ.)

M C 144330 (Sub-45F), filed October 
3, 1978. Applicant: UTAH  CARRIERS, 
INC., P.O. Box 1218, Clearfield, UT  
84016. Representative: Rick J. Hall, 
P.O. Box 2465, Salt Lake City, UT  
84110. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting (1) asbestos 
cement pipe, couplings, and fittings, 
and (2) accessories used in the installa
tion of the commodities named in (1) 
above, (except commodities in bulk), 
from the facilities of CertainTeed Cor-
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poration, at or near Hillsboro, TX, to 
points in the United States (except 
A K  and HI). (Hearing site: Salt Lake 
City, UT, or Philadelphia, PA.)

M C 144330 (Sub-47F), filed October 
16, 1978. Applicant: UTAH  CAR R I
ERS, INC., P.O. Box 1218, Freeport 
Center, Clearfield, U T  84016. Repre
sentative: Rick J. Hall, P.O. Box 2465, 
Salt Lake, U T  84110. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
wooden pallets, from Fayetteville and 
Van Buren, AR, and Morris, OK, to 
points in KS, TX, and UT. (Hearing 
site: Salt Lake City, UT, or Little 
Rock, AR.)

MC 144440 (Sub-3F), filed October 
11, 1978. Applicant: R ICH ARD  D. 
DOM BACH, 58 South Duke Street, 
Millersville, PA  17551. Representative: 
John W. Metzger, 49 North Duke 
Street, Lancaster, PA  17602. To oper
ate as a contract carrier, by motor ve
hicle, over irregular routes, transport
ing agricultural chemicals (1) from 
the facilities of Lebanon Chemical 
Corporation, at or near Baltimore, 
MD, to Millersville, PA, and points in 
Chester, Columbia, Cumberland, Dau
phin, Lebanon, Snyder, and York 
Counties, PA, and (2) from the facili
ties of Lebanon Chemical Corporation, 
at or near Allentown, PA, to Balti
more, MD, under a continuing con
tract with Lebanon Chemical Corpora
tion, of Lebanon, PA. (Hearing site: 
Lancaster or Harrisburg, PA.)

MC 144622 (Sub-14F), filed August 
28, 1978. Applicant: G LEN N  BROS. 
TR U C K IN G , INC., P.O. Box 9343, 
Little Rock, AR, 72219. Representa
tive: Ted Polydoroff, 1307 Dolley 
Madison Boulevard, McLean, VA  
22101. To operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting mattresses, 
boxsprings, batting and wadding, from 
Memphis, TN, to points in OK, TX, 
LA, FL, AL, NC, SC, IL, and OH. 
(Hearing site: Memphis, TN, or Wash
ington, DC.)

Note.—Dual operations may be involved 
in this proceeding.

MC 144622 (Sub-15F), filed August 
28, 1978. Applicant: G LENN  BROS. 
T R U C K IN G  INC., P.O. Box 9343, 
Little Rock, AR  72219. Representative: 
Ted Polydoroff, 1307 Dolley Madison 
Boulevard, McLean, VA  22101. To op
erate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting protective coating paint, insu
lation, ice-making and refrigerating 
kits, cork, and insulation tape, from 
Wynne and Colt, AR, to points in NJ, 
NY, MD, OH, and MI. (Hearing site: 
Memphis, TN, or Washington, DC.)

Note.—Dual operations may be involved 
in this proceeding.

M C 144622 (Sub-17i’), filed Septem
ber 15, 1978. Applicant: G LENN
BROS. T R U C K IN G  INC.,- P.O. Box 
9343, Little Rock, AR  72219. Repre
sentative: Phillip Glenn (same address 
as applicant). To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting straw florist, 
forms, from Gastonia, NC, to points in 
AL, AR, CT, CO, DE, FL, GA, IL, IN, 
IA, KS, K Y, LA, ME, MD, MA, MI, 
MN, MS, MO, NE, NJ, NY, NC, ND, 
OH, NH, OK, PA, RI, SC, SD, TX, TN, 
VT, VA, WV, and W I. (Hearing site: 
Washington, DC.)

Note.—Dual operations are at issue in this 
proceeding.

M C 144692 (Sub-1F), filed Septem
ber 11, 1978. Applicant: G. L. M AN  
TR U C K IN G , 551 East 18th Street, 
Hastings, M N  55033. Representative: 
Samuel Rubenstein, 301 North Fifth 
Street, Minneapolis, M N  55403. To op
erate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting dry fertilizer, in bulk, (1) from 
Pine Bend, MN, to points in IA, the 
Upper Peninsula of MI, NE, ND, SD, 
MN, and W I, and (2) from Minneapolis 
and Winona, MN, to points in N D  and 
W I. (Hearing site: Minneapolis or St. 
Paul, M N.)

M C 144926 (Sub-2F), filed Septem
ber 5, 1978. Applicant: E. W. W Y L IE  
CORP., P.O. Box 1188, Fargo, ND  
58102. Representative: Gene P. John
son, P.O. Box 2471, Fargo, N D  58108. 
To operate as a contract carrier, by 
motor vehicle, over irregular routes, 
transporting (1) sugar beet pulp pel-, 
lets, in bulk, from the facilities of 
Minn-Dak Farmers Cooperative, Inc., 
at or near Wahpeton, ND, to Minne
apolis, MN, (2) sugar beet pulp pellets, 
from the facilities of Minn-Dak Farm
ers Cooperative, Inc., at or near W ah
peton, ND, to Duluth, MN, and (3) li- 
merock, from Duluth, MN, to the fa
cilities of Minn-Dak Farmers Coopera
tive, Inc., at or near Wahpeton, ND, 
under a contract with Minn-Dak 
Farmers Cooperative, Inc., of Minne
apolis, MN. (Hearing site: Fargo, ND, 
or Minneapolis, M N.)

M C 145150 (Sub-3F), filed October 5, 
1978. Applicant: H AYNES TR AN S
PO R T  CO., INC., P.O. Box 9, R.R. 32, 
Salina, K S 67401. Representative: 
Clyde N. Christey, Kansas Credit 
Union Building, 1010 Tyler, Suite 
110L, Topeka, K S  66612. To operate as 
a common carrier, by motor vehicle, 
over irregular routes, transporting an
hydrous ammonia, in bulk, from the 
facilities of the Mapco Pipeline Termi
nal, at or near Mocane, OK, to points 
in K S and TX. (Hearing site: Kansas 
City, MO.)

M C 145214 (Sub-1F), filed August 31, 
1978. Applicant: D O NALD  M. CAM P
BELL, d.b.a. CAM PBELL T R U C K IN G

CO., 3017 Falls Church Lane, Mes
quite, T X  75149. Representative: 
Harry F. Horak, Room 109, 5001 
Brentwood Stair Road, Fort Worth, 
T X  76112. To operate as a contract 
carrier, by motor vehicle, over irregu
lar routes, transporting soil inoculant 
(except in bulk, in tank vehicles), from 
Dallas, TX, to points in the United 
States (except A K  and H I) under con
tinuing contract with SnCorp, Inc., of 
Dallas, TX. (Hearing site: Dallas, TX.)

MC 145267 (Sub-1F), filed August 31, 
1978. Applicant: CAM PBELL TRANS
PORT, INC., P.O. Box 386, Vineland, 
NJ 08360. Representative: L. Agnew 
Myers, Jr., 407 Walker Building, 734 
15th Street NW „ Washington, DC 
20005. To operate as a contract carri
er, by motor vehicle, over irregular 
routes, transporting metal alloys, alu
minum articles, containers, cement 
brick, mortar brick, castings, forgings, 
chemicals, polishing compounds, 
graphite crucibles, furnace electrodes, 
fluorspar, fly ash, powdered iron, scrap 
iron, metals, ores, pallets, and slag 
pots, (1) from the facilities of Shieldal- 
loy Corporation, at or near Newfield, 
NJ, to points in AL, IA, IL, IN, KY, 
LA, MD, MI, MO, NC, NY, OH, PA, 
TN, TX, and W V, and (2) from Bir
mingham, AL, Chicago, IL, St. Louis, 
MO, Atlanta, GA, and Freeport and 
Texas City, TX, to the facilities of 
Shieldalloy Corporation, at or near 
Newfield, NJ, under continuing con
tract, with Shieldalloy Corporation, of 
Newfield, NJ. (Hearing site: Philadel
phia, PA, or Washington, DC.)

M C 145317 (Sub-1F), filed Septem
ber 21, 1978. Applicant: QUALITY  
SERVICE T A N K  LINES, INC., 9022 
Perrin Beitel, San Antonio, T X  78218. 
Representative: Pat H. Robertson, 500 
West 16th Street, P.O. Box 1945, 
Austin, T X  78767. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
cement, in bulk, from points in Hays 
County, TX, to points in AR, LA, NM, 
and OK. (Hearing site: San Antonio or 
Austin, TX .)

M C 145317 (Sub-2F), filed Septem
ber 21, 1978. Applicant: QUALITY  
SERVICE T A N K  LINES, INC., 9022 
Perrin Beitel, San Antonio, T X  78218. 
Representative: Pat H. Robertson, 500 
West 16th Street, P.O. Box 1945, 
Austin, T X  78767. To operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting 
cement, in bulk, from points in Bexar 
County, TX, to points in AR, LA 
(except Bossier City), NM, and OK. 
(Hearing site: San Antonio or Austin, 
TX.)

M C 145336 (Sub-1F), filed Septem
ber 5, 1978. Applicant: R. G. H. 
TR ANSPO R TATIO N , INC., 6000 
Gum Springs Road, P.O. Box 7072, 
Longview, T X  75602. Representative:
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Paul D. Angenend, P.O. Box 2207, 
Austin, T X  78768. To operate as a con
tract carrier, by motor vehicle, over ir
regular routes, transporting paneling, 
from Jacksonville, FL, to points in AR, 
IA, KS, MO, NE, OK, and TX, under 
continuing contract with D. G. Shelter 
Products, Inc., of Newton, KS. (Hear
ing site: Dallas. TX, or Washington, 
DC.)

MC 145351F, filed September 11, 
1978. Applicant: CHARLES SOR
RELS, d.b.a. SO R R EL’S T R U C K IN G  
CO., 66 East Farrow, Memphis, TN  
38106. Representative: Dale Woodall, 
900 Memphis Bank Bldg., Memphis, 
TN 38103. To operate as a common 
carrier, by motor vehicle, over regular 
routes, transporting general commod
ities (except those of unusual value, 
classes A  and B explosives, household 
goods as defined by the Commission, 
commodities in bulk, and those requir
ing special equipment) (1) between 
Memphis, TN, and Burnsville, MS, 
over U.S. Hwy 72, serving the interme
diate point o f Corinth, MS, and serv
ing all points in Tishomingo County, 
MS, as off-route points, (2) between 
Corinth, MS, and Savannah, TN, from 
Corinth over U.S. Hwy 45 to junction 
MS Hwy 2, then over MS Hwy 2 to the 
MS-TN State line, then over T N  Hwy 
22 to junction U.S. Hwy 64, then over
U. S. Hwy 64 to Savannah, TN, and 
return over the same route, serving no 
intermediate points but serving the 
off-route point of Counce, TN, (3) be
tween Corinth, MS, and Bethel 
Springs, TN, over U.S. Hwy 45, serving 
the intermediate point of Selmer, TN, 
and the off-route point of Ramer, TN, 
and (4) between Savannah, TN, and 
Selmer, TN, over U.S. Hwy 64, serving 
no intermediate points, as an alternate 
route for operating convenience only, 
restricted in (1) above against the 
transportation of traffic in that por
tion of the Memphis, T N  commercial 
zone within AR. (Hearing site: Mem
phis, TN, and Corinth, MS.)

MC 145589F, filed October 22, 1978. 
Applicant: HALL SYSTEMS, INC., 212 
South 10th Street, Birmingham, AL  
35233. Representative: Ronald L. 
Stichweh, 727 Frank Nelson Building, 
Birmingham, AL  35203. To operate as 
a contract carrier, by motor vehicle, 
over irregular routes, transporting (1) 
pipe, valves, couplings, gaskets, fit
tings, hydrants, and castings, from the 
facilities of United States Pipe &  
Foundry Co., Birmingham Division, at 
or near Birmingham and Bessemer,
AL, to points in the United States 
(except A K  and HI), and (2) machin
ery, materials and supplies used in the 
manufacture of the commodities in (1) 
above (except commodities in bulk, in 
tank vehicles), in the reverse direction, 
under a continuing contract in (1) and 
(2) above, with United States Pipe «Sc

Foundry Company, of Birmingham, 
AL. (Hearing site: Birmingham, AL, or 
Washington, DC.)

M C 145591F, filed September 11, 
1978. Applicant: ACE M O V IN G  &  
STO RAGE CO., INC., 2400 34th 
Street, Gulfport, M S 39501. Repre
sentative: B. W . LaTourette, Jr., 11 
South Meramec, Suite 1400, St. Louis, 
M O 63105. To operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting used house
hold goods, between points in Baldwin, 
Clarke, Conecuh, Escambia, Mobile, 
and Washington Counties, AL, Jeffer
son, Orleans, St. Bernard, St. Tamma
ny, Tangipahoa, and Washington Par
ishes, LA, and Covington, Forrest, 
George, Greene, Hancock, Harrison, 
Jackson, Jefferson Davis, Jones, 
Lamar, Lawrence, Marion, Pearl River, 
Perry, Pike, Stone, Walthall, and 
Wayne Counties, MS. Restricted to 
the transportation of shipments 
having a prior or subsequent move
ment, in containers, beyond the points 
authorized, and further restricted to 
the performance of pickup and deliv
ery service in connection with the 
packing, crating, and containerization 
or unpacking, uncrating, and decon
tainerization of such shipments. 
(Hearing site: Gulfport or Biloxi, MS.) 
[FR Doc. 78-33266 Filed 11-27-78; 8:45 am]

[7035-01-M ]
[No. MC-129068 (Sub-No. 38)3

GRIFFIN TRANSPORTATION, IN C , EXTEN
S IO N -U N ITED  STATES (O K LAH O M A CITY,
O K )

Decision

Decided: November 1, 1978.
W e have considered the application 

and the record in this proceeding, in
cluding the initial decision of the Ad
ministrative Law Judge, the excep
tions filed by Chandler Trailer 
Convoy, Inc., protestant, and the reply 
filed by applicant.

The Administrative Law Judge rec
ommended the granting to applicant 
of the certificate authorizing the oper
ations described in the appendix to 
this decision.

The pleadings raise no new or meter- 
ial matters of fact or law not ade
quately considered and properly dis
posed of by the Administrative Law 
Judge in his initial decision, and are 
not of such nature as to require the is
suance of a decision discussing the evi
dence in the light of the pleadings.

We find:
The evidence considered in the light 

of the pleadings does not warrant a 
result different from that reached by 
the Administrative Law Judge. The 
statement of facts, the conclusions, 
and the findings of the Administrative 
Law Judge in his initial decision are 
proper and correct in all material re
spects, and are affirmed and adopted

as our own. This decision does not sig
nificantly affect the quality of the 
human environment' An appropriate 
certificate should be granted.

It is ordered:
The application is granted to the 

extent set forth below. A certificate 
will be issued if applicant complies 
with the appropriate requirements set 
forth in the Code of Federal Regula
tions (49 CFR 1043, 1044 and 1307). 
Applicant must comply within 90 days 
after the date of service of this deci
sion (or such additional time as may 
be authorized by the Commission). If 
it fails to comply, the grant of authori
ty will be void.

This decison will become effective 30 
days from the date of service.

By the Commission, Division 2, Com
missioners Stafford, Gresham, and 
Christian. Commissioner Stafford dis
senting.

H. G . H omme , Jr., 
Acting Secretary.

SERVICE AUTHORIZED : Operation 
by applicant, in interstate* or foreign 
commerce, as a common carrier by 
motor vehicle, over irregular routes, 
transporting trailers designed to be 
drawn by passenger automobiles, in 
secondary movements (except recre
ational vehicles), from points in Ala
bama, California, Florida, Georgia, In
diana, Mississippi, North Carolina, and 
South Carolina to points in the United 
States (except Alaska and Hawaii).
CONDITION: The above service au
thorization is subject to prior publica
tion in the F e d e r a l  R e g i s t e r  of a 
notice of the authority actually grant
ed by this decision and any interested 
party will have 30 days from the publi-, 
cation of the notice to petition for in-' 
tervention or other appropriate relief, 
showing precisely how it has been pre
judiced by the grant of authority.
NOTICE: By this decision, this pro
ceeding is rendered administratively 
final within the meaning of 49 CFR  
1101.2(f) of the Commission’s regula- 

* tions; and, in accordance with the pro
visions of Section 558(c) of the Admin
istrative Procedure Act, any corre
sponding temporary authority expires 
and operations thereunder must cease 
upon the effective date of this deci
sion, except that to the extent perma
nent authority is granted in this pro
ceeding (and if partial, only to that 
extent) the corresponding temporary 
authority or portion thereof will con
tinue in effect until a certificate or 
permit is issued and becomes effective. 
The filing of any further pleadings in 
this matter will not stay the expira
tion of the temporary authority relat
ed to the denied portion of the sought 
permanent authority.
[FR Doc. 78-33288 Filed 11-27-78; 8:45 am]
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[7035-01-M ]

[Volume No. 125]

MOTOR CARRIER, BROKER, WATER CARRIER 
AND FREIGHT FORWARDER OPERATING 

RIGHTS

Applications

N o v e m b e r  22, 1978.
The following applications are gov

erned by Special Rule 247 of the Com
mission’s General Rules of Practice 
(49 CFR 1100.247). These rules pro
vide, among other things, that a pro
test to the granting of an application 
must be filed with the Commission 
within 30 days after the date of notice 
of filing of the application is published 
in the F e d e r a l  R e g i s t e r . Failure to 
seasonably file a protest will be con
strued as a waiver of opposition and 
participation in the proceeding, a pro
test under these rules should comply 
with Section 247(e)(3) of the rules of 
practice which requires that it set 
forth specifically the grounds upon 
which it is made, contain a detailed 
statement of protestant’s interest in 
the proceeding (including a copy of 
the specific portions of its authority 
which protestant believes to be in con
flict with that sought in the applica- 
tion, and describing in detail the 
method—whether by joinder, inter
line, or other means—by which protes
tant would use a such authority to 
provide all or part of the service pro
posed), and shall specify with particu
larity the facts, matters, and things 
relied upon, but shall not include 
issues or allegations phrased general
ly. Protests not in reasonable compli
ance with the requirements of the 
rules may be rejected. The original 
and one copy of the protest shall be 
filed with the Commission, and a copy 
shall be served concurrently upon ap
plicant’s representative, or applicant if 
no representative is named. All plead
ings and documents must clearly speci
fy the “F ” suffix where the docket is 
so identified in this notice. If the pro
test includes a request for oral hear
ing, such request shall meet the re
quirements of Section 147(e)(4) of the 
special rules, and shall include the cer
tification required therein. —

Section 247(f) further provides, in 
part, that an applicant who does not 
intend timely to prosecute its applica
tion shall promptly request dismissal 
thereof, and that failure to prosecute 
an application under procedures or
dered by the Commission will result in 
dismissal of the application.

Further processing steps will be by 
Commission decision which will be 
served on each party of record. Broad
ening amendments will not be accept
ed after the date of this publication 
except for good cause shown, and re
strictive amendments will not be en
tertained following publication in the

F e d e r a l  R e g i s t e r  of a notice that the 
proceeding has been assigned for oral 
hearing.

Each applicant states that approval 
of its application will not significantly 
affect the quality of the human envi
ronment nor involve a major regula
tory action under the Energy Policy 
and Conservation Act of 1975.

M C 119774 (Sub-96F), filed October 
30, 1978. Applicant: EAGLE T R U C K 
IN G  COM PANY, a Corporation, P.O. 
Box 471, Kilgore, T X  75662. Repre
sentative: Bernard H. English, 6270 
Firth Road, Fort Worth, T X  76116. 
Authority sought to operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting: (1) 
Machinery, equipment, materials, and 
supplies used in, or in connection with, 
the discovery, development, produc
tion, refining, manufacture, process
ing, storage, transmission, and distri
bution of natural gas and petroleum 
and their products and by-products, 
and machinery, materials, equipment 
and supplies used in, or in connection 
with the construction, operation, 
repair, servicing, maintenance and dis
mantling of pipe lines, including the 
stringing and picking up thereof, (2) 
earth drilling machinery and equip
ment, and machinery, equipment, ma
terials, supplies and pipe incidental to, 
used in, or in connection with (a ) the 
transportation, installation, removal, 
operation, repair, servicing, mainte
nance, and dismantling of drilling ma
chinery and equipment, (b ) the com
pletion of holes or wells drilled, (c) the 
production, storage, and transmission 
of commodities resulting from drilling 
operations at well or hole sites; and (d ) 
the injection or removal of commod
ities into or from holes or wells; (a ) be
tween points in AZ, CO, MT, NV, ND, 
SD, U T  and W Y ; and (b ) between 
points in AZ,, CO, MT, NV, ND, SD, 
U T  and W Y , on the one hand, and, on 
the other, points in TX, OK, KS, LA, 
and NM. (Hearing Site, Denver, CO, 
November 28, 1978, 9:30 a.m. local 
time.)

By the Commission.
H. G . H o m m e , Jr., 

Secretary.
[FR Doc. 78-33289 Filed 11-27-78; 8:45 am]

[7035-01-M ]

[Notice No. 135]

MOTOR CARRIER TRANSFER PROCEEDINGS

Dated: November 28, 1978
Application filed for temporary au

thority under section 210a(b) in con
nection with transfer application 
under section 212(b) and transfer 
rules, 49 CFR part 1132:

M C -FC  77716. By application filed 
November 13, 1978, GR AH AM  H. 
BELL, an individual, d.b.a. B &  W  
TR U C K IN G , P.O. Box 281, Glouces
ter, M A 01930, seeks temporary au
thority to transfer a portion of the op
erating rights of R O G ER  D. PETER
SON, an individual, d.b.a. PETERSON  
M O TO R  TRANSPO RTATIO N , 107 
Portland Street, Rochester, NH  03867, 
under section 210a(b). The transfer to 
G R AH AM  H. BELL, an individual, 
d.b.a. B &  W  TR U C K IN G , of a por
tion of the operating rights of 
R O G ER  D. PETERSON, an individu
al, d.b.a. PETERSON MOTOR  
TR ANSPO R TATIO N , is presently 
pending.

M C-FC  77930. By application filed 
November 14, 1978, T  &  E TRUCK
IN G  INC., Box 342, Clarksville, VA 
23927, seeks temporary authority to 
transfer the operating rights of CLA
RENCE O VERTO N THOMAS, and in
dividual, d.b.a. C. O. THOMAS  
TR U C K IN G , Route 1, Box 153, New 
Canton, VA  23123, under section 
210a(b). The transfer to T  & E 
T R U C K IN G  INC., of the operating 
rights of CLARENCE OVERTON  
THOMAS, an individual, d.b.a. C. O. 
TH OM AS TR U C K IN G , is presently 
pending.

By the Commission.
H. G. H o m m e , Jr., 

Secretary.
[FR Doc. 78-33287 Filed 11-27-78; 8:45 am)

[7035-01-M ]

[Notice No. 221]

MOTOR CARRIER TEMPORARY AUTHORITY 
APPLICATIONS

N ovember 17,1978.

The following are notices of filing of 
applications for temporary authority 
under Section 210a(a) of the Inter
state Commerce Act provided for 
under the provisions of 49 CFR 1131.3. 
These rules provide that an Original 
and six (6) copies of protests to an ap
plication may be filed with the field 
official named in the F e d e r a l  R e g i s 
t e r  publication no later than thè 15th 
calendar day after the date the notice 
of the filing of the application is pub
lished in the Federal Register. One 
copy of the protest must be served on 
the applicant, or its authorized repre
sentative, if any, and the protestant 
must certify that such service has 
been made. The protest must identify 
the operating authority upon which it 
is predicated, specifying the "M C” 
docket and "Sub” number and quoting 
the particular portion of authority 
upon which it relies. Also, the protes-
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tant shall specify the service it can 
and will provide and the amount and 
type of equipment it will make availa
ble for use in connection with the serv
ice contemplated by the TA  applica
tion. The weight accorded a protest 
shall be governed by the completeness 
and pertinence of the protestant’s in
formation.

Except as otherwise specifically 
noted, each applicant states th a t there 
will be no significant effect' on the 
quality of the h um a n  environm ent re
sulting fro m  approval of its applica
tion.

A copy of the application is on file, 
and can be examined at the office of 
the Secretary, Interstate Commerce 
Commission, Washington, D.C., and 
also in the ICC Field Office to which 
protests are to be transmitted.

M o t o r  C a r r i e r s  o f  P r o p e r t y

MC 6461 (Sub-18TA), filed October 
16, 1978. Applicant: B-LINE TR ANS
PORT CO., INC., East 7100 Broadway, 
Spokane, W A  99206. Representative: 
Max Gray (same as above). Authority 
sought to operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting: Concrete prod
ucts from the facilities of Central Pre 
Mix Concrete Co., located in Spokane 
County, W A  to points in Morrow, 
Umatilla, Wallowa, Union and Baker 
Counties, OR, for 180 days. Support
ing shipper: central Pre Mix Concrete- 
prestress, N. 922 Carahan Road, Spo
kane, W A  99206. Send protests to: 
Hugh H. Chaffee, District Supervisor, 
Bureau of Operations, Interstate Com
merce Commission, 858 Federal Build
ing, Seattle, W A  98174.

MC 7205 (Sub-6TA), filed October 
16, 1978. Applicant: PO ZZI BR O TH 
ERS TR ANSPO RTATIO N , INC., 
21441 76th South, Kent, W A  98031. 
Representative: Tom Pozzi, 21250 
North Tapps Highway, Sumner, W A  
98390. Authority sought to operate as 
a common carrier, by motor vehicle, 
over irregular routes, transporting: 
Paints, stains, wall and floor cover
ings and materials and supplies used 
in the installation of such commod
ities, from Kent, W A  to Portland, OR  
and its commercial zone, for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operat
ing authority. Supporting shipper: 
Standard Brands Paint Co. Northwest, 
Inc., 19021 80th South, Kent, W A  
98031. Send protests to: Hugh H. Chaf
fee, District Supervisor, Bureau of Op
erations, Interstate Commerce Com
mission, 858 Federal Building, 915 
Second Avenue, Seattle, W A  98174.

MC 13569 (Sub-42TA), filed Septem
ber 7, 1978, and published in the FR  
issue of October 19, 1978, and repub
lished as corrected this issue. Appli
cant: THE LAKE SHORE M OTOR

FR EIG H T  CO., INC., 1200 South 
State Street, Girard, OH 44420. Repre
sentative: John P. Tynan, 167 Fairfield 
Road, P.O. Box 1409, Fairfield, NJ 
07006. Authority sought to operate as 
a common carrier, by motor vehicle, 
over irregular routes, transporting: 
Iron and steel articles, from the plant- 
sites of the Jones &  Laughlin Steel 
Corporation, an LTV  Company, locat
ed at Cleveland, Louisville, Warren 
and Youngstown, OH, to points in the 
State of IN, for 180 days. Applicant 
has also filed an underlying seeking up 
to 90 days of operating authority. Sup
porting shipper: Jones &  Laughlin 
Steel, an LTV Co., 3341 Jennings 
Road, Cleveland, OH 44109. Send pro
tests to: Interstate Commerce Com
mission, 731 Federal Building, 1240 
East Ninth St., Cleveland, OH 44199. 
The purpose of this republication is to 
show IN, in lieu of IL, as previously 
published.

MC 19311 (Sub-50TA), filed Septem
ber 15, 1978. Applicant: CENTRAL  
TRANSPORT, INC., 4200 Mound 
Road, Sterling Heights, M I 48077. 
Representative: Walter N. Bieneman, 
100 West Long Lake Road, Suite 102, 
Bloomfield Hills, M I 48033. Authority 
sojught to operate as a common carri
er, by motor vehicle, over regular 
routes, transporting: General commod
ities (except those of unusual value, 
classes A  and B explosives, household 
goods as defined by the Commission, 
commodities in bulk, and commodities 
requiring special equipment), (1) be
tween Bay City, Mich., and Sault Ste. 
Marie, Mich., from Bay City, over In
terstate Highway 75 to Sault Ste. 
Marie, and return over the same route, 
serving all intermediate points (except 
Lin wood, Pinconning and Standish);
(2) between Saginaw, Mich., and Far- 
well, Mich., from Saginaw, over Michi
gan Highway 47 to junction U.S. High
way 10, thence over U.S. Highway 10 
to Farwell, and return over the same 
route, serving all intermediate points;
(3) between St. Johns, Mich., and junc
tion Interstate Highway 75, from St. 
Johns over U.S. Highway 27 to junc
tion Interstate Highway 75, and return 
over the same route, serving all inter
mediate points; (4) between Midland, 
Mich., and junction U.S. Highway 27 
at Mt. Pleasant, Mich., from Midland 
over Michigan Highway 20 to junction 
with U.S. Highway 27 at Mt. Pleasant, 
and return over the same route, serv
ing all intermediate pointsr (5) be
tween St. Louis, Mich., and junction 
Michigan Highway 20 west of Midland, 
Mich., from St. Louis oyer unnum
bered county road (River Road) 
thence northeast to junction Michigan 
Highway 20 west of Midland, and 
return over the same route, serving all 
intermediate points; (6) between Mer
edith, Mich., and Roscommon, Mich., 
and Interstate Highway 75, from Mer

edith over Michigan Highway 18 to 
Roscommon, thence over Business 
Route Interstate Highway 75 to junc
tion Interstate Highway 75, and return 
over the same route, serving all inter
mediate points; (7) between junction 
U.S. Highway 27 and Michigan High
way 55 and junction Interstate High
way 75, from junction U.S. Highway 27 
and Michigan Highway 55 over Michi
gan Highway 55 to junction Interstate 
Highway 75 and Michigan Highway 
55, and return over the same route, 
serving all intermediate points; (8) be
tween Mackinaw City, Mich., and junc
tion Interstate Highway 75, from 
Mackinaw City over I^.S. Highway 23 
to Cheboygan, Mich.; thence over 
Michigan Highway 27 to junction In
terstate Highway 75, and return over 
the same route, serving all intermedi
ate points; (9) between junction U.S. 
Highway 31 and Interstate Highway 
75 and Frankfort, Mich., from junc
tion U.S. Highway 31 and Interstate 
Highway 75 near Mackinaw City, 
Mich., over U.S. Highway 31 to junc
tion Michigan Highway 115 at Ben- 
zonia, thence over Michigan Highway 
115 to Frankfort, and return over the 
same route, serving all intermediate 
points; (10) between Indian River, 
Mich., and junction U.S. Highway 31, 
from Indian River over Michigan 
Highway 68 to junction U.S. Highway 
31, and return over the same route, 
serving all intermediate points; (11) 
between junction County Road C-48 
and Interstate Highway 75 and junc
tion U.S. Highway 131, from junction 
County Road C-48 and Interstate 
Highway 75 near Vanderbilt, Mich., 
over County Road C-48 to Boyne 
Falls, Mich., thence over Michigan 
Highway 75 over Boyne City, Mich., to 
junction with U.S. Highway 131, and 
return over the same route, serving all 
intermediate points; (12) between Gay
lord, Mich., and Alba, Mich., from 
Gaylord over Michigan Highway 32 to 
East Jordan, Mich., thence over 
County Road C-48 to Atwood; also 
from junction Michigan Highway 32 
and County Road C-42 to Alba, Mich., 
and return over the same route, serv
ing all intermediate points; (13) be
tween junction County Road C-38 and 
Interstate Highway 75 at Eastport, 
Mich., from junction County Road C- 
38 and Interstate Highway 75 near 
Otsego Lake, Mich., over County Road 
C-38 to Mancelona, Mich., thence over 
Michigan Highway 88 to Eastport, 
Mich., and return over the same route, 
serving all intermediate points; (14) 
between junction Michigan Highway 
88 and County Road C-65 and Charle
voix, Mich., from junction Michigan 
Highway 88 and County Road C-65 
near Central Lake, Mich., over County 
Road C-65 to Charlevoix, and return 
over the .same route, serving all inter
mediate points; (15) between Grayling,
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Mich., and Acme, Mich., from Grayl
ing over Michigan Highway 72 to 
Acme, and return over the same route, 
serving all intermediate points; (16) 
between Petoskey, Mich., and Kal
kaska, Mich., from Petoskey over U.S. 
Highway 131 to Kalkaska, and return 
over the same route, serving all inter
mediate points; (17) between Charle
voix, Mich., and Mancelona, Mich., 
from Charlevoix over Michigan High
way 66 to Mancelona, and return over 
the same route, serving all intermedi
ate points; (18) between Grand Rapids, 
Mich., and junction Michigan High
way 46 and Elmore, Mich., from 
Grand Rapids over U.S.' Highway 131 
to junction Michigan Highway 46, 
thence over Michigan Highway 46 to 
Elmore, and return over the same 
route, as an alternate route serving no 
intermediate points; and (19) serving 
all off<route points within five miles 
of routes 1 through 17 above described 
except Linwood, Pinconning and Stan- 
dish, also serving all off-route points 
in the Counties of Antrim, Charlevoix 
and Emmet, for 180 days. Applicant 
has also filed an underlying ETA seek
ing up to 90 days of operating authori
ty. Supporting shipper: There are ap
proximately 56 statements of support 
attached to this application which 
may be examined at the Interstate 
Commerce Commission in Washing
ton, DC, or copies thereof which may 
be examined at the field office named 
below. Send protests to: T. S. Quinn, 
District Supervisor, Interstate Com
merce Commission, 604 Federal Build
ing and U.S. Courthouse, 231 West La
fayette Boulevard, Detroit, Mich. 
48226.

M C 26396 (Sub-206TA), filed Octo
ber 12, 1978. Applicant: PO PELK A  
T R U C K IN G  CO„ d.b.a. THE W A G 
GONERS, P.O. Box 990, Livingston, 
M T 59047. Representative: Bradford 
E. Kistler, P.O. Box 82028, Lincoln, 
NE 68501. Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: 
Roofing materials, from the facilities 
of Certain Teed Corporatipn, located 
in Shakopee, M N  to points in the 
State of W Y , for 180 days. Applicant 
has also filed an underlying ETA seek
ing up to 90 days of operating authori
ty. Supporting shippers: CertainTeed 
Corp,. P.O. Box 860, Valley Forge, PA  
19482, Dresco, Inc., 140 Chamberlain 
Rd., Box 175, Mills, W Y  82644, Casper 
Lumber Co., Inc., 601 E. Street, 
Casper, W Y  82601. Send protests to: 
District Supervisor Paul J. Labane, 
ICC, 2602 First Ave. North, Billings, 
M T 59101.

M C 30844 (Sub-628TA), filed Octo
ber 12, 1978. Applicant: K R O BLIN  
R EFR IG ER ATED  XPRESS, INC., 
2125 Commercial Street, P.O. Box 
5000, Waterloo, IA  50702. Representa

tive: John P. Rhodes (same as appli
cant). Authority sought to operate as 
a commom carrier, by motor vehicle, 
over irregular routes, transporting: 
Canned and preserved foodstuffs from 
the facilities of Heinz U.S.A., Division 
of H.J. Heinz Co., at or near Pitts
burgh, PA to points in M N  and W I, for 
180 days. Supporting shipper: Heinz 
U.S.A., Division of H.J. Heinz Co., P.O. 
Box 57, Pittsburgh, PA  15230. Send 
protests to: Herbert W. Allen, District 
Supervisior, Bureau of Operations, In
terstate Commerce Commission, 518 
Federal Building, Des Moines, IA  
50309.

MC 52574 (Sub-55TA), filed October
12, 1978. Applicant: ELIZABETH  
FR EIG H T  FO R W A R D IN G  CORP., 
120 South 20th Street, Irvington, NJ 
07111. Representative: Edward F. 
Bowes, Esq., 167 Fairfield Road, Fair- 
field, NJ 07006. Authority sought to 
operate as a contract carrier, by motor 
vehicle, over irregular routes, trans
porting: Bakery products fi;om Freder
ick, M D to Charlottesville, VA, under 
a continuing contract or contracts 
with S.B. Thomas Inc., for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operat
ing authority. Supporting shipper: 
S.B. Thomas Inc., 930 North Riverview 
Drive, Totowa, NJ 0711. Send protests 
to: District Supervisor Joel Morrows, 
Interstate Commerce Commission, 9 
Clinton St., Newark, NJ 07102.

M C 71536 (Sub-14 TA), filed October
13, 1978. Applicant: A R R O W  CAR R I
ER CORP., 2600 Penhom Avenue and 
State Hwy 3, North Bergen, NJ 07047. 
Representative: A. David Millner, Esq. 
and Michael R. Werner, Esq., P.O. Box 
1409, 167 Fairfield Road, Fairfield, NJ 
07006. Authority sought to operate as 
a common carrier, by motor vehicle, 
over irregular routes, transporting: 
General commodities (except those of 
unusal value, classes A  & B explosives, 
household goods as defined by the 
Commission, commodities in bulk, and 
commodities 'requiring special equip
ment) serving Merrimack, NH, as an 
off-route point in connection with car
rier’s authorized regular route oper
ations to and from Lowell, M A re
stricted to the transportation of traf
fic originating at or destined to the fa
cilities of Nashua Corporation, for 180 
days. Applicant has also filed an un
derlying ETA seeking up to 90 days of 
operating authority. Supporting ship
per: Nashua Corporation, 44 Franklin 
Street, Nashua, NH  03060. Send pro
tests to: Robert E. Johnston, District 
Supervisor, Interstate Commerce Com
mission, 9 Clinton Street, Newark, NJ 
07102.

M C 100449 (Sub-98TA), filed Octo
ber 12, 1978. Applicant: M ALLING ER  
TR U C K  LINE, INC., R.R. No. 4, Fort 
Dodge, IA  50501. Representative:

Thomas E. Leahy, Jr., 1980 Financial 
Center, Des Moines, IA  50309. Author
ity sought to operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting: Frozen foods, 
except in bulk, (1) from the facilities 
of Rich Products Corp. at or near Ap
pleton, W I to the facilities of Rich 
Products Corp. at or near Murfrees
boro, TN  and (2) from the facilities of 
Rich Products Corp. at or near Mur
freesboro, TN  to points in Tx. Re
stricted to shipments originating at 
the named origins and destined to the 
named destinations, for 180 days. Ap
plicant has also filed an underlying 
ETA seeking up to 90 days of operat
ing authority. Supporting shipper: 
Rich Products Corp., 1145 Niagara St., 
Buffalo, N Y  14213. Send protests to: 
Herbert W. Allen, District Supervisor, 
Bureau of Operations, Interstate Com
merce Commission, 518 Federal Build
ing, Des Moines, IA  50309.

MC 107012 (Sub-285TA), filed Octo
ber 12, 1978. Applicant: NORTH
AM ERICAN VAN LINES, INC., 5001 
U.S. Highway 30 West, P.O. Box 988, 
Fort Wayne, IN  46801. Representative: 
Gerald A. Burns, P.O. Box 988, Fort 
Wayne, IN  56801. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting: Snow Throwers, and parts 
and accessories, from Plymouth, WI, 
to points in IN, MI, MD, MO, NH, NY, 
OH, PA  and VT. Restricted to traffic 
originating to the facilities of Cilson 
Brothers, Inc. and destined to the fa
cilities of Montgomery Ward and Com
pany, for 180 days. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Sup
porting shipper: Montgomery Ward 
and Co., Number 1 Montgomery Ward 
Plaza, Chicago, IL  60671. Send pro
tests to: J. H. Gray, District Supervi
sor, Bureau of Operations, Interstate 
Commerce Commission, 343 West 
Wayne St., Suite 113, Fort Wayne, IN 
46802.

MC 107496 (Sub-1169TA), filed Octo
ber 16, 1978. Applicant: RUAN
TR ANSPO R T CORP., 666 Grand 
Avenue, Des Moines, IA  50309. Repre
sentative: E. Check, (same as above). 
Authority sought to operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting: 
Fertilizer, in bulk, in tank vehicles 
from Brunswick, M O to points in IA, 
NE, KS, OK, AR, and IL, for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operat
ing authority. Supporting shipper: 
Brunswick River Terminal, Inc., P.O. 
Box 235, Brunswick, M O 65236. Send 
protests to: Herbert W . Allen, District 
Supervisor, Bureau of Operations, In
terstate Commerce Commission, 518 
Federal Building, Des Moines, IA 
50309.
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MC 111812 (Sub-539TA), filed Octo
ber 11, 1978. Applicant: M ID W EST  
COAST TRANSPORT, INC., P.O. Box 
1233, Sioux Falls, SD 57101. Repre
sentative: David Peterson, P.O. Box 
1233, Sioux Falls, SD 57101. Authority 
sought to operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting: Meats, meat 
■products, meat by-products and arti
cles distributed by meat packinghouses 
as described in Sections A  and C of 
Appendix I to the report in Descrip
tions in Motor Carrier Certificates, 61
M.C.C. 209 and 766 (except hides and 
commodities in bulk) from the facili
ties of Hygrade Food Products Corpo
ration located at or near Storm Lake 
& Cherokee, IA  to points in FL and 
GA for 180 days. Supporting shipper: 
Hygrade Food Products Corporation, 
P.O. Box 4771, Detroit, M I 48219. 
Send protests to: Mr. James L. Ham
mond, District Supervisor, Bureau of 
Operations &  Compliance, Interstate 
Commerce Commission, 455 Federal 
Building, Pierre, SD 57501.

MC 113024 (Sub-156TA), filed Octo
ber 11, 1978. Applicant: A R L IN G T O N  
J. W ILLIAM S, INC., 1398 South 
DuPont Hwy, Smyrna, DE 19977. Rep
resentative: Samuel W . Earnshaw, 
Esq., 833 Washington Building, Wash
ington, DC 20005. Authority sought to 
operate as a contract carrier, by motor 
vehicle, over irregular routes, trans
porting: (1) Rubber (except in bulk), 
from Louisville, K Y, Geismar &  La- 
Place, LA to McCook, NE. (2) Crushed 
oyster shells, in bags, from Mobile, AL  
to McCook, NE. (3) Miscellaneous 
rubber chemicals (except in bulk) from 
Trenton, NJ to McCook, NE, under a 
continuing contract or contracts with 
Electric Hose & Rubber Co. for 180 
days. Supporting shipper: Fred H. 
Evick, Director of Distribution, Elec
tric Hose & Rubber Co., P.O. Box 910, 
Wilmington, DE 19899. Send protests 
to: William L. Hughes, District Super
visor, Interstate Commerce Commis
sion, 1025 Federal Bldg., Baltimore, 
MD 21201.

MCI 13855 (Sub-454TA), filed Octo
ber 16, 1978. Applicant: IN TE R N A 
TIONAL TRANSPORT, INC., 2450 
Marion Road, S.E., Rochester, M N  
55901. Representativ: Richard P. An
derson, 502 First National Bank Build
ing, Fargo, N D  58102. Authority 
sought to operate as a common carri- 
er> by motor vehicle, over irregular 
routes, transporting: Building brick, 
from ports of entry between the U.S. 
and CN located at or near Sweetgrass, 
MT to points in UT, for 180 days. Re
stricted to traffic originating at the fa
cilities of IX L  Industries, Ltd., at or 
near Medicine Hat, Alberta. Applicant 
has also filed an underlying ETA seek
ing up to 90 days of operating authori
ty. Supporting shipper: IX L  Indus

tries, Ltd., Box 70, Medicine Hat, A l
berta. Send protests to: Delores A. 
Poe, Transportation Assistant, Inter
state Commerce Commission, Bureau 
of Operations, 414 Federal Building, 
U.S. Court House, 110 South 4th 
Street, Minneapolis, M N  55401.

MC 114048 (Sub-3TA), filed October 
16, 1978. Applicant: G EBEK E TR ANS
PORT, INC., P.O. Box 287, Melrose, 
M N  56352. Representative: Edward C. 
Gebeke (same as above). Authority 
sought to operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting: Petroleum prod
ucts from Sauk Centre, M N  to the 
counties of Roberts, Day, Grant and 
Codington in the state of SD, for 180 
days. Applicant has also filed an un
derlying ETA seeking up to 90 days of 
operating authority. Supporting ship
per: Amoco Oil Company, 200 East 
Randolph Drive, Chicago, IL  60601. 
Send protests to: Delores A. Poe, 
Transportation Assistant, Interstate 
Commerce Commission, Bureau of Op
erations, 414 Federal Building and 
U.S. Court House, 110 South 4th 
Street, Minneapolis, M N  55401.

MC 114211 (Sub-382TA), filed Octo
ber 18, 1978. Applicant: W A R R E N  
TRANSPORT, INC., P.O. Box 420, 
Waterloo, IA  50704. Representative: 
Kurt E. Vragel, Jr. (same as above). 
Authority sought to operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting: 
Lumber, lumber products, forest and 
wood products from ports of entry of 
the International Boundary Line be
tween the United States and Canada 
located in N D  and M N  to points in 
MN, ND, SD, NE, KS, IA, W I, IL, IN, 
MI, OH, MO, and K Y , for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operat
ing authority. Supporting shipper: 
Southeast Forest Products, Ltd., Blu- 
menort, Manitoba, Canada R O A  OCO. 
Send protests to: Herbert W . Allen, 
District Supervisor, Bureau of Oper
ations, Interstate Commerce Commis
sion, 518 Federal Building, Des 
Moines, IA  50309.

M C 114939 (Sub-50TA), filed Octo
ber 12, 1978. Applicant: B U LK  CAR 
R IERS LTD., P.O. Box 10, 2421 
Cawthra Road, Cooksville Post Office, 
Mississauga, ON, Canada 2W7. Repre
sentative: John W. Ester, 100 West 
Long Lake Road, Suite 102, Bloomfield 
Hills, M I 48013. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting: Wood preservative, class B  
poison, in bulk, in tank vehicles, from 
Memphis, T N  to ports of entry on the 
United States-Canada International 
Boundary Line located in MI, restrict
ed to foreign commerce, for 180 days. 
Supporting shipper: Commercial 
Chemical Co., Division of Osmose

Wood Preserving Co., 1172 North 
Thomas St., P.O. Box 7275, Memphis, 

. T N  38107. Send protests to: Interstate 
Commerce Commission, Bureau of Op
erations, 910 Federal Building, 111 
West Huron Street, Buffalo, N Y  
14202.

MC 115364 (Sub-12TA), filed Octo
ber 16, 1978. Applicant: G O O D M AN  
M O TO R  TR ANSPO R T CO. (1973) 
LTD., 8510 Jellicoe Street, Vancouver, 
BC, Canada V5S 3V1. Representative: 
Robert G. Gleason, 1127 10th East, Se
attle, W A  98102. Authority sought to 
operate as a contract carrier, by motor 
vehicle, over irregular routes, trans
porting: Machinery and equipment be
tween points in King and Snohomish 
Counties, W A  and the United States 
Canadian International Boundary at 
or near Blaine, Lyden and Sumas, WA, 
under a continuing contract or con
tracts with Morgan Power Apparatus 
(Canada) Ltd., for 180 days. Canadian 
origin and destination points at Bur
naby, BC, Canada. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Sup
porting shipper: Morgan Power Appa
ratus (Canada) Ltd., 7465 Griffiths 
Avenue, Burnaby, BC, Canada. Send 
protests to: Hugh H. Chaffee, District 
Supervisor, Bureau of Operations, In
terstate Commerce Commission, 858 
Federal Building, 915 Second Avenue, 
Seattle, W A  98174.

M C 115654 (Sub-119TA), filed Sep
tember 5, 1978. Applicant: TENNES
SEE CARTAGE CO., INC., P.O. Box 
23193, Nashville, T N  37202. Repre
sentative: Henry E. Seaton, 915 Penn
sylvania Building, 425 Thirteenth 
Street NW., Washington, DC 20004. 
Authority sought to operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting: 
Frozen bakery products from Ashland, 
K Y  to Murfreesboro, TN, for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operat
ing authority. Supporting shipper: 
Rich Products Corporation, 1145 Niag
ara Street, Buffalo, N Y  14240. Send 
protests to: Joe J. Tate, District Super
visor, Bureau of Operations, Interstate 
Commerce Commission, Suite A-422, 
U.S. Court House, 801 Broadway, 
Nashville, T N  37203.

M C 118202 (Sub-94TA), filed Octo
ber 18, 1978. Applicant: SCHULTZ  
TRANSIT , INC., P.O. Box 406, 323 
Bridge Street, Winona, M N  55987. 
Representative: Robert S. Lee, 1000 
First National Bank Building, Minne
apolis, M N  55402. Authority sought to 
operate as a common carrier, by motor 
vehicle over irregular routes, trans
porting: Meat, meat products, meat by
products, and articles distributed by 
meat packing houses and foodstuffs 
(except hides and commodities in 
bulk) from the facilities of George A.
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Hormel &  Co., at Austin, M N  and 
Owatonna, M N  to points in AR, O K  
and TX, for 180 days. Applicant has 
also filed an underlying ETA seeking 
up to 90 days of operating authority. 
Supporting shipper: George A. Hormel 
&  Co., P.O. Box 800, Austin,. M N  
55912. Send protests to: Delores A. 
Poe, Transportation Assistant, Inter
state Commerce Commission, Bureau 
of Operations, 414 Federal Building 
and U.S. Court House, 110 South 4th 
Street, Minneapolis, M N  55401.

M C 119493 (Sub-235TA), filed Octo
ber 11, 1978. Applicant: M O NK EM  
CO., INC., West 20th Street Road, 
P.O. Box 1196, Joplin, M O 64801. Rep
resentative: Thomas Boone (same as 
applicant); Authority sought to oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing: Ground clay, floor sweeping com
pounds and absorbents (except in 
bulk) from facilities of Oil Dri Corpo
ration of America at or near Ripley, 
MS, to points in the U.S. in and east of 
ND, SD, NE, KS, OK, T X  and materi
als and supplies used in the manufac
ture, sale and distribution of above 
named commodities, from destination 
states named above, to facilities of Oil 
Dri Corporation of America at or near 
Ripley, MS, for 180 days. Applicant 
has also filed an underlying ETA seek
ing up to 90 days of operating authori
ty. Supporting shipper: Oil Dri Corpo
ration of America, Chicago, IL  60611. 
Send prostests to: District Supervisor, 
John V. Barry, Rm. 600, 911 Walnut 
St., Kansas City, M O 64106.

M C 119632 (Sub-80TA), filed Octo
ber 16, 1978. Applicant: REED LINES, 
INC., 634 Ralston Avenue, Defiance, 
OH 43512. Representative: Wayne C. 
Pence (same as above). Authority 
sought to operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting: Mineral wool in
sulation (except in bulk) from the fa
cilities of Guardian Insulation Div. of 
Guardian Industries at or near Hun
tington, IN  to Kalamazoo, MI, for 180 
days. Applicant has also filed an un
derlying ETA seeking up to 90 days of 
operating authority. Supporting ship
per: Guardian Insulation Division of 
Guardian Industries, 701 North Broad
way, Huntington, IN  46750. Send pro
tests to: Interstate Commerce Com
mission, Bureau of Operations, 313 
Federal Office Building, 234 Summit 
Street, Toledo, OH 43604.

MC 119700 (Sub-47TA), filed Octo
ber 11, 1978. Applicant: STEEL H AUL
ERS, INC., 306 Ewing Avenue, Kansas 
City, M O 64125. Representative: 
Frank W. Taylor, Jr., Suite 600, 1221 
Baltimore Avenue, Kansas City, M O  
64105. Authority sought to operate as 
a common carrier, by motor vehicle, 
over irregular routes, transporting: 
Wallboard, particleboard, composition

board, lumber ( treated or untreated), 
insulation, piling posts and poles 
(treated or untreated), and, construc
tion materials (except in bulk), from 
the facilities of Temple, Div. Temple- 
Eastex, Inc. at or near Diboll, T X  and 
Pineland, TX, to points in the States 
of OK, KS, MO, IL, IN, OH, MS, AR, 
LA, CO, IA, MN, NE, NM, SD, W I, 
W Y, and M I for 180 days. Supporting 
shipper: Temple, Div. Temple-Eastex, 
Inc., P.O. Drawer N, Diboll, T X  75941. 
Send protests to: Vernon V. Coble, Dis
trict Supervisor, Interstate Commerce 
Commission, 600 Federal Office Bldg., 
911 Walnut St., Kansas City, M O  
64106.

M C 119789 (Sub-522TA), filed Octo
ber 11, 1978. Applicant: CARAVAN  
R EFR IG ER ATED  CARGO, INC., 
P.O. Box 226188, Dallas, T X  75266. 
Representative: James K. Newbold 
(same as applicant). Authority sought 
to operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting: Meats, meat products 
and meat by-products and articles dis
tributed by meat packinghouses, as de
scribed in sections A  and C of App. I to 
the Report in Descriptions in Motor 
Carrier Certificates, 61 M.C.C. 209 and 
766 (except hides and commodities in 
bulk), from facilities of Thies Packing 
Co. at Great Bend, Topeka and Wich
ita, K S  to AL, FL, GA, K Y , MS, NC, 
SC, and TN, for 180 days. Applicant 
has also filed an underlying ETA seek
ing up to 90 days of operating authori
ty. Supporting shipper: Thies Packing 
Co.,. P.O. Box 49, Great Bend, KS  
67530. Send protests to: Opal M. 
Jones, Transportation Assistant, Inter
state Commerce Commission, 1100 
Commerce St., Rm. 13C12, Dallas, T X  
75242.

M C 124711 (Sub-66TA), filed Sep
tember 26, 1978. Applicant: BECKER  
CORP., P.O. Box 1050, El Dorado, KS  
67042. Representative: Norman A. 
Cooper, P.O. Box 1050, El Dorado, KS  
67042. Authority sought to operate as 
a common carrier, by motor vehicle, 
over irregular routes, transporting: 
Fertilizer solutions (not petroleum de
rived) in bulk, from the facilities of 
Getty Refining and Marketing Compa
ny near Columbus, NE to points in IA, 
KS, and SD, for 180 days. Supporting 
shipper: Getty Refining and Market
ing Company, P.O. Box 1650, Tulsa, 
O K  74102. Send protests to: Merlyn E. 
Taylor, District Supervisor, Bureau of 
Operations, 101 Litwin Bldg., 110 
North Market Street, Wichita, KS  
67202.

M C 126276 (Sub-200TA), filed Octo
ber 12, 1978. Applicant: FAST
M O TO R  SERVICE, INC., 9100 Plain- 
field Road, Brookfield, IL  60513. Rep
resentative: James C. Hardman, 33 
North LaSalle Street, Chicago, IL. Au
thority sought to operate as a contract

carrier, by motor vehicle, over irregu
lar routes, transporting: Plastic con
tainers, from Cleveland, OH to Broad
view and Chicago, IL, under a continu
ing contract or contracts with The 
Continental Group, Inc., for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operat
ing authority. Supporting shipper(s): 
Thomas D. Corbett, Manager o f Traf
fic, The Continental Group, Inc., One 
Landmark Square, Stamford, CT 
06901. Send protests to: Lois Stahl, 
Transporting Assistant, Interstate 
Commerce Commission, 219 S. Dear
born St., Rm. 1386, Chicago, IL  60604.

M C 128527 (Sub-504TA), filed Octo
ber 12, 1978. Applicant: M A Y  TRUCK
IN G  COM PANY, P.O. Box 400, 
Payette, ID  83661. Representative: 
Timothy R. Stivers, Registered Practi
tioner, P.O. Box 162, Boise, ID  83701. 
Authority sought to operate in inter
state commerce as a common carrier, 
by motor vehicle, over irregular 
routes, transporting: Foodstuffs,
canned and bottled, from Fruitland, 
ID  and points in its Commercial Zone, 
to points in Maricopa County, AZ, and 
points in CA south of Sonoma, Napa, 
Colusa, Sutter and Placer Counties, 
for 180 days. Applicant has filed an 
underlying ETA seeking up to 90 days 
of operating authority. Supporting 
shipper: Payette Cider, P.O. Box 528, 
Payette, ID  83661. Send protests to 
Barney L. Hardin, District Supervisor, 
Interstate Commerce Commission, 
1471 Shoreline Drive, Suite 110, Boise, 
ID  83706.

MC 128633 (Sub-19TA), filed Octo
ber ‘ 11, 1978. Applicant: LAUREL
H ILL T R U C K IN G  CO., 614 New 
County Road, Secaucus, NJ 07094. 
Representative: William J. Augello, 
120 Main St., P.O. B ox Z, Huntington, 
N Y  11743. Authority sought to oper
ate as a contract carrier, by motor ve
hicle, over irregular routes, transport
ing: (1) Drugs, medicines, toilet prep
arations, cleaning, scouring & wash
ing compounds, disinfectants, dispos
able towels, chemicals, dies, paints, 
staines, varnishes, pigments, plastics, 
glass bottles, synthetic fibre and mate
rials, supplies and equipment used in 
the manufacture and sale of drugs, 
medicines and toilet preparations 
(except in bulk, in tank vehicles); and 
(2) emulsifiers, in bulk, in shipper- 
owned tank vehicles, (1) between, CT, 
DE, KS, IL, IN, MD, MA, ME, NH, NJ, 
NY, OH, PA, RI, VT, VA, W V  and DC; 
and (2) from Philadephia, PA  to Rens
selaer, NY ; restricted to traffic moving 
to or from plants, warehouses or facili
ties to operated by or for Sterling 
Drug, Inc. or its Divisions or Subsidiar
ies. If a hearing is deemed necessary, 
applicant requests it be held at either 
New York, N Y  or Washington, DC, 
under a continuing contract or con-
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tracts with Sterling Drug, Inc., for 180 
days, Applicant has also filed an un
derlying ETA seeking up to 90 days of 
operating authority. Supporting 
shipper(s): Sterling Drug, Inc., 90 Park 
Avenue, New York, N Y  10016. Send 
protests to: Robert E. .Johnston, Dis
trict Supervisor, Interstate Commerce 
Commission, 9 Clinton St., Washing
ton, D.C. 20423.

MC 134064 (Sub-13TA), filed Octo
ber 11, 1978. Applicant: INTERSTATE  
TRANSPORT, INC., 1820 Atlanta 
Highway, Gainesville, G A  80501. Rep
resentative: Charles M. Williams, Kim
ball, Williams &  Wolfe, P.C., 350 Cap
itol Life Center, 1600 Sherman Street, 
Denver, CO 80203. Authority sought 
to operate as a common carrier, by 
motor vehicje, over irregular routes, 
transporting: Candy, confectionery 
products, and foodstuffs (except in 
bulk), from the facilities utilized by 
the Nestle Co., at or near Burlington, 
WI, to Memphis, TN; Jacksonville, FL; 
and Charlotte, NC, for 180 days. Appli
cant has also filed an underlying ETA  
seeking up to 90 days of operating au
thority. Supporting shippers): The 
Nestle Company, 100 Bloomingdale 
Road, White Plains, N Y  10605. Send 
protests to: Sara K. Davis, Transporta
tion Assistant, Bureau of Operations, 
Interstate Commerce Commission, 
1252 W. Peachtree Street, N.W., Room 
300, Atlanta, G A  30309.

MC 138237 (Sub-7TA), filed October 
16, 1978. Applicant: M ETRO H AUL
ING, INC., 20848 77th Avenue South, 
Kent, W A  98031. Representative: Jack 
R. Davis, 1100 IBM  Building, Seattle, 
WA 98101. Authority sought to oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing: Building and construction materi
als, between the facilities of Palmer G. 
Lewis Co., Inc., in W A and OR on the 
one hand, and, on the other, points in 
ID, MT, OR and WA, for 180 days. 
Supporting shipper(s): Palmer G. 
Lewis Co., Inc., 525 C Street, N.W., 
Auburn, W A  98002. Send protests to: 
Hugh H. Chaffee, District Supervisor, 
Bureau of Operations, Interstate Com
merce Commission, 858 Federal Build
ing, 915 Second Avenue, Seattle, W A  
98174.

MC 138365 (Sub-3TA), filed August 
25, 1978, and published in the F ederal 
Register issue of October 20, 1978, 
and republished as corrected this 
issue. Applicant: DO UG LAS RUCK- 
DASCHEL, d.b.a. RUCKDASCH EL  
TRUCKING, R.R. N o. 1, P.O. Box 9, 
Postvllle, IA  52162. Representative: 
Jack H. Blanshan, Attomey-at-law, 
Suite 200, 205 West Touhy Avenue, 
Park Ridge, IL 60068. Authority 
sought to operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting: Meat, meat prod
ucts, meat byproducts, and articles dis

tributed by meatpacking houses as de
scribed in Sections A  and C of Appen
dix I to the report in Descriptions in 
Motor Carrier Certificates, 61 M.C.C. 
209 and 766 (except commodities in 
bulk and hides) from the facilities of 
Hygrade Food Products Corp., at Post- 
ville, IA  to points in IN, ME, MN, NE, 
OH, PA, NJ, and NY, restricted to the 
transportation of traffic originating at 
the named origin and destined to the 
named destinations, for 180 days. Sup
porting shipper(s): Hy grade Food 
Products, 26300 North Western High
way, Southfield, M I 48075. Send pro
tests to: Herbert W. Allen, District Su
pervisor, Bureau of Operations, Inter
state Commerce Commission, 518 Fed
eral Building, Des Moines, IA  50309. 
The purpose of this republication is 
show MI, in lieu of MO, as previously 
published.

MC 138741 (Sub-58TA), filed Octo
ber 12, 1978. Applicant: AM ERICAN  
CENTRAL TRANSPORT, INC., 2005 
North Broadway, Joliet, IL  60432. 
Representative: Tom B. Kretsinger, 
Esq., Kretsinger &  Kretsinger, 20 East 
Franklin, Liberty, M O 64068. Authori
ty sought to operate as a common car
rier, by motor vehicle, over irregular 
routes, transporting: Gypsum, gypsum 
products and materials and supplies 
used in the manufacture, installation 
and distribution of Gypsum products 
between the facilities of Georgia-Pa
cific Corporation, Gypsum Division at 
Cuba, M O and all points in AL, AR, 
CO, GA, I A  IL, IN, KS, KY, LA, MI, 
MS, MO, NE, OH, OK, TN, T X  and 
WI, for 180 days. Supporting 
shipper(s): Robert A. Cronk, Transpor
tation Supervisor, Georgia-Pacific 
Corp., 1062 Lancaster Ave, Rosemont, 
PA 19010. Send protests to: Lois Stahl, 
Transportation Assistant, Interstate 
Commerce Commission, 219 S. Dear
born St., Rm. 1386, Chicago, IL 60604.

M C 140006 (Sub-ITA), filed August 
15, 1978, and published in the F ederal 
R egister  issue of October 19, 1978, 
and republished as corrected this 
issue. Applicant: JOHN W. GEORGE, 
d.b.a. H EPNER ’S T R U C K IN G  CO., 
1810 East Washington Avenue, Vine
line, NJ 08360. Representative: Robert 
B. Pepper, 168 Woodbridge Avenue, 
Highland Park, NJ 08904. Authority 
sought to operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting: Floor covering 
and materials and supplies used in the 
installation and manufacturing there
of, except in bulk, between Vineland, 
NJ and Philadelphia, PA, on the one 
hand, and, on the other, Atlanta, 
Dalton, and Rome, GA, and Chatta
nooga, TN, for 180 days. Supporting 
shipper(s): There are six (6) state
ments of support attached to the ap
plication which may be examined at 
the Interstate Commerce Commission

in Washington, DC, or copies thereof 
which may be examined at the field 
office named below. Send protests to: 
John P. Lynn, Transportation Special
ist, Interstate Commerce Commission, 
428 East State Street, Room 204, Tren
ton, NJ 08608. The purpose of this re
publication is to show Georgia (G A ) in 
lieu of California (C A ) as previously 
published.

MC 140186 (Sub-30TA), filed Octo
ber 16, 1978. Applicant: T IG ER
TRANSPO RTATIO N , INC., P.O. Box 
2248, Missoula, M T  59801. Representa
tive: David A. Sutherland, Fullbright 
& Jaworski, 1150 Connecticut Avenue 
NW., Washington, DC 20036. Authori
ty sought to operate as a common car
rier, by motor vehicle, over irregular 
routes, transporting: Lumber, lumber 
products, wood and wood products, 
from points in CA, OR, and W A  to 
points in IL, IA, KS, MN, MO, MT, 
NE, ND, SD, and W I for 180 days. Ap
plicant has also filed an underlying 
ETA seeking up to 90 days of operat
ing authority. Supporting shipper(s): 
There are 10 statements of support at
tached to the application which may 
be examined at the Interstate Com
merce Commission at Washington, 
DC, or copies thereof which may be 
examined at the field office named 
below. Send protests to: Paul J. 
Labane, District Supervisor, Interstate 
Commerce Commission, 2602 First 
Avenue North, Billings, M T 59101.

MC 140968 (Sub-4TA), filed October 
12, 1978. Applicant: VALLEY TR ANS
PORT, INC., Drayton, N D  58225. Rep
resentative: Gene P. Johnson, P.O. 
Box 2471, Fargo, ND  58108. Authority 
sought to operate as a contract carri
er, by motor vehicle, over irregular 
routes, transporting: sugar, except in 
bulk, from Drayton, ND, to Albert 
Lea, Alexandria, Austin, Brainerd, 
Chaska, Duluth, Marshall, Minneapo
lis, Pipestone, Rochester, St. Cloud, 
St. Paul, Waseca, White Bear Lake 
and Worthington, MN, under a con
tinuing contract or contracts with 
American Crystal Sugar Company, for 
180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days 
of operating authority. Supporting 
shipper(s): American Crystal Sugar 
Co., 101 3rd St., North, Moorhead, M N  
56560. Send protests to: Ronald R. 
Mau, District Supervisor, Bureau of 
Operations, Interstate Commerce 
Commission, Rm. 268 Federal Bldg, 
and U.S. Post Office, 657 2nd Avenue, 
North, Fargo, N D  58102.

MC 141804 (Sub-147TA), filed Octo
ber 16, 1978. Applicant: W ESTERN  
EXPRESS, Division of Interstate 
Rental, Inc., P.O. Box 3488, Ontario, 
CA 91761. Representative: Frederick J. 
Coffman (same as above). Authority 
sought to operate as a common carri
er, by motor vehicle, over irregular
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routes, transporting: Plastic granules 
and materials used in the production 
of plastic pipe and plastic fittings 
(except commodities in bulk), from 
Louisville, K Y; Neal, WV; and Avon 
Lake, OH to Bakersfield, Santa Ana, 
and Sun Valley, CA, for 180 days. Ap
plicant has also filed an underlying 
ETA seeking lip to 90 days of operat
ing authority. Supporting shippers): 
R & G  Sloane Manufacturing, Inc., 
7606 N. Claybourn Avenue, Sun 
Valley, CA 91352. Send protests to: 
Irene Carlos, Transportation Assist
ant, Interstate Commerce Commis
sion, Room 1321 Federal Building, 300 
North Los Angeles Street, Los Angeles, 
CA 90012.

MC 141921 (Sub-24TA), filed Octo
ber 11, 1978. Applicant: SAV-ON
T&ANSPO RATIO N , INC., 143 Front
age Rd., Manchester, NH 03108. Rep
resentative: John A. Sykas (same as 
applicant). Authority sought to oper
ate as a common carrier, by motor ve
hicle, over irregular routes, transport
ing: Plastic film and sheeting, and 
items related to the sales and distribu
tion thereof (except in bulk, in tank 
vehicles) from the facilities of Borden 
Chemical at North Andover, M A to 
points in PA, W V, OH, IN, MI, KY, 
GA, W I, IL, MO, IA, MN, SD, NE, CA, 
KS and CO, and from the facilities of 
Borden Chemical at Griffin, G A  to 
points in PA, W V, MA, OH, IN, MI, 
K Y, W I, IL, MO, IA, MN, SD, NE, CA, 
K S and CO, for 180 days. Supporting 
shipper(s): Borden Chemical, Division 
of Borden, Inc., 1 Clark St. No. Ando
ver, M A 01845. Attention: Rudy 
Bibeau, Traffic Manager. Send protest 
to: District Supervisor Ross J. Sey
mour, Bureau of Operations, Inter
state Commerce Commission, Rm. 3, 6 
Loudon Rd., Concord, NM  03301.

MC 142332- (Sub-4TA), filed October 
16, 1978. Applicant M EAT H AN 
DLERS’ EXPRESS, INC., 540 42d 
Avenue West, Camano Island, W A  
98199. Representative: Michael D. 
Duppenthaler, 201 South Washington 
Street, Seattle, W A  98104. Authority 
sought to operate as a contract carri
er, by motor vehicle, over irregular 
routes, transporting: Materials and 
supplies used in the manufacture of 
grinding wheels, from Niagara and 
Erie Counties, NY; Worchester 
County, MA; Bound Brook, Camden, 
South Brunswick, and South Hacken
sack, NJ; and Cave-in-Rock, IL; to 
Marysville, WA, under a continuing 
contract or contracts with Pacific 
Grinding Wheel Company, for 180 
days. Applicant has also filed an un
derlying ETA seeking up to 90 days of 
operating authority. Supporting 
Shipper(s): Pacific Grinding Wheel 
Company, 13120 Hwy 99, Marysville, 
W A  98270. Send protests to: Hugh H. 
Chaffee, District Supervisor, Bureau

of Operations, Interstate Commerce 
Commission, 858 Federal Building, 915 
Second Avenue, Seattle, W A  98174.

M C 143003 (Sub-3TA), filed July 10, 
1978, and published in the F ederal 
R egister  issue of September 13, 1978, 
and republished as corrected this 
issue. Applicant: G EO R G E  L.
M O R R O W  T R U C K IN G  CO., INC., 
429 N. Seventh Street, P.O. Box 916, 
Raymondville, T X  78580. Representa
tive: Harry F. Horak, Room 109, 5001 
Brentwood Stair Road, Fort Worth, 
T X  76112. Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: 
Pork pigskins and by products of pork 
from St. Paul, MN, Kansas City, MO, 
Memphis, TN, Louisville, K Y, Pitts
burgh, PA, Omaha, NE, San Frans- 
cisco, CA, Chicago, IL, Roswell, NM, 
and Oklahoma City, O K  to Raymond
ville, TX, for 180 days. Applicant has 
also filed an underlying ETA seeking 
up to 90 days of operating authority. 
Supporting shipper(s): Cisneros Rack
ing Company, 169 South Fifth Street, 
Raymondville, T X  78580. Send pro
tests to: Richard H. Dawkins, District 
Supervisor, Interstate Commerce Com
mission, Room B-400 Federal Build
ing, 727 E. Durango Street, San An
tonia, T X  78206. The purpose of this 
republication is to show TN, in lieu of 
TX, as previously published.

M C 143619 (Sub-6TA), filed August 
25, 1978, and published in the F ederal 
R egister  issue of October 20, 1978, 
and republished as corrected this 
issue. Applicant: PALS BROS., 
TR U C K IN G , INC., R.F.D., Alexander, 
IA  50430. Representative: James M. 
Hodge, 1980 Financial Center, Des 

/Moines, IA  50309. Authority sought to 
operate as a contract carrier, by motor 
vehicle, over irregular routes, tran- 
sportating: Dry feed grade urea from 
the Port Neal Industrial Complex in 
Woodbury County, IA  to the facilities 
of Cargill, Incorporated at Fort Worth  
and Giddings, T X  under continuing 
contract or contracts with Cargill, In
corporated, for 180 days. Applicant 
has also filed an underlying ETA seek
ing up to 90 days of operating authori
ty. Supporting shipper(s): Cargill, Inc. 
Nutrena Feed Division, Box 9300, Min- 
eapolis, M N  55440. Send protests to: 
Herbert W . Allen, District Supervisor, 
Bureau of Operations, Interstate Com
merce Commission, 518 Federal Build
ing, Des Moines, IA  50309, under a 
continuing contract of contracts with 
Cargill, Inc., The purpose of this re
publication is to show TX, in lieu of 
TN, in lieu of TN, as previously pub
lished.

MC 143775 (Sub-22TA), filed Octo
ber 12, 1978. Applicant: PAU L YATES, 
INC., 6601 W . Orangewood, Glendale, 
AZ 85301. Representative: Michael R. 
Burke, 6601 W. Orangewood, Glen

dale, AZ 85301. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans
porting: Metal wire and cable, from 
Shrewsbury, M A to CA, IL, IA, NV, 
OH and TX, for 180 days. Applicant 
has also filed an underlying ETA seek
ing up to 90 days of operating authori
ty. Supporting shipper(s): Phalo Wire 
and Cable Co., 530 Borton Tpke., 
Shrewsbury, M A 01545. Send protests 
to: Andrew V. Baylor, District Supervi
sor, Interstate Commerce Commission, 
Rm. 2020 Federal Bldg., 230 N. First 
Ave., Phoenix, AZ 85025.

MC 144122 (Sub-24TA), filed August 
8, 1978, and published in the F ederal 
R egister  issued of October 5, 1978, 
and republished as corrected this 
issue. Applicant: CARRETTA
TR U C K IN G , INC., S. 160, Route 17 
North, Paramus, NJ 07652. Repre
sentative: Joseph Carretta (same as 
above). Authority sought to operate as 
a common carrier, by motor vehicle, 
over irregular routes, transporting: (1) 
Tape, tape products, materials, equip
ment, and supplies used in the manu
facture thereof (except commodities in 
bulk), from Beacon, NY, and Passaic, 
NJ, to Carbondale, IL, and from Car- 
bondale, IL, to points in CA; and (2) 
springs and spring assemblies, bed 
frames, materials and equipment and 
supplies used in the manufacture 
thereof, from Carthage, MO, to points 
in IL, IN, OH, MI, PA, NJ, NY, and 
G  A, for 180 days. Supporting 
shipper(s):- Technical Tape; ' Inc., 1 
Market Street, Passaic, NJ 07055. Send 
protests to: Joel Morrows, District Su
pervisor, Interstate Commerce Com
mission, 9 Clinton Street, Newark, NJ 
07102. The purpose of this republica
tion is to complete the commodity de
scription as previously omitted.

MC 144122 (Sub-28TA), filed Sep
tember 27, 1978. Applicant: CAR
RETTA TR UCK ING , INC., Route 17 
North, South 160, Paramus, NJ 07662. 
Representative: Ronald N. Cobert, 
Suite 501, 1730 M  Street NW., Wash
ington, D.C. 20036. Authority sought 
to operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting: General commodities 
(except commodities in bulk), those of 
unusual value, household goods as de
fined by the Commission, Class A and 
B explosives, and commodities which 
require special' equipment), from the 
facilities of West Coast Shippers Asso
ciation, Inc., at Philadelphia, PA, to 
Los Angeles, San Francisco and 
Fresno, CA; Portland, OR; Seattle, 
W A; Amarillo, Houston, Dallas, Fort 
Worth and San Antonio, TX: Albu
querque, NM: Phoenix, AZ; Reno and 
Las Vegas, NV; Denver, CO; and Salt 
Lake City, UT. Restriction: The au
thority requested herein is to be re
stricted to traffic moving on the bills
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of lading of shipper’s associations, for 
180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days 
of operating authority. Supporting 
shippers): West Coast Shipper’s Asso
ciation, Inc., 2000 So’uth 71st Street, 
Philadelphia, PA  19142 (Robert Tan- 
nenbaum). Send protests to: Joel Mor
rows District Supervisor, Interstate 
Commerce Commission, 9 Clinton 
Street, Newark, NJ 07102.

MC 144122 (Sub-29TA), filed Octo
ber 12, 1978. Applicant: CARRETTA  
TRUCKING, INC., South 160, Route 
17 North, Paramus, NJ 07652., Repre
sentative: Charles J. Williams, Esq., 
1815 Front Street, Scotch Plains, NJ 
07076. Authority sought to operate as 
a common carrier, by motor vehicle, 
over irregular routes, transporting: 
Such commodities as are dealt in or 
used by a producer and distributor of 
paper and plastic products (except 
commodities in bulk) (1) from the fa
cilities utilized by Continental Groups 
Inc., at Ft. Worth, T X  to points in IL, 
and (2) from Shelbyville, IL  to points 
in NJ and NY, for 180 days. Support
ing shipper(s): Continental Group, 800 
E. Northwest Highway, Palatine, IL  
60067. Send protests to: District Su
pervisor Joel Morrows, Interstate 
Commerce Commission, 9 Clinton St., 
Newark, NJ 07102.

MC 144239 (Sub-4TA), filed Septem
ber 27, 1978. Applicant: J.L.T. CORP., 
233 Green Village Road, Green Vil
lage, NJ 07935. Representative: 
Charles J. Williams, 1815 Front Street, 
Scotch Plains, NJ 07076. Authority 
sought to operate as a contract carri
er, by motor vehicle, over irregular 
routes, transporting: Cheese (in- vehi
cles equipped with mechanical refrig
eration), from New Wilmington, PA, to- 
points in IL, IN, MD, MI, MN, NJ, NY, 
OH and W I; and (2) from Hay field, 
MN, to points in PA, MD, DE, DC, VA, 
CT, MA, RI, NY, and NJ, under a con
tinuing contract or contracts, with 
Valley Lea Dairies, Inc., for 180 days. 
Supporting shipper(s): Valley Lea 
Dairies, Inc., 54501 North Ironwood 
Road, South Bend, IN  46660. Send 
protests to: Joel Morrows District Su
pervisor, Interstate Commerce Com
mission, 9 Clinton Street, Newark, NJ 
07102.

MC 144315 (Sub-2TA), filed October 
18, 1978. Applicant: PO RT C ITY  
LEASING, INC., 602 20th Street 
North, Lewiston, ID 83501. Repre
sentative: Boyd Hartman, 10655 NE  
4th, Suite 210, Bellevue, W A  98004. 
Authority sought to operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting: 
Lumber, lumber products, particle 
board and millwork from points in 
Spokane, Stevens, and Asotin County, 
WA and Idaho, Clearwater, Lewis, Nez 
Perce, Latah, Kootenai, Benewah and

Bonner Counties, ID  to points in NV, 
for 180 days. Supporting shipper(s): 
Dale Daley Forest Products, Inc., P.O. 
Box 23246, Portland, OR 97223. Ben
nett Lumber Products, P.O. Box 49, 
Princeton, ID  83857. Hoff Building 
Supply, Inc., d.b.a. Western Forest 
Products, 711 E. Broadway, Meridian, 
ID  83642. Send protests to: High H. 
Chaffee, District Supervisor, Bureau 
of Operations, Interstate Commerce 
Commission, Room 858 Federal Build
ing, 915 Second Avenue, Seattle, W A  
98174.

MC 144759 (Sub-ITA), filed October 
16, 1978. Applicant: A IR  FREIGHT, 
INC., Terminal Box No. 2, Casper, W Y  
82602. Representative: Linda L. McIn
tosh (same as above). Authority 
sought to operate as a common carri
er, by motor vehicle, over irregular 
routes, transporting: General commod
ities having a prior or subsequent 
movement by air, between Natrona In
ternational Airport and Casper, W Y  
and its commercial zone, Glenrock, 
Douglas and Midwest, W Y  and their 
commercial zones, restricted to traffic 
having a prior or subsequent move
ment by air, for 180 days. Applicant 
has also filed an underlying ETA seek
ing up to 90 days of operating authori
ty. Supporting shippers): There are 
approximately (10) statements of sup
port attached to the application which 
may be examined at the Interstate 
Commerce Commission in Washing
ton, DC, or copies thereof which may 
be examined at the field office named' 
below. Send protests to: District Su
pervisor Paul A. Naughton, Interstate 
Commerce Commission, Room 105 
Federal Building and Court House, 111 
South Wolcott, Casper, W Y  82601.

MC 144793 (Sub-ITA), Filed October 
12, 1978. Applicant: R ICH AR D  PEL- 
LETIRE, d.b.a. PELLETIER  T R U C K 
ING, 8744 Avalon Street, Alta Loma, 
CA 91701. Representative; Richard 
Pelletier, 8744 Avalon St., Alta Loma, 
CA 91701. Authority sought to operate 
as a contract carrier, by motor vehicle, 
over irregular routes, transporting: 
Generators and motors, electric, mate
rials and supplies used in the manu
facture thereof, between the facilities 
of Reuland Electric Company at City 
of Industry, CA, on the one hand, and, 
on tffe other, Howell, MI, under a con
tinuing contract or contracts with 
Reuland Electric Co., for 180 days. Ap
plicant has also filed an underlying 
ETA seeking up to 90 days of operat
ing authority. Supporting shipper(s): 
Reuland Electric Co., 17969 E. Rail
road Ave., Industry, CA 91749. Send 
protests to: Irene Carlos, Transporta
tion Assistant, Interstate Commerce 
Commission, Rm. 1321 Federal Build
ing, 300 North Los Angeles St., Los An
geles CA 90012.

MC 145152 (Sub-9TA), filed October 
12, 1978. Applicant: B IG  THREE  
TR ANSPO R TATIO N , INC., P.O. Box 
706, Springfield, AR  72764. Repre
sentative: Don Garrison, 324 North 
Second St., Rogers, AR  72756. Author
ity sought to operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting: Plastic Film 
(except in bulk) in vehicles, equipped 
with mechanical refrigeration, from 
the facilities of Resinite Department, 
Division of Borden, Inc., at or near 
North Andover, MA; Griffin, GA; Illio- 
polis, IL; Carson, CA; North Bergen, 
NJ; Cockeysville, MD; Gloucester City, 
NJ; Charlotte, NC; Cleveland, OH; Elk 
Grove, IL; Tampa, FL; Oakland, CA; 
Seattle, W A; Dallas, TX; and, Minne
apolis, MN. To points in the United 
States (except A K  and HI), Restricted 
to the transportation of traffic origi
nating at the facilities of Resinite De
partment, Borden Chemical Division 
of Borden, Inc., for 180 days. Support
ing shipper(s): Borden Chemical, Div. 
of Borden, Inc., 1 Clark St., North An
dover, M A 01845. Send protests to: 
District Supervisor, William H. Land, 
Jr., 3108 Federal Office Building, 700 
West Capitol, Little Rock, AR  72201.

MC 145179 (Sub-2TA), filed October
12, 1978. Applicant: J &  J CONTRACT  
CARRIER, INC., 60 South State 
Avenue, Indianapolis, IN  46201. Repre
sentative: Donald W. Smith, P.O. Box 
40659, Indianapolis, IN  46240. Authori
ty sought to operate as a contract car
rier, by motor vehicle, over irregular 
routes, transporting: Such merchan
dise as is dealt in by wholesale, retail, 
and food business houses and in con
nection therewith, equipment, materi
als, and supplies used in conduct of 
such business (except commodities in 
bulk) in vehicles equipped with me
chanical refrigeration, from the facili
ties of The Kroger Co., at Cincinnati, 
and Columbus, OH on the one hand, 
and on the other points and places in 
AR, GA, IL, IN, K Y , MI, MO, PA  
(west of U.S. highway 219), TN, TX, 
VA, WV. Restriction: restricted to 
service to be performed under a con
tinuing contract or contracts with The 
Kroger Co., for 180 days. Applicant 
has also filed an underlying ETA seek
ing up to 90 days of operating authori
ty. Supporting shipper(s): The Kroger 
Co., 1014 Vine St., Cincinnati, OH  
45201. Send protests to: Beverly J. 
Williams, Transportation Assistant, 
Interstate Commerce Commission, 
Federal Bldg. &  U.S. Courthouse, 46 
East Ohio St., Rm. 429, Indianapolis, 
IN  46204.

MC 145339 (Sub-2TA), filed October
13, 1978. Applicant: NEBR ASK A  
BEEF EXPRESS, INC., 5521 South 
91st Street, Omaha, NE 68127. Repre
sentative: Kenneth P. Weiner, 408 Ex
ecutive Building, Omaha, NE 68102.
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Authority sought to operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting: 
Meats, meat products and meat by
products and articles distributed by 
meat packinghouses, as described in 
sections A  and C of Appendix I to the 
report in Descriptions in Motor Carri
er Certificates 61 MCC 209 and 766 
(except hides and commodities in 
bulk) frorfi Omaha, NE and points in 
IA  to points in NC, SC, FL, T X  and 
Kenosha and Cudahy, W I; and Chica
go, IL and their commercial zones, re
stricted to traffic originating in 
Omaha, NE and its commercial zone. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operat
ing authority. Supporting shipper(s): 
Lynn Plambeck, Sales Manager, Mis
souri Valley Poods, Inc., 11414 W. 
Center Road, Omaha, NE. Send pro
tests to: Carroll_ Russell, District Su
pervisor, Interstate Commerce Com
mission, Suite 620, 110 No. 14th St., 
Omaha, NE 68102.

MC 145385TA, filed September 22, 
1978. Applicant: SHADE TR ANSPO R 
T A T IO N  SYSTEMS, INC., 800 Heri
tage Road, DePere, W I. 54115. Repre
sentative: David V. Purcell, 111 E. Wis
consin Avenue, Milwaukee, WI. 53202. 
Authority sought to operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting: 
Paper forms and printing paper other 
than newsprint, and materials, equip
ment and supplies used in the manu
facture or distribution of paper forms 
and printing paper other than news
print (except commodities in bulk), be
tween DePere, WI., on the one hand, 
and, on the other, points in IL, IN, IA, 
KS, K Y, MI, MN, NY, NC, OH, PA  
and VA; and (2) Prom DePere, W I, to 
Phoenix and Tucson, AZ; Boca Raton, 
FL; Scoville, ID; Oklahoma City and 
Tulsa, OK; Ogden and Salt Lake City, 
UT; Essex Junction, VT, and points in 
AR, GA, CO, CN, DE, DC, GA, MD, 
MA, MO, NE, NJ, T X  and WA; and (3) 
from Courtland, AL; Ashdown, AR; 
Bastrop, LA; Jay, ME, and points in 
TN, to DePere, W I, for 180 days. Ap
plicant has also filed an underlying 
ETA seeking up to 90 days of operat
ing authority. Supporting shipper(s): 
Shade Information Systems, Inc., P.O. 
Box 730, Green Bay, W I. 54305. Send 
protests to: Gail Daugherty Transpor
tation Assistant, Interstate Commerce 
Commission, Bureau of Operations, 
U.S. Federal Building &  Courthouse, 
517 East Wisconsin Avenue, Room 619, 
Milwaukee, W I 53202.

MC 145500TA, filed October 17, 
1978. Applicant: EAST TEXAS CAR
TAG E  COM PANY, 3300 West Front 
Street, P.O. Box 7225, Tyler, TX  
75711. Representative: Harry F. 
Horak, Suite 115, 5001 Brentwood 
Stair Road, Fort Worth, T X  76112.

Authority sought to operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting: 
General commodities having a prior or 
subsequent movement by air, except 
those of unusual value, equipment, 
household goods, and those injurious 
or contaminating to other lading, be
tween the D FW  Airport located in the 
Dallas-Forth Worth, T X  commercial 
zone, on the one hand, and, on the 
other, points in Smith, Rusk, Chero
kee, Anderson, Henderson, Van Zandt, 
Wood, Upshur, Morris, Camp, Titus, 
Harrison, and Gregg Counties, TX, for 
180 days. Supporting shipper(s): There 
are approximately 9 statements of 
support attached to the application 
which may be examined at the Inter
state Commerce Commission in Wash
ington, DC, or copies thereof which 
may be examined at the filed office 
named below. Send protests to: Opal 
M. Jpnes, Transportation Assistant, 
Interstate Commerce Commission, 
1100 Commerce St., Room 13C12, 
Dallas, T X  75242.

MC 145531TA, filed October 11, 
1978. Applicant: R APID  TRANSFER, 
INC., 8726-25th Ave. NW., Seattle, W A  
98117. Representative: George R. La- 
Bissoniere, 1100 Norton Bldg., Seattle, 
W A  98104. Authority sought to oper
ate as a commojn carrier, by motor ve
hicle, over irregular routes, transport
ing: General commodities (except in 
bulk, household goods as defined by 
the Commission, articles of unusual 
value, articles, which, because of their 
size or weight require the use of spe
cial equipment and livestock), between 
points in the Seattle, W A  Commercial 
Zone, restricted to traffic having a 
subsequent or prior movement by 
water, for 180 days. Supporting 
shipper(s): There are approximately 9 
statements of support attached to the 
application which may be examined at 
the Interstate Commerce Commission 
in Washington, DC, or copies thereof 
which may be examined at the filed 
office named below. Send protests to: 
Hugh H. Chaffee, District Supervisor, 
Bureau of Operations, I.C.C. 858 Fed
eral Bldg., Seattle, W A  98174.

MC 145536TA, filed October 16, 
1978. Applicant: LA R R Y  H ENDER
SON, West Railroad Street, Pelham, 
G A  31779. Representative: Larry Hen
derson (Same as above). Authority 
sought to operate as a contract carri
er, by motor vehicle, over regular 
routes, transporting: Bagged and bulk 
fertilizer from the facilities of Pelham  
Phosphate Company, Pelham, G A  to 
points in AL and FL, under a continu
ing contract or contracts with Pelham  
Phosphate Co., for 180 days. Support
ing shipper(s): Pelham Phosphate Co., 
P.O. Box 468, Pelham, G A  31779. Send 
protests to: District Supervisor G. H. 
Fauss, Jr., Interstate Commerce Com

mission, Bureau of Operations, Box 
35008, 400 W. Bay Street, Jacksonville, 
FL 32202.

MC 145538TA, filed October 16, 
1978. Applicant: J. D. VICKERS  
TR U C K IN G , INC., P.O. Box 1201, 
North Wilkesboro, NC 28659. Repre
sentative: J. D. Vickers, 1090 Fairchild 
Road, Winston-Salem, NC 27105. Au
thority sought to operate as a common 
carrier, by motor vehicle, over irregu
lar routes, transporting: Dry fertilizer 
and dry fertilizer materials in bags 
and bulk from Winston-Salem, NC to 
Campbell, Patrick, Henry, Pittsyl
vania, Mecklenburg, Franklin, Carroll, 
Grayson, Floyd, Brunswick, Roanoke 
and Halifax Counties, VA, for 180 
days. Applicant has also filed an un
derlying ETA seeking up to 90 days of 
operating authority. Supporting 
shipper(s): International Minerals and 
Chemicals, P.O. Box 4145, Winston- 
Salem, NC 27105. Send protests to: 
District Supervisor Terrell Price, 800 
Briar Creek Road, Room C-C516, Mart 
Office Building, Charlotte, NC 28205.

M C 145540TA, filed October 12, 
1978. Applicant: V ILLAG E  MOTORS  
OF C ATTAR AUG US COUNTY, INC., 
730 East State St., Olean, N Y  14760. 
Representative: S. Michael Richards/ 
Raymond A. Richards, P.O. Box 225, 
Webster, N Y  14580. Authority sought 
to operate as a contract carrier, by 
motor vehicle, over irregular routes, 
transporting: Battery chargers rectifi
ers, transformers and materials, parts, 
supplies and equipment used in the 
manufacture thereof, between Cuba, 
NY, Lumberton, NC  and Salt Lake 
City, UT, and between Allegany, NY  
and Salt Lake City, UT, under a con
tinuing contract or contracts with 
Acme Electric Corp., for 180 days. Ap
plicant has also filed an underlying 
ETA seeking up to 90 days. Supporting 
shipper(s): Acme Electric Corp., 20 
Water Street, Cuba, NY . Send protests 
to: Interstate Commerce Commission, 
910 Federal Bldg., I l l  W . Huron St., 
Buffalo, N Y  14202.

MC 145544TA, filed October 12, 
1978. Applicant: W  & M., INC., P.O. 
Box 2237, East Chicago, IN  46312. 
Representative: Samuel Ruff, 2109 
Broadway, East Chicago, IN  46312. Au
thority sought to operate as a contract 
carrier, by motor vehicle, over irregu
lar routes, transporting: Air pollution 
equipment, . materials, and supplies 
used in the manufacture, of air pollu
tion equipment for the account of 
Flex-Kleen Corp. between Chicago, IL 
and Libertyville, IL, on the one hand 
and on the other points in the United 
States over irregular routes. Restrict
ed to transportation for Flex-Kleen 
Corp, under a continuing contract or 
contracts with Flex-Kleen Corp., for 
180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days
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r
of operating authority. Supporting 
shipper(s): Roger Selby, General 
Manger of Material Control &  Ship
ping Flex-Kleen Corp., 222 South Riv
erside Plaza, Chicago, IL  60606. Send 
Protests to: Lois Stahl, Transportation 
Assistant, Interstate Commerce Com
mission, 219 South Dearborn St., Rm. 
1386, Chicago, IL 60604.

MC 145545TA, filed October 16, 
1978. Applicant: CENTUR Y  REEFER  
SERVICE, INC., 8 Main Street, Salis
bury, M A 01950. Representative: Ches
ter A. Zyblut, 366 Executive Building, 
1030 15th Street, NW „ Washington, 
DC 20005. Authority sought to operate 
as a common-carrier, by motor vehicle, 
over irregular routes, transporting: 
Plastic, steel and wire spoke tired 
wheels from Seabrook, NH, to Dothan 
'and Union Springs, AL; Compton and 
North Hollywood, CA; Denver, CO; 
Freeport and Chicago, IL; Columbus, 
Seymour, and South Bend, IN; Gard
ner and Westfield, MA; St. Louis, MO; 
Englewood, Pennsauken, and Blen
heim, NJ; Orangeburg and Rochester, 
NY; Tarboro, NC; Celina, OH; Bed
ford, PA; and Delavan, Janesville and 
Milwaukee, W I and their respective 
commerical zones, for 180 days. Appli
cant has also filed an underlying ETTA 
seeking up to 90 days of operating au
thority. Supporting shippers): 
Spherex, Inc., Walton Road, P.O. Box 
530, Seabrook, NH  03874. Send pro
tests to: Max Gorenstein, District Su
pervisor, Bureau of Operations, Inter
state Commerce Commission, Room 
501, 150 Causeway Street, Boston, M A  
02114.

MC 145571TA, filed October 18, 
1978. Applicant: RALPH  AARON, 
JAMES BAR TH O LO M EW  &  A U B R Y  
W ILLIS dba A B W  T R U C K IN G  COM 
PANY, Box 113, Scotts Hill, T N  38374. 
Representative: Mr. Roland M. Lowell, 
618 United American Bank Building, 
Nashville, TN  37219. Authority sought 
to operate as a contract carrier, by 
motor vehicle, over irregular routes, 
transporting: Rock, sand, gravel and 
base materials from Hardin County, 
TN to the Yellow Creek Nuclear Plant 
in Tishomingo County, MS, under a 
continuing contract or contracts with 
Clyde Owens Sand and Gravel, Inc., 
for 180 days. Applicant has also filed 
an underlying ETA seeking up to 90 
days of operating authority. Support
ing shipper(s): Clyde Owens Sand and 
Gravel, Inc., P.O. Box 190, Collierville, 
TN 38017. Send protests to: M f. Floyd 
A. Johnson, Distric Supervisor, Inter
state Commerce Commission, 100 
North Main Building—Suite 2006, 100 
North Main Street, Memphis, T N  
38103.

MC 145579TA, filed October 18, 
1978. Applicant: D. IR V IN  TR ANS
PORT LIM ITED, 3020-52nd Street, 
SE., Calgary, AB, Canada T2G 2A7.

Representative: Charles E. Johnson, 
P.O. Box 1982, Bismarck, ND  58501. 
Authority - sought to operate as a 
common carrier, by motor vehicle, 
over irregular routes, transporting: 
Lumber and wood products from ports 
of entry on the International Bound
ary line between the U.S. and Canada 
located in ND  and M T to points in
MN, W I, ND, SD, KS, NE, IL, IN, MI,
MO, AK, OK, AL, TX, IA, OH, K Y, 
G A  and TN; restricted to traffic origi
nating in AB and BC, Canada, for 180 
days. Supporting shipper(s): P. A. 
Tindle, VP, Ralph S. Plant, Ltd., P.O. 
Box 2089, MPO, Vancouver, BC, 
Canada V6B 3T2. Send protests to: 
District Supervisor Pauli J. Labane, 
Interstate Commerce Commission, 
2602 First Avenue North, Billings, M T  
59101.

M C 145586TA, filed October 18, 
1978. Applicant: DO NALD  M. 
M A U LD IN G  &  D IC K  M. M A U LD IN G  
dba M A U LD IN G  BROS. TR U C K IN G , 
204 Cincinnati, Box 181, Greenup, IL  
62428. Representative: Robert T. 
Lawley, Attorney, 300 Reisch Building, 
Springfield, IL  62701. Authority 
sought to operate as a contract carri
er, by motor vehicle, over irregular 
routes, transporting: Concrete slats, 
for the account of Brim Slats, Inc., 
from Casey and Roanoke, IL  to points 
in IN, IA, K Y , MO, OH, TN  and W I, 
under a continuing contract or con
tracts with Brim Slats, Inc., for 180 
days. Applicant has also filed an un
derlying ETA seeking up to 90 days of 
operating authority. Supporting 
shipper(s): Jeffrey J. Brim, Mgr., Brim  
Slats, Inc., Box 65, Casey, IL. Send 
protests to: Charles D. Little, District 
Supervisor, Interstate Commerce Com
mission, 414 Leland Office Building, 
527 East Capitol Avenue, Springfield, 
IL  62701.

P assenger  Car r ie r s

M C 109736 (Sub-43TA), filed Sep
tember 22, 1978. Applicant: CAPITOL  
BUS COM PANY, d/b/a CAPITO L  
TR AILW AYS, 1061 South Cameron 
Street, Harrisburg, PA  17104. Repre
sentative: S. Berne Smith, 100 Pine 
Street, P.O. Box 1166, Harrisburg, PA  
17108. Authority sought to operate as 
a common carrier, by motor vehicle, 
over regular routes, transporting: Pas
sengers and their baggage, and express 
and newspapers in the same vehicle 
with passengers, (1) Between Balti
more, MD, and Washington, DC, serv
ing Baltimore for purpose of joinder 
only, and serving 'no intermediate 
points except the junction M D  High
way 46 and the Baltimore-Washington 
Parkway for purposes of joinder only, 
from Baltimore over M D  Highway 3 
and Baltimore-Washington Parkway 
to junction U.S. Highway 50, then over 
U.S. Highway 50 to Washington, and 
return over the same route, (2) Be

tween the junction of M D  Highway 46 
and the Baltimore-Washington Park
way and Baltimore-Washington Inter
national Airport, serving no intermedi
ate points, and restricted to traffic 
moving to or from points north of Bal
timore, MD, and serving the junction 
of M D  Highway 46 and the Baltimore- 
Washington Parkway for purposes of 
joinder only, from the junction of M D  
Highway 46 and the Baltimore-Wash
ington Parkway over M D  Highway 46 
to the Baltimore-Washington Interna
tional Airport, and return over the 
same route, for 180 days. Applicant 
has also filed an underlying ETA seek
ing up to 90 days of operating authori
ty. Supporting shipper(s): There are 
approximately (6) statements of sup
port attached to this application 
which may be examined at the Inter
state Commerce Commission in Wash
ington, DC, or copies thereof which 
may be examined at the field office 
named below. Send protests to: 
Charles F. Myers District Supervisor, 
P.O. Box 809, Federal Square Station, 
Harrisburg, PA  17108.

MC 145535TA, filed October 11, 
1978. Applicant: JACK BISCEGLIA  
AN D  ANNETTE  BISCEGLIA  dba 
FR O N T  R AN G E  A IR PO R T L IM O U 
SINE SERVICE—a partnership, 4640 
East County Road 66, Wellington, CO  
80549. Representative: Roy Witt- 
struck, Manges, and Wittstruck, Attor
neys at Law, 315 Canyon Ave., Fort 
Collins, CO 80521. Authority sought to 
operate as a common carrier, by motor 
vehicle, over regular routes, transport
ing: Passengers, passenger baggage and 
non-passenger baggage from Chey
enne, W Y  to Stapleton International 
Airport, Denver, CO; Non-passenger 
baggage and parcels from Fort Collins, 
Windsor, Greeley, and Loveland, CO 
to Stapleton International Airport, 
Denver, CO. (Cheyenne, W Y  to Sta
pleton International Airport, Denver, 
CO, via 1-25; stops Fort Collins, CO; 
Loveland at junction of U.S. 34 and I- 
25; junction of U.S. 119 and 1-25; 
Windsor CO, via Colorado 392; to 
Greeley via’ Colorado 392 and U.S. 85; 
Greeley to junction U.S. 34 and 1-25 
via U.S. 34), for 180 days. Supporting 
shipper(s): Teledyne Water Pik, 1730 
E. Prospect, Fort Collins, CO 80521. 
Woodward Governor Co., P.O. Box 
1519, 1000 E. Drake Road, Fort Col
lins, CO 80525. Send protests to: Dis
trict Supervisor, Roger L. Buchanan, 
Interstate Commerce Commission, 492 
U.S. Customs House, 721 19th St., 
Denver, CO 80202.

By the Commission.
H. G. H o m m e , Jr., 

Acting Secretary.
[FR  Doc. 78-33170 Filed 11-27-78; 8:45 am]
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[7035-01-M ]

[Notice No. 2221

MOTOR CARRIER TEMPORARY AUTHORITY 
APPLICATIONS

N ovember 20, 1978.
The following are notices of filing of 

applications for temporary authority 
under Section 210a(a) of the Inter
state Commerce Act provided for 
under the provisions of 49 CFR 1131.3. 
These rules provide that an original 
and six (6) copies of protests to an ap
plication may be filed with the field 
official named in the F ederal R egis
ter  publication no later than the 15th 
calendar day after the date the notice 
of the filing of the application is pub
lished in the F ederal R e g ister . One 
copy of the protest must be served on 
the applicant, or its authorized repre
sentative, if any, and the protestant 
must certify that such service has 
been made. The protest must identify 
the operating authority upon which it 
is predicated, specifying the "M C ” 
docket and “Sub” number and quoting 
the particular portion of authority 
upon which it relies. Also, the protes
tant shall specify the service it can 
and will provide and the amount and 
type of equipment it will make availa
ble for use in connection with the serv
ice contemplated by the TA  applica
tion. The weight accorded a protest 
shall be governed by the completeness 
and pertinence of the protestant’s in
formation.

Except as otherwise specifically 
noted, each applicant states that there 
will be no significant effect on the 
quality of the human environment re
sulting from approval of its applica
tion.

A copy of the application is on file, 
and can be examined at the Office of 
the Secretary, Interstate Commerce 
Commission, Washington, D.C., and 
also in the ICC Field Office to which 
protests are to be transmitted.

Note.—A ll applications seek authority to 
operate as a common carrier over irregular 
routes except as otherwise noted.

M otor  C ar r ier s  of P r o pe r ty

MC 13569 (Sub-43TA), filed October 
20, 1978. Applicant: THE LAKE
SHORE M O TO R FR E IG H T  COM PA
NY, INC., 1200 South State St., 
Girard, OH 44420. Representative: 
John P. Tynan, Esq., 167 Fairfield Rd., 
P.O. Box 1409, Fairfield, NJ 07006. 
Such commodities as are dealt in by 
grocery and food business houses. 
From the facilities of The General 
Foods Corporation located at Blue 
Ash, OH, to points in the State of WV, 
for 180 days. An underlying ETA seeks 
90 days authority. Supporting 
shipper(s): General Foods Corp., 250 
North St., White Plains, N Y  10625. 
Send protests to: Mary W ehnei Dis

trict Supervisor, 731 Federal Bldg., 
1249 East Ninth St., Cleveland, OH  
44199.

MC 22509 (Sub-IOTA), filed October
19, 1978. Applicant: M ISSO U R I-N E 
BR ASK A EXPRESS, INC., 5310 St. 
Joseph Avenue, St Joseph, M O 64505. 
Representative: E. Wayne Farmer, 3rd 
Floor, 900 Walnut St., Kansas City, 
MO 64106. Glass containers and clo
sures therefor, from plantsite of Ball 
Corporation in Mundelein, IL to Man
hattan, Kansas, and other points and 
places in KS and M O execpt Kansas 
City, KS, for 180 days. An underlying 
ETA seeks 90 days authority. Support
ing shipper(s): Ball Corp., 345 So. High 
St., Muncie, IN  47302. Send protests 
to: Vernon V. Coble, District Supervi
sor, 600 Federal Building, 911 Walnut 
St., Kansas City, M O 64106.

MC 29079 (Sub-96TA), filed October
20, 1978. Applicant: BR AD A M ILLER  
FR EIG H T  SYSTEM , INC., P.O. Box 
935, 1210 South Union St., Kokomo, 
IN  46901. Representative: Richard H. 
Streeter, 1729 H Street, NW , Washing
ton, D C  20006. Auto body parts, From 
Greencastle, IN, to Wixom and De
troit, MI, for 180 days. Supporting 
shipper(s): Greencastle Mfg. Co., Divi
sion of The Lobdell-Emery Mfg., P.O. 
Box 508, Greencastle, IN  46135. Send 
protests to: J. H. Gray, District Super
visor, 343 West Wayne St., Suite 113 , 
Fort Wayne, IN  46802.

M C 37327 (Sub-11TA), filed October 
20, 1978. Applicant: PENN  EM PIRE  
TRANSPORT, INC., P.O. Box 517, 
Livingston Avenue, Jamestown, N Y  
14701. Representative: Ronald W. 
Malin and Kenneth T. Johnson, Bank
ers Trust Building, Jamestown, N Y  
14701. (1) New furniture, from points 
in Chautauqua and Cattaraugus Coun
ties, N Y  to points in OH, M I and IN; 
and (2) Voting machines, uncrated 
and accessories between OH, MI, IL  
and IN, on the one hand, and James
town, NY, on the other, for 180 days. 
Supporting shippers): Monitor Furni
ture Co., Inc., 92 Steele Street, James
town, N Y  14701. Fancher Furniture 
Co., Inc., 100 Rochester Street, Sala
manca, N Y  14779. AVM  Corporation, 
P.O. Box 1000, Jamestown, N Y  14701. 
Send protests to: ICC District Supervi
sor, 910 Federal Building, 111 West 
Huron Street, Buffalo, N Y  14202.

MC 55709 (Sub-5TA), filed October 
20, 1978. Applicant: A N D IN G  T R A N 
SIT, INC., P.O. Box 112, Arena, W I 
53503. Representatives: James A/Spie- 
gel, Olde Towne Office Park, 6425 
Odana Road, Madison, W I 53719. (1) 
Yogurt, and (2) materials, equipment 
and supplies used in the manufacture 

I of yogurt, (1) from the facilities of Elm 
Grove Dairy Company at Richland 
Center, W I, to the facilities of Jewel 
Companys, Inc. at Melrose Park, IL, 
and (2) from points in IL north of

Hwy. 1-80 to Richland Center, W I, for 
180 days. An underlying ETA seeks 90 
days authority. Supporting shippers): 
Elm Grove Milk Company, Inc., P.O. 
Box 390, Richland Center, W I 53581. 
Send protests to: District Supervisor, 
Ronald A. Morkén, 212 East Washing
ton Avenue, Rm. 317, Madison, W I 
53703.

MC 55709 (Sub-6TA), filed October 
20, 1978. Applicant: A N D IN G  TR AN 
SIT, INC., P.O. Box 112, Arena, WI 
53503. Representative: James A. Spie
gel, Olde Towne Office Park, 6425 
Odana Road, Madison, W I 53719 
Butter, from points in W I to Browér- 
ville, Faribault, Minneapolis, Moun
tain Lake, New Ulm, and St. Paul, MN, 
for 180 days. An underlying ETA seeks 
90 days authority Supporting 
shipper(s): Burt Lewis, Inc., 1301 West 
22nd St., Oak Brook, IL 60521. Send 
protests to: District Supervisor, 
Ronald A. Morken, 212 East Washing
ton Ave., Rm. 317, Madison W I 53703

MC 63387 (Sub-6TA), filed October
18, 1978. Applicant: STANLEY STAN
LEY d.b.a. ACME EXPRESS, 607 Fre- 
linghuysen Avenue, Newark, NJ 07114 
Representative: Thomas F, X, Foley, 
Esq., State Highway 34, Colts neck, NJ 
07722. Cold finished steel bars, from

. the plantsite of Wyckoff Steel Divi 
sion of Ampco-Pittsburgh Corporation 
at Newark, NJ to Baltimore. MD, for 
180 days. An underlying ETA seeks 90 
days authority. Supporting shippers) 
Wycoff-Steel Division, Ampco-Pitts
burgh Corp., 722 Frelinghuysen Ave., 
Newark, NJ 07114. Send protests to 
District Supervisor, Joel Morrows, 9 
Clinton St., Newark, NJ 07102.

MC 71902 (Sub-95TA), filed October
19, 1978. Applicant: UN ITED  TRANS
PORTS, INC., 4900 N. Santa Fe 
Avenue, P.O. Box 18547, Oklahoma 
City, O K  73154. Representative: Eric 
L. Spitler, 4900 N. Santa Fe, P.O. Box 
18547, Oklahoma City, O K  73154. New 
motor vehicles (except motor homes, 
trailers, agricultural and industrial 
tractors, and attachments for trailers 
and agricultural and industrial trac
tors), in secondary movements, in 
truckaway and driveaway service, re
stricted to the transportation of ship
ments having an immediately prior 
movement by rail or motor carrier, 
from New Orleans, LA to points in 
MS, for 180 days. Supporting 
shipper(s): Chrysler Corp., P.O. Box 
1976, Detroit, M I 48231. J3end protests 
tofConnie Stanley," Trans. Assistant 
Rm. 240 Old Post Office &  Court 
House Bldg., 215 N W  3rd, Oklahoma 
City, O K  73102.

MC 82063 (Sub-93TA), filed October 
19, 1978. Applicant: KLIPSCH HAUL
IN G  CO., 10795 Watson Rd., Sunset 
Hills, M O 63127. Representative: W. E. 
Klipsch (same address as applicant ). 
Liquid chemicals, in bulk, in rubber-
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lined tank vehicles, between Eldorado, 
AR and Gulfport, MS, for 180 days. 
Suporting shipper(s): Velsicol Chemi
cal Corp., 341 E. Ohio St., Chicago, IL  
60611. Send protests to: District Su
pervisor, P. E. Binder, Rm. 1465, 210
N. 12th St., St. Louis, M O 63101.

MC 106398 (Sub-846TA), filed Octo
ber 19, 1978. Applicant: NATIO N AL  
TRAILER CONVOY, INC., 525 South 
Main, P.O. Box 3329, Tulsa, O K  74103. 
Representative: Irvin Tull, 525 South 
Main, P.O. Box 3329, Tulsa, O K  74103. 
Buildings, complete, knocked down or 
in sections, from the facilities of 
Kirby Building Systems in Houston, 
TX to points in AZ, CA, CO, LA, OK, 
OR, W A  & W Y, for 180 days. An un
derlying ETA seeks 90 days authority. 
Supporting shipper(s): Kirby Building 
Systems, 7101 Renwick, P.O. Box 
36425, Houston, T X  77036. Send pro
tests to: Connie Stanley, Trans. Assist
ant, Rm. 240, Old Post Office & Court 
House Bldg., 215 N W  3rd, Oklahoma 
City, O K  73102.

MC 107496 (Sub-1170TA), filed Octo
ber 20, 1978. Applicant: R U AN
TRANSPORT CORPORATION, 666 
Grand Avenue, Des Moines, IA  50309. 
Representative: E. Check (Same as ap
plicant). Aluminum sulfate (alum) in 
bulk, in tank vehicles, from Denver, 
CO to Amarillo, TX, for 180 days. Sup
porting shipper(s): Allied Chemical 
Corp., P.O. Box 1139R, Morristown, 
NJ 07960. Send protests to: Herbert W. 
Allen, District Supervisor, 518 Federal 
Building, Des Moines, IA  50309.

MC 109593 (Sub-5TA), filed October 
12, 1978. Applicant: H. R. H ILL d.b.a.
H. R. H ILL T R U C K IN G  COM PANY, 
Box 875, 2007 West Shawnee, Musko
gee, OK  74401. Representative: Max 
G. Morgan, 223 Ciudad Building, Okla
homa City, O K  73112. Authority 
sought to operate as a contract carri
er, by motor vehicle, over irregular 
routes, transporting: (1) Carbonated 
beverages from the facilities of Shasta 
Beverages, at or near Houston, T X  to 
points in O K  and from the facilities of 
Shasta Beverages, at or near Lenexa, 
KS to points in OK, that on and north 
of 1-20 and on and west of 1-35, that 
part of AR on and west of U.S. Hwy 
’71; and (2) Equipment, materials, and 
supplies used in the processing and 
distribution of carbonated beverages 
(except commodities which because of 
size and weight require special equip
ment) from points in O K  to the facili
ties of Shasta Beverages at or near 
Houston, T X  and from points in OK  
those in that part of T X  on and north 
of 1-20 and on and west of 1-35, and 
that part of AR  on and west of U.S. 
Hwy 71 to the plantsite of Shasta Bev
erages at or near Lenexa, KS, under a 
continuing contract or contracts with 
Shasta Beverages, for 180 d&ys. Sup
porting shipper(s): Shasta Beverages,

26901 Industrial Blvd., Hayward, CA  
94545. Send protests to: Connie Stan
ley, Trans. Assistant, Rm. 240 Old 
Post Office & Court House Bldg., 215 
N W  3rd, Oklahoma City, O K  73102.

MC 112962 (Sub-12TA), filed Octo
ber 19, 1978. Applicant: CRUPPER  
TR ANSPO R T CO., INC., 25 South 
Third, Kansas City, K S  66118. Repre
sentative: Tom B. Kretsinger, Esq;, 
Kretsinger &  Kretsinger, 20 East 
Franklin, Liberty, M O 64068. Iron and 
steel forms, conveyors and construc
tion materials, equipment and sup
plies, between Kansas City, KS and 
points in CO, IA, IL, LA, MO, NE, OK, 
and W Y . This is a non-radial applica
tion. Restricted to transportation for 
the account of Midwest Conveyor Co., 
Inc., for 180 days. An underlying ETA  
seeks 90 days authority. Supporting 
shipper(s): Mid-West Conveyor Co., 
Inc., 450 E. Donovan Road, Kansas 
City, K S 66115. Send protests to: 
Vernon V. Coble, District Supervisor,
I.C.C., 600 Federal Building, 911
Walnut St., Kansas City, M O 64106.

MC 114334 (Sub-40TA), filed Octo
ber 20, 1978. Applicant: BU ILDERS  
TR AN SPO R TAT IO N  COM PANY, 
3710 Tulane Road, Memphis, TN  
38116. Representative: Mr. Dale Woo
dall, 900 Memphis Bank Building, 
Memphis, T N  38103. Iron and steel 
and iron and steel articles from Mem
phis, T N  to a power plant construction 
site located 10 miles west of Princeton, 
IN  on Indiana Highway 64, for 180 
days. Ah underlying ETA seeks 90 
days authority. Supporting shipper(s): 
Armco Steel Inc., 1969 Harbor Ave., 
Memphis, T N  38113. Send protests to: 
Mr. Floyd A. Johnson, District Super
visor, 100 North Main Building, Suite 
2006, 100 North Main St., Memphis, 
TN  38103.

M C 114569 (Sub-253TA), filed Octo
ber 20, 1978. Applicant: SHAFFER  
TR U C K IN G , INC., P.O. Box 418, New 
Kingstown, PA  17072. Representative:
N. L. Cummins (same as above). Heat
ing and air-conditioning equipment 
and parts and accessories therefor 
(except commodities the transporta
tion of which because of size or weight 
requires the use of special equipment) 
from Nashville, T N  to points in IL, IN, 
OH, MI, MD, NJ, NY , and PA, for 180 
days. An underlying ETA seeks 90 
days authority. Supporting shipper(s): 
Heil Quaker Corp., 1717 Heil Quaker 
Boulevard, La Vergne, T N  37086. Send 
protests to: Charles F. Myers, District 
Supervisor, P.O. Box 869, Federal 
Square Station, 228 Walnut Street, 
Harrisburg, PA  17108.

M C 114569 (Sub-254TA), filed Octo
ber 20, 1978. Applicant: SHAFFER  
TR U C K IN G , INC., P.O. Box 418, New  
Kingstown, PA  17072. Representative: 
N. L. Cummins (same as above). (1) 
Foodstuffs, canned or bottled (except

frozen foods and commodities in bulk, 
in tank vehicles) from the facilities of 
Wm. Underwood Co., at or near Han
nibal, M O to Great Falls, MT, Los An
geles, Milpitas, and San Jose, CA; 
Phoenix, AZ; Portland, OR; Salt Lake 
City, UT; Seattle, W A; El Paso, TX; 
and Denver, CO, and (2) Equipment, 
supplies, and parts utilized in manu
facturing and sale of foodstuffs, 
canned or bottted from Marion, AL to 
the facilities of Wm. Underwood Co., 
at or near Hannibal, M O restricted to 
traffic originating at or destined to the 
facilities of Wm. Underwood Co., at or > 
near Hannibal, MO, for 180 days. An 
underlying ETA seeks 90 days authori
ty. Supporting shipper(s): Wm. Under
wood Co., One Red Devil Lane, 
Westwood, M A  02090. Send protests 
to: Charles F. Myers, District Supervi
sor, P.O. Box 869, Federal Square Sta
tion, 228 Walnut Street, Harrisburg, 
PA 17108.

M C 118142 (Sub-187TA), filed Octo
ber 20, 1978. Applicant: M.
BR UENG ER  &  CO., INC., 6250 North 
Broadway, Wichita, K S  67219. Repre
sentative: Lester C. Arvin, 814 Century 
Plaza Bldg., Wichita, K S 67202. Meat, 
meat products and meat by-products, 
from facilities of Riverland Food Cor
poration, Gonzales, LA, to IL, IN, M N  
& W I, for 180 days. An underlying 
ETA seeks 90 days authority. Support
ing shipper(s): Riverland Fbod Corp., 
P.O. Box 68, Gonzales, LA  70737. Send 
protests to: M. E. Taylor, District Su
pervisor, 101 Litwin Bldg., Wichita, KS  
67202.

M C 119493 <Sub-237TA), filed Octo
ber 20, 1978. Applicant: M O NK EM  
CO M PANY, INC., West 20th Street 
Road, P.O. Box 1196, Joplin, M O  
64801. Representative: Thomas D. 
Boone (same as applicant). Flour 
(except in bulk), from IL  and IN  to 
AL, AR, FL, GA, LA, MS, NC, SC, TX, 
for 180 days. An underlying ETA seeks 
90 days authority. Supporting 
shipper(s): Gilbert Jackson Co., Inc., 
Kansas City, MO. Send protests to: 
District Supervisor, John V. Barry, 
Rm. 600, 911 Walnut, Kansas City, 
M O 64106.

M C 121509 (Sub-IOTA), filed Octo
ber 19, 1978.- Applicant: D AUFELDT  
TRANSPORT, INC., 618 Clay Street, 
Muscatine, IA  52761. Representative: 
William L. Fairbank, 1980 Financial 
Center, Des Moines, IA  50309. Liquid 
feed, in bulk, from Olin, IA  to points in 
IL, MN, MO, and W I, for 180 days. An 
underlying ETA seeks 90 days authori
ty. Supporting shipper(s): Ralston 
Purina Company, Checkerboard 
Square 11T, St. Louis, MO. Send pro
tests to: Herbert W . Allen, District Su
pervisor, I.C.C., 518 Federal Building, 
Des Moines, IA  50309.

M C 123407 (Sub-504TA), filed Octo
ber 12, 1978. Applicant: SAW YER
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TRANSPORT, INC., South Haven 
Square, U.S. Highway 6, Valparaiso, 
IN  46383. Representative: H. E. Miller, 
Jr. (same as applicant). Honeycomb 
paper products from the facilities of 
Hexagon Honeycomb Corporation lo
cated in St. Claire County, IL, to 
Stockton, CA; Douglas, GA; Elkhart, 
IN; New Orleans, LA; Grand Rapids, 
MI; Forest City, NC; Cleveland and 
Upper Sandusky, OH; McKenzie and 
Milan, TN; Harrisonburg, VA; and 
Clarksville, TX, for 180 days. An un
derlying ETA seeks 90 days authority. 
Supporting shipperis): Hexagon Hon
eycomb Corp., 7803 Clayton Road, 
Suite 201, St. Louis, M O 63117. Send 
protests to: Lois Stahl, Trans. Assist
ant, I.C.C. Everett McKinley Dirksen 
Building, Rm. 1386, 219 S. Dearborn 
St., Chicago, IL  60604.

MC 124078 (Sub-895TA), filed Octo
ber 19, 1978. Applicant: SCHWER- 
M AN T R U C K IN G  COM PANY, 611 
South 28 St., Milwaukee, W I 53215. 
Representative: Richard H. Prevette 
(same as applicant). Cement from Ha
gerstown, M D to Superior, OH, for 180 
days. An underlying ETA seeks 90 
days authority. Supporting shipper(s): 
Marquette Cement Div., Gulf &  West
ern Natural Resources Group, 2200 
First American Center, Nashville, TN  
37238. Send protests to: Gail Daugh
erty, Trans. Assistant U.S. Federal 
Building &  Courthouse, 517 East Wis
consin Ave., Rm. 619, Milwaukee, W I  
53202.

MC 12885 (Sub-ITA), filed October 
20, 1978. Applicant: M  &  M  TR ANS
PORT, INC., P.O. Box 455, Mossy 
Rock, W A  98564. Representative: 
George R. LaBissoniere, 1100 Norton 
Building, Seattle, W A  98104. Sawdust 
and shavings from Little Skookum 
Plantsite and plantsite of Delson 
Lumber at Olympia, W A  to St. Helens, 
OR, for 180 days. An underlying ETA  
seeks 90 days authority. Supporting 
shipper(s): Delson Lumber Co., P.O. 
Box 8580, Olympia, W A  98507. Send 
protests to: R. V. Dubay, District Su
pervisor, 114 Pioneer Courthouse, 
Portland, OR 97204.

MC 129032 (Sub-61TA), filed Octo
ber 19, 1978. Applicant: TO M  INM AN  
TR UCK ING , INC., 6015 S. 49th West 
Avenue, Tulsa, O K  74107. Representa
tive: David R. Worthington (same as 
applicant). Candy and confectionery 
(except in bulk) moving in vehicles 
equipped with mechanical refrigera
tion, from the facilities of E. J. Brach 
& Sons at or near Chicago, IL to 
points in T X  and OK, for 180 days. An 
underlying ETA seeks 90 days authori
ty. Supporting shipper(s): E. J. Brach 
& Sons Div. of American Home Prod
ucts Corporation, 4656 W. Kinzie, Chi
cago, IL  60644. Send protests to: 
Connie Stanley, Trans. Assistant, Rm. 
240, Old Post Office & Court House

Bldg., 215 N W  3rd, Oklahoma City, 
OK  73102.

MC 133095 (Sub-207TA), filed Octo
ber 20, 1978. Applicant: TEXAS CON
TINENTAL EXPRESS, INC., P.O. 
Box 434, Euless, T X  76039. Repre
sentative: Kim G. Meyer, P.O. Box 
872, Atlanta, G A  30301. Petroleum and 
petroleum products in packages from 
the facilities-of Texaco, Inc. in Jeffer
son County, T X  to points in OH, IN, 
IL, MI, IA, NE, LA, MO, KY, TN, MS  
& WI, for 180 days. An underlying 
ETA seeks 90 days authority. Support
ing shipper(s): Texaco, Inc., 1111- 
Rusk, Houston, T X  77052. Send pro
tests to: Robert J. Kirspel, District Su
pervisor, Rm. 9A27, Federal Bldg., 819 
Taylor St., Ft. Worth, T X  76102.

MC 134286 (Sub-85TA), filed Octo
ber 20, 1978. Applicant: ILL IN I E X 
PRESS, INC., P.O. Box 1564, Sioux 
City, IA  51102. Representative: Ken
neth L. Ackerman (same as above). 
Meat, meat products, meat by-prod
ucts, and articles distributed by meat 
packinghouses as described in Sections 
A and C of Appendix I  to the report in 
Descriptions in Motor Carrier Certifi
cates, 61 M CC  209 and 766 (except 
hides and commodities in bulk), from 
the facilities of Iowa Beef Processors, 
Inc., located at or near Dakota City, 
NE, and Sioux City, IA, to points in 
CA, for 180 days. An underlying ETA  
seeks 90 days authority. Supporting 
shipperis ): Glen Echelbarger, Trans
portation Rate Analyst, Iowa Beef 
Processors, Inc., Dakota City, NE  
68731. Send protests to: Carroll Rus
sell, District Supervisor, Suite 620, 110 
North 14th Street, Omaha, NE 68102.

MC 135070 (Sub-14TA), filed Octo
ber 20, 1978. Applicant: JAY LINES, 
INC., 720 N. Grand, Amarillo, TX  
79120. Representative: Gailyn Larsen, 
521 South 14th Street, Lincoln, NE  
68501. Meats, meat products, meat by
products, and articles distributed by 
meat packinghouses, (except in bulk 
and hides), from the facilities of Royal 
Packing Company, at or near National 
Stockyards, IL  and St. Louis, MO, to 
points in CT, MD, MA, NJ, NY , PA, 
RI, and DC, for 180 days. An underly
ing ETA seeks 90 days authority. Sup
porting shipper(s): Royal Packing 
Company, P.O. Box 156, National City, 
IL 62071. Send protests to: Haskell E. 
Ballard, District Supervisor, Box F - 
13206 Federal Building, Amarillo, T X  
79101.

MC 135070 (Sub-15TA), filed Octo
ber 20, 1978. Applicant: JAY LINES, 
INC., T20 N. Grand. Amarillo, T X  
79120. Representative: Gailyn Larsen, 
521 South 14th Street, Lincoln, NE  
68501. Candy and confectionery 
(except in bulk), from the plantsite 
and warehouse facilities of . or utilized 
by E. J. Brach &  Sons at or near Chi
cago, IL to points in MD, NJ, NY, OK,

PA, TX, and VA, for 180 days. An un
derlying ETA seeks 90 days authority. 
Supporting shipper(s): E. J. Brach & 
Sons, 4656 West Kinzie St., Chicago, 
IL 60644. Send protests to: Haskell E. 
Ballard, District Supervisor, Box F- 
13206 Federal Building, Amarillo, TX  
79101.

MC 135082 (Sub-33TA), filed Octo
ber 19, 1978. Applicant: RO ADRUN
NER  TR UCK ING , INC., P.O. Box 
26748, 415 Rankin Road NE., Albu
querque, NM  87125. Representative: 
Randall R. Sain (same as applicant). 
Brick and tile, and the commodities 
used in the installation thereof, from 
Los Angeles and Elsinore, CA, to 
points in AR, LA, and OK, for 180 
days. An underlying ETA seeks 90 
days authority. Supporting shipper(s): 
Pacific Clay Building Products, 9500 
South Norwalk Blvd., Santa Fe 
Springs, CA 90607. Send protests to: 
I.C.C. District Supervisor, 1106 Feder
al Office Bldg., 517 Gold Ave. SW., Al
buquerque, NM  87101.

MC 135810 (Sub-4TA), filed October 
19, 1978. Applicant: BRUCE
CART < AG E  CO., INC., 8399 Zions- 
ville Road, Indianapolis, IN  46268. 
Representative: Donald W. Smith, 
Suite 945, 9000 Keystone Crossing, In
dianapolis, IN  46240. Authority sought 
to operate as a contract carrier, by 
motor vehicle, over irregular routes, 
transporting: Electrical goods and 
household appliances and parts there
of, from the facilities of AD I at In
dianapolis, IN  to points in KY. Re
striction: Restricted to traffic originat
ing at the facilities of A D I at Indiana
polis, IN  under a continuing contract 
or contracts with AD I of Indianapolis, 
IN, for 180 days. An underlying ETA 
seeks 90 days authority. Supporting 
shipper(s): ADI, 8399 Zionsville Road, 
Indianapolis, IN  46268. Send protests 
to: Beverly J. Williams, Trans. Assist
ant, I.C.C., Federal Bldg, and U.S. 
Courthouse, 46 East Ohio St., Rm. 429, 
Indianapolis, IN  46204.

MC 136315 (Sub-41TA), filed Octo
ber 20, 1978. Applicant: OLEN BUR- 
R AG E  TR UCK ING , INC., Route 9, 
Box 22-A, Philadelphia, MS 39350. 
Representative: Fred W. Johnson, Jr., 
1500 Deposit Guaranty Plaza, P.O. 
Box 22628, Jackson, MS 39205. (1) 
Lumber from the facilities of Weyer
haeuser Company at or near Millport, 
AL to points in IL, IN, K Y, MI, MN, 
OH, PA, and W I; (2) and equipment, 
materials and supplies (except in 
bulk) from points in the above named 
states to the facilities of Weyer
haeuser Company at or near Millport, 
AL, for 180 days. An underlying ETA 
seeks 90 days authority. Supporting 
shipper(s): Weyerhaeuser Co., P.O. 
Box 577, Bruce, M S 38915. Send pro
tests to: Alan C. Tarrant, District Su-
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pervisor, I.C.C., Rm. 212, 145 East 
Amite Building, Jackson, M S 39201.

MC 138388 (Sub-3TA), filed October 
20, 1978. Applicant: CHESTER
CAINE, JR., d.b.a. CAINE TR ANS
FER, 255 Beaver Dam St., Lowell, W I  
53557. Representative: Thomas P. 
Shannon, 622 N. Water St., Milwau
kee, W I 53202. Bagged feed or feed in 
bulk which excludes all chemical or 
liquid commodities from the Town of 
Emmet, County of Dodge, W I to 
points located within IL, IN, M I and 
MN, for 180 days. An underlying ETA  
seeks 90 days authority. Supporting 
-shipper(s):. Prcvimi, Inc., Provimi 
Road, Watertown, W I. Send protests 
to: Mrs. Gail Daugherty, Trans. Assist
ant, U.S. Federal Building and Court
house, 517 East Wisconsin Avenue, 
Rm. 619, Milwaukee, W I 53202.

MC 138567 (Sub-2TA), filed October 
19, 1978. Applicant: R. L. PAQUETTE, 
INC., Box 162, Middlebury, VT  05753. 
Representative: Roger Paquette, Jr., 
Dog Team Road, New Haven, VT  
05472. Authority sought to operate as 
a contract carrier, by motor vehicle, 
over irregular routes, transporting: 
Plastic brushes, from Middlebury, VT  
to Sheffield, PA, under a continuing 
contract or contracts with Tucel In
dustries, Inc., for 180 days. An under
lying ETA seeks 90 days authority. 
Supporting shippper(s): Tucel Indus
tries, Inc., Maple Street, Middlebury, 
VT 05753. Send protests to: District 
Supervisor, David A. Demers, P.O. Box 
548, 87 State St., Montpelier, VT  
05602.

MC 129495 (Sub-392TA), filed Octo
ber 20, 1978. Applicant: N A T IO N A L  
CARRIERS, INC., 1501 E. 8th Street, 
P.O. Box 1358, Liberal, K S 67901. Rep
resentative: Herbert Alan Dubin, Sulli
van &  Dubin, 1320 Fenwick lane, 
Silver Spring, M D  20910. Adhesives, 
sealants, solvents, stains, wood preser
vatives, and accessories, equipment, 
materials, and supplies used in the in
stallation, maintenance, and distribu
tion of floors, floor coverings, walls 
and wall coverings, in vehicles 
equipped with mechanical refrigera
tion, from the facilities of Roberts 
Consolidated industries located at or 
near City of Industry, Monrovia, and 
Southgate, CA to points in the United 
States (except AK, HI, and CA), for 
180 days. An underlying ETA  seeks 90 
days authority. Supporting shipper(s): 
Roberts Consolidated Industries, 600 
N. Baldwin Park Boulevard, City of In
dustry, CA 91749. Send protests to: M. 
,E. Taylor, District Supervisor, 101 
Utwin Building, Wichita, KS 67202.

MC 140820 (Sub-9TA), filed October 
1», 1978. Applicant: A  &  R  TR ANS
PORT, INC., an Illinois corporation, 
2996 N. Illinois 71, Route 3, Ottawa, IL  
81350. Representative: James R. 
Madler, 120 West Madison St., Chica

go, IL  60602. Sulfuric acid, from 
DePue, IL  to points in IA, IN, KS, K Y, 
MI, MO, OH  and W I, for 180 days. An 
underlying ETA seeks 90 days authori
ty. Supporting shipper(s): T. C. Welch, 
Vice President, Chemical Interchange 
Company, 11 S. Mer^mec, Suite 1104, 
St. Louis, M O 63105. Send protests to: 
Lois M. Stahl, Trans. Assistant, 219 
South Dearborn St., Rm. 1386, Chica
go, IL  60604.

M C 143812 (Sub-6TA), filed October 
19, 1978. Applicant: M A R TIN  E. VAN  
DIEST, d.b.a. M. VAN  DIEST CO., 
8087 Victoria Avenue, Riverside, CA  
92504. Representative: William J. 
Monheim, P.O. Box 1756, Whittier, CA  
90609. Liquid foodstuffs, in bulk, from 
points in Kern County, CA, to points 
in Washington, for 180 days. An un
derlying ETA seeks 90 days authority. 
Supporting shipper(s): Delano Grow
ers Cooperative Winery, Route 1, Box 
283, Delano, CA 93215. Send protests 
to: Irene Carlos, Trans. Assistant, Rm. 
1321, Federal Building, 300 North Los 
Angeles St., Los Angeles, CA 90012.

M C 143988 <Sub-4TA), filed October 
19, 1978. Applicant: JAMES W. TATE, 
d.b.a. JAM AR TR U C K IN G , 5377 
Fleetway Avenue, Memphis, TN  38118. 
Representative: Mr. Thomas A.
Stroud, 2008 Clark Tower, 5100 Poplar 
Ave., Memphis, T N  38137. Foodstuffs 
(except commodities in bulk) from the 
facilities of Green Giant Company at 
or near Belvidere, IL  to points in the 
states of TN, MO, MS and K Y, for 180 
days. An underlying ETA seeks 90 
days authority. Supporting shipper(s): 
Green Giant Company, Le Sueur, M N  
56058. Send protests to: Mr. Floyd A. 
Johnson, District Supervisor, 100 
North Main Building, Suite 2006, 100 
North Main Street, Memphis, TN  
38103.

M C 144264 (Sub-2TA), filed October 
17, 1978. Applicant: M OH R T R U C K 
IN G  CO., INC., Route 1, Box 198, Bar- 
boursville, W V  25526. Representative: 
John M. Friedman, 2930 Putnam 
Avenue, Hurricane, W V  25526. Author
ity sought to operate as a contract car
rier, by motor vehicle, over irregular 
routes, transporting: Crushed stone 
and limestone aggregate, in bulk, in 
dump vehicles, from points in Adams 
County, OH to points in Boone, 
Cabell, Jackson, Kanawha, Lincoln, 
Logan, Mason, Mingo, Putnam, Roane, 
Wayne, and Wirt Counties, W V, under 
a continuing contract or contracts 
with Plum Run Stone Div. of Davon 
Inc., for 180 days. Supporting 
shipper(s): Plum Rum Stone Div of 
Davon Inc. 4281 Roush Road, Hills
boro, OH 45133. Send protests to: ICC  
District Supervisor, 3108 Federal 
Building, 500 Quarrier Street, Charles
ton, W V  25301,

M C 145152 (Sub -llT A ), filed Octo
ber 18, 1978. Applicant: B IG  THREE

TR ANSPO R TATIO N , INC., P.O. Box 
706, Springdale, AR  72764. Repre
sentative: Don Garrison, 324 North 
Second Street, Rogers, AR  72756. 
Canned foods, from Napoleon, OH to 
Paris, TX, for 180 days. Supporting 
shipper(s): Campbell Soup Company, 
East Maumee Avenue, Napoleon, OH  
43545. Send protests to: District Su
pervisor, William H. Land, Jr., 3108 
Federal Office Building, 700 West 
Capitol, Little Rock, AR  72201.

M C 145152 (Sub-12TA), filed Octo
ber 18, 1978. Applicant: B IG  THREE  
TR ANSPO RTATIO N , INC., P.O. Box 
706, Springdale, AR  72764. Repre
sentative: Don Garrison, 324 North 
Second Street, Rogers, AR  72756. Such 
commodities as are dealt in or used by 
wholesale and retail discount and va
riety stores, from points in the States 
of IL  and PA  to the facilities of Wal- 
Mart Stores, Inc., at or near Benton- 
ville and Searcy, AR, for 180 days. 
Supporting shipper(s): Wal-Mart 
Stores, Inc., P.O. Box 116, Bentonville, 
AR  72712. Send protests to: District 
Supervisor William H. Land, Jr., 3108 
Federal Office Building, 700 West
Capitol, Little Rock, AR  72201.

M C 145152 (Sub-13TA), filed Octo
ber 20, 1978. Applicant: B IG  THREE  
TR ANSPO R TATIO N , INC., P.O. Box 
706, Springdale, AR  72764. Repre
sentative: Don Garrison, 324 North
Second Street, Rogers, AR  72756.
Canned goods, from Napoleon, OH to 
Paris, TX; Camden, NJ; Chicago, IL; 
and points in NY, PA, K Y , W V, IN, 
NC, and SC, for 180 days. An underly
ing ETA seeks 90 days authority. Sup
porting shipper(s): Campbell Soup Co., 
East Maumee Ave., Napoleon, OH  
43545. Send protests to: District Su
pervisor William H. Land, Jr., 3108 
Federal Office Building, 700 West
Capitol, Little Rock, AR  72201.

MC 145409 (Sub-2TA), filed October 
18, 1978. Applicant: STA-GREEN
TR AN SPO R TATIO N  CO., INC., 321 
North Anniston Avenue, Sylacauga, 
AL 35150. Representative: Robert E. 
Tate, P.O. Box 517, Evergreen, AL  
36401. (1) Fertilizer and fertilizer in
gredients, seed, insecticides, herbi
cides, and fungicides, from the facili
ties utilized by Parker Fertilizer Co., 
Inc., in Talladega County, AL  to all 
points in the United States (except 
A K  and HI); and (2) equipment, mate
rials, and supplies used in the manu
facture or distribution of fertilizer and 
fertililzer ingredients, seed, insecti
cides, herbicides, and fungicides, from 
all points in the United States (except 
A K  and H I) to the facilities utilized by 
Parker Fertilizer Co., Inc., to Talla
dega County, AL, for 180 days. An un
derlying ETA seeks 90 days authority. 
Supporting shipper(s): Parker Fertiliz
er Co., Inc., P.O. Box 540 Sylacauga, 
AL 35150. Send protests to: Mabel E.
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Holston, Trans. Asst., Room 1616, 2121 
Building, Birmingham, AL 35203.

MC 145573TA, filed October 18, 
1978. Applicant: ELBERT R. RANEY, 
d.b.a. R A N E Y ’S TR UCK ING , 634 East 
Olive, Oxnard, CA 93030. Representa
tive: William J. Monheim, P.O. Box 
1756, Whittier, CA 90609. Expanded 
shale and bentonite, in bulk, from 
Lightweight Processing Co. plant sites, 
at or near Frazier Park and Ventura, 
CA to points in AZ and NV, for 180 
days. An underlying ETA seeks 90 
days authority. Supporting shipper(s): 
Lightweight Processing Co., 715 North 
Central Avenue, Suite 321, Glendale, 
CA 91203. Send protests to: Irene 
Carlos, Trans. Asst., Room 1321, Fed
eral Building, 300 North Los Angeles 
Street, Los Angeles, CA 90012.

No. MC 145574TA, filed October 19, 
1978. Applicant: RUSS’S M OTOR  
SERVICE, INC., 5070 Lake Street, 
Melrose Park, IL 60160. Representa
tive: Albert A. Andrin, 180 North La
Salle Street, Chicago, IL  60601. Gener
al commodities having a prior or sub
sequent movement by rail and empty 
trailers or containers, between Chica
go, IL on the one hand, and, on the 
other Waukegan, IL  and Kenosha, 
Racine, and Milwaukee, W I, for 180 
days. Supporting shipper(s): C. V. 
Murphy, Manager, Intermodal Oper
ations, Chicago &  Northwestern 
Transportation Company, Inc., Rm. 
100, 500 W. Madison St., Chicago, IL  
60606. Send protests to: Lois M. Stahl, 
Trans. Assistant, ICC, 219 South Dear
born St., Rm. 1386, Chicago, IL 60604.S’

MC 145578TA, filed October 18, 
1978. Applicant: CHEV ALLEY
M O V IN G  &  STO RAGE OF  
LAW TON, INC., P.O. Box 627, 
Lawton, O K  73501. Representative: 
Billy R. Reid, P.O. Box 9093, Ft. 
Worth, T X  76107. Used household 
goods, between points in Commanche, 
Kiowa, Caddo, McLain, Carter, Grady, 
Garvin, Murray and Stephens Coun
ties, OK, for 180 days. Restriction: 
The operations authorized are restrict
ed to the transportation of traffic 
having a prior or subsequent move
ment, in containers, beyond the points 
authorized, and further restricted to 
the performance of pickup and deliv
ery service in connection with packing, 
crating and containerization, or un
packing, uncrating and decontaineriza
tion of such traffic. Supporting 
shipper(s): Sunpak Movers, Inc., 100 
West Harrison Plaza, Seattle, W A  
98119. Imperial Van Lines Internation
al, Inc., 2805 Columbia Street, P.O. 
Box 2949, Torrance, CA 90503. Send 
protests to: Robert J. Kirspel, District 
Supervisor, Room 9A27, Federal Build
ing, 819 Taylor Street, Ft. Worth, T X  
76102.

MC 145580TA, filed October 18, 
1978. Applicant: G A IN E R ’S TO W IN G ,

INC., 4321 SE. Hawthorne Boulevard, 
Portland, OR 97215. Representative: 
Richard James Spielman (same as 
above). Mobile offices, restrooms and 
storage trailers by towing (1) from 
Portland, OR and Vancouver, W A  
serving all intermediate points and off 
route points within fifty (50) airline 
miles of Portland, OR and Vancouver, 
WA. (2) From Portland, OR and Van
couver, WA, on the- one hand, and, on 
the other, points in OR.-W A, ID  and 
MT, for 180 days. Supporting 
shipper(s): There are (5) statements of 
support attached to the application 
which may be examined at the Inter
state Commerce Commission in Wash
ington, DC, or copies thereof which 
may be examined at the field office 
named below. Send protests to: R. V. 
Dubay, District Supervisor, 114 Pio
neer Courthouse, Portland, OR 97204.

MC 145581TA, filed October 17, 
1978. Applicant: H AROLD  L. HOOD, 
d.b.a. HOOD TR U C K IN G , R.R. No. 1, 
Rushville, IL  62681. Representative: 
Robert T. Lawley, Attorney, 300 
Reisch Building, Springfield, IL  62701. 
Authority sought to operate as a con
tract carrier, by motor vehicle, over ir
regular routes, transporting: Feed and 
feed ingredients, for the account of 
Kent Feeds, Inc., between Beardstown, 
IL, on the one hand, and, on the 
other, points in IN, IA  and MO, under 
a continuing contract or contracts 
with Kent Feeds, Inc., for 180 days. An 
underlying ETA seeks 90 days authori
ty. Supporting shipper(s): Thomas D. 
Donis, Director of Transp., Kent 
Feeds, Ihc., 1600 Oregon Street, Mus
catine, IA. Send protests to: Charles D. 
Little, District Supervisor, 414 Leland 
Office Building, 527 East Capitol 
Avenue, Springfield, IL  62701.

M C 145583TA, filed October 18, 
1978. Applicant: XPRESS TR U C K  
LINES, INC., 4325 Bath Street, Phila
delphia, PA  19137. Representative: An
thony A. Cerone (same as above). Iron 
and steel articles having a prior move
ment by water, between points in PA, 
DE, CT, NY, NJ, MD, VA within 250 
miles of Philadelphia, PA  for 180 days. 
An underlying ETA seeks 90 days au
thority. Supporting shipper(s): Nasco 
Steel, Inc., Milnor and Bleigh Streets, 
Philadelphia, PA  19136. Send protests 
to: T. M. Exposito, Trans. Asst., 600 
Arch Street, Room 3238, Philadelphia, 
PA 19106.

MC 145584TA, filed October 18, 
1978. Applicant: SOUTH LAND
TRANSPO RTATIO N , INC., P.O. Box 
7760, Washington, DC 20044. Repre
sentative: Henry E. Seaton, 929 Penn
sylvania Building, 425 13th Street 
NW., Washington, DC 20004. Authori
ty sought to operate as a contract car
rier, by motor vehicle, over irregular 
routes, transporting: Such articles as 
are dealt in by variety and department

stores, and newspaper supplements 
when moving in mixed loads with the 
above, between the facilities of Kuhn’s 
Big K  Stores at Nashville, TN, on the 
one hand, and, on the other, its retail 
outlets at Brunswick and Savannah, 
G A  and points in SC, under a continu
ing contract or contracts with Kuhn’s 
Big K  Stores Corporation, for 180 
days. An underlying ETA seeks 90 
days authority. Supportng shipper(s): 
Kuhn’s Big K  Stores Corporation, 245 
Great Circle Drive, Nashville, TN 
37228. Send protests to: T. M. Espo
sito, Trans. Asst., 600 Arch Street, 
Room 3238, Philadelphia, PA  19106.

M C 145654TA, filed October 10, 
1978. Applicant: RICAR, INC., 106 
Crown Court, Lancaster, OH 43130. 
Representative: Robert W . Gardier, 
Jr., 100 East Broad Street, Columbus, 
OH 43215. Authority sought to oper
ate as a contract carrier, by motor ve
hicle, over irregular routes, transport
ing: Fireplace coal, fireplace supplies 
and accessories, and materials used in 
the manufacture, distribution or sale 
thereof, between the facilities of the 
Hearthland Corp., located at or near 
Columbus, OH, on the one hand, and, 
on the other, points in CA, CO, DE, 
DC, IL, IN, K Y, MD, MA, MI, MO, 
NH, NY, PA, RI, TN, TX, VT, VA and 
W I, and the following points: Albu
querque, NM; Atlanta, GA; Coyers, 
GA; Englewood, CO: Kansas City, KS; 
Lincoln, NE; Little Rock, AR; Metarie, 
LA; Minneapolis, MN; St. Paul, MN; 
Salt Lake City, UT; and Tampa, FL, 
for 180 days. Restricted: To service 
performed under continuing contract 
or contracts with Hearthland Corp., of 
Columbus, OH. An underlying ETA 
seeks 90 days authority. Supporting 
shipper(s): Hearthland Corp., P.O. 
Box 15361, Columbus, OH 43215. Send 
protests to: Frank L. Calvary, District 
Supervisor, 220 Federal Building and 
U.S. Courthouse, 85 Marconi Boule
vard, Columbus, OH 43215.

P assenger  C ar r ier

MC 145548 (Sub-ITA), filed October 
20, 1978. Applicant: COMMUNITY
TR AN SIT  LINES, INC., 315 Howe 
Avenue, Passaic, NJ 07055. Repre
sentative: J. G. Dail Jr., P.O. Box LL, 
McLean, VA  22101. Passengers and 
their baggage, between the junction of 
the Garden State Parkway and New 
Jersey Highway 3 in Clifton, NJ and 
New York, NY , serving all intermedi
ate points between the junction of the 
Garden State Parkway and New 
Jersey Highway 3 and the Hackensack 
River: From junction Garden State. 
Parkway and New Jersey Highway 3 
over New Jersey Highway 3 to junc
tion Interstate 495 in North Bergen, 
NJ, then over Interstate Highway 495 
through the Lincoln Tunnel to New 
York, and return over the same route, 
for 180 days. An underlying ETA seeks
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90 days authority. Supporting 
shipper(s): There are approximately 5 
statements of support attached to the 
application which may be examined at 
the Interstate Commerce Commission 
in Washington, DC, or copies thereof 
which may be examined at the filed 
office named below. Send protests to: 
District Supervisor Joel Morrows, 
I.C.C., 9 Clinton St., Newark, NJ 
07102.

By the Commission.
H. G. H om m e , Jr., 

Acting Secretary.
[PR Doc. 78-33171 Piled 11-27-78; 8:45 am] 

[7035-01-M ]

[Notice No. 134]

M O T O R  CARRIER B O A R D  TR ANSFER  
P R O CEED IN G S

The following publications include 
motor carrier, water carrier, broker, 
and freight forwarder transfer applica
tions filed under Sections 212(b), 
206(a), 211, 312(b), and 410(g) of the 
Interstate Commerce Act.

Each application (except as other
wise specifically noted) contains a 
statement by applicants that there 
will be no significant effect on the 
quality of the human environment re
sulting from approval of the applica
tion.

Protests against approval of the ap
plication, which may include request 
for oral hearing, must be filed with 
the Commission with 30 days after the 
date of this publication. Failure sea
sonably to file a protest will be con
strued as a waiver of opposition and 
participation in the proceeding. A  pro
test must be served upon applicants’ 
representative(s), or applicants (if no 
such representative is named), and the 
Protestant must certify that such serv
ice has been made.

Unless otherwise specified, the 
signed original and six copies of the 
protest shall be filed with the Com
mission. All protests must specify with 
particularity the factual basis, and the 
section of the Act, or the applicable 
rule governing the proposed transfer 
which protestant believes would pre
clude approval of the application. If 
the protest contains a request for oral 
hearing, the request shall be support
ed by an explanation as to why the 
evidence sdught to be presented 
cannot reasonably be submitted 
through the use of affidavits.

The operating rights set forth below 
are in synopses form, but are deemed 
sufficient to place interested persons 
on notice of the proposed transfer.

MC-FC-77794, filed August 1, 1978. 
Transferee: D ELIVER Y  SERVICE  
CORPORATION, d.b.a. D ELIVER Y  
SERVICE, INC., 155 Bignall Street,

NOTICES

Warwick, R I 02888. Transferor: Mr. 
Messenger, Inc., 10 Messenger Drive, 
Warwick, R I 02888. Representative: 
John E. Fuyat, Attorney at Law, 1345 
Warwick Avenue, Warwick, R I 02888. 
Authority sought for purchase by 
transferee of the operating rights of 
transferor as set forth in Certificates 
Nos. M C -117243 and M C-117243 (Sub- 
No. 4), issued January 31, 1972, and 
May 23, 1975, respectively, as follows: 
Photo film and photo finishers han
dling materials (excepting transporta
tion of motion picture film, between 
Providence, RI, and the Theodore 
Francis Green Airport, Warwick, RI, 
and between Providence, RI, and the 
Theodore Francis Green Airport, W ar
wick, R I on the one hand, and, on the 
other points in CT and M A within 25 
miles of the Rhode Island State line, 
restricted to shipments having a prior 
or subsequent movement by air or rail; 
dental, medical, and optical supplies, 
in shipments not exceeding 35 pounds 
in weight, in retail delivery service, be
tween Providence, R I on the one hand, 
and, on the other, points in Massachu
setts and Connecticut within 25 miles 
of the Rhode Island State line; and 
such merchandise as is dealt in retail 
stores, in retail delivery service, be
tween points in Rhode Island and Con
necticut, and points in Bristol, Nor
folk, Plymouth, Worcester, and Barn
stable Counties, M A and Boston, MA. 
Transferee presently holds no authori
ty from this Commission. Application 
has not been filed for temporary au
thority under Section 210a(b).

MC-FC-77829, filed August 30, 1978. 
Transferee: B ILL HEAD TR UCK ING , 
INC., 1281 Pine Tree Drive, Birming
ham, AL 35235. Transferor: Caravan 
Refrigerated Cargo, Inc., P.O. Box 
6188, Dallas, T X  75222. Representa
tive: John W. Cooper, Attorney at 
Law, 1927 First Ave. No., 200 Wood
ward Building, Birmingham, AL 35203. 
Authority sought for purchase by 
transferee of portion of the operating 
rights of transferor as set forth in Cer
tificate No M C-119789 issued August 
19, 1963, as follows: Bananas, from 
Gulfport, MS. to points in Alabama 
(except Montgomery) with no trans
portation for compensation on return 
except as otherwise authorized. Trans
feree presently holds no authority 
from this Commission. Application has 
not been filed for temporary authority 
under Section 210a(b).

MC-FC-77847, filed September 13, 
1978. Transferee: A IM  INDUSTRIES, 
INC., 330 Manhattan Ave., Jersey 
City, NJ 07307. Transferor: Transloric 
Trucking Corp., 720 Tonelle Ave., 
Jersey City, NJ 07307. Representative: 
Salvatore Guasto, President, Aim In
dustries, Inc., 330 Manhattan Ave., 
Jersey City, NJ 07307. Authority 
sought for purchase by transferee of
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the operating rights of transferor set 
forth in Certificate No. MC-134085 
issued September 13, 1971, as follows: 
General commodities (except nonin
flammable liquids, in bulk, in tank ve
hicles; automobiles, trucks, chassis, 
bodies, and cabs; and classes A and B 
explosives), between points in that 
part of the New York, NY, Commer
cial Zone, as defined by the Commis
sion, within which local operations 
may be conducted pursuant to the par
tial exemption of Section 203(b)(8) of 
the Interstate Commerce Act (the 
“exempt" zone), restrictive to the 
transportation of traffic having an im
mediately prior or subsequent move
ment by water. Transferee presently 
holds no authority from this Commis
sion. Application has not been filed for 
temporary authority under Section 
210a(b).

MC-FC-77879, filed September 26, 
1978. Transferee: JENSEN T R U C K 
IN G  CO., INC., P.O. Box 402, Ameri
can Fork, U T  84003. Transferor: Hi- 
Line Transport, Inc., 572 East 1700 
South, Salt Lake City, U T  84105. Rep
resentative: Jack L. Jensen, President- 
Jensen Trucking Co., In., P.O. Box 
402, American Fork, U T  84003. Au
thority sought for purchase by trans
feree of the operating rights of trans
feror as set forth in Certificate No. 
M C-117415 (Sub-No. 1) issued April 10, 
1961, as follows: Lumber, from points 
in Del Norte, Nodoc, Siskiyou, Lassen, 
Shasta, Humboldt, Tehama, Butte, 
Sonoma, Mendocino, and Plumas 
Counties, CA to points in Box Elder, 
Cache, Rich, Weber, Morgan, Davis, 
Wasatch, Summit, Salt Lake, Utah, 
Duchesne, Uintah, Carbon, Sanpete, 
Juab, Millard, and Sevier Counties, 
UT; and returned shipments of 
lumber, and exempt agricultural com
modities moving the same vehicle with 
returned shipments of lumber, from 
points in the above named destination 
counties to points in the above named 
origin counties. Transferee holds au
thority in Certificate No. MC-129991 
(Sub-No. 1). Application has not been 
filed for temporary authority under 
Section 210a(b).

MC-FC-77887, filed October 17, 
1978. Transferee; RBL, INC., 325 
North Second Street, Terre Haute, IN  
47807. Transferor: Ray Wilson, Inc., 
Hattiesburg, M S 39401. Representa
tive: A. Charles Tell, Attorney at Law, 
100 East Broad Street, Columbus, OH  
43215. Authority sought for purchase 
by transferee of the operating rights 
of transferor as set forth in Certificate 
No. M C-117998 and the Permit in No. 
MC-139751 issued July 24, 1961 and 
March 12, 1975, respectively, as fol
lows: Bananas, from New Orleans, LA  
to Terre Haute and Indianapolis, IN, 
DeKalb, IL, and Springfield and St. 
Louis, MO, from Mobile, AL to Terre
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Haute, IN, and from Tampa, PL  to 
Terre Haute, IN; and metal containers 
ends, from the facilities of Rockford 
Can Company, at Rockford, IL  to Pas
cagoula, MS. Transferee presently 
holds no authority from this Commis
sion. Application has not been filed for 
temporary authority under Section 
210a(b).

MC-FC-77904, filed October 24, 
, 1978. Transferee: F O U R W A Y  E X 
PRESS, INC., 5 Henshaw Street, 
Woburn, M A 10801. Transferor: Great 
East Trucking Corp., 5 Henshaw 
Street, Woburn, M A 10801. Repre
sentative: Mary E. Kelley, Attorney at 
Law, 11 Riverside Avenue, Medford, 
M A 02155. Authority sought for pur
chase by transferee of the operating 
rights of transferor as set forth in Cer
tificate of Registration No. M C- 
120847, issued May 15, 1974, as follows: 
General commodities anywhere within 
Massachusetts. Transferee presently 
holds no authority from this Commis
sion. Application has not been filed for 
temporary authority under Section 
21Qa(b).

MC-FC-77912, filed October 26, 
1978. Transferee: J. B. O. L., INC., 
10050 West Roosevelt Road, West
chester, IL  60153. Transferor: Freight 
Brokers, Inc.," 10050 West Roosevelt 
Road, Westchester, IL  60153. Repre
sentative: Eugene L. Cohn, Attorney 
at Law, One North LaSalle Street, 
Chicago, IL  60602. Authority sought 
for purchase by transferee of the oper
ating rights of transferor as set forth 
in License No. MC-78948 issued April 
30, 1959, authorizing transferor to 
engage in the transportation of gener
al commodities as a brokef at Chicago, 
IL. Transferee presently holds no au
thority from this Commission. Appli
cation has not been filed for tempo
rary authority under Section 210a(b).

MC-FC-77918, filed October 31, 
1978. Transferee: FRATE SERVICE, 
INC., R.R. 1, East Peoria, IL  61611. 
Transferor: C.P.T. Freight, Inc., 2600 
Calument Avenue, Hammond, IN  
46320. Representatives: Eugene L. 
Cohn, Attorney for transferor, One 
North LaSalle Street, Chicago, IL  
60602; Samuel G. Harrod, Attorney for 
transferee, Professional Building, 
Eureka, IL  61530. Authority sought 
for purchase by transferee of the oper
ating rights of transferor as set forth 
in Certificate No. MC-1042 (Sub-No. 
5), issued March 19, 1968, as follows: 
Iron and steel articles, from the facili
ty of Jones &  Laughlin Steel Corpora
tion, located in Putnam County, IL, to 
points in Indiana; and materials, 
equipment, and supplies used in the 
manufacture and processing of iron 
and steel articles, from points in Indi
ana, to the facility of Jones &  Laugh
lin Steel Corporation, located in 
Putnam County, IL, restricted against

the transportation of commodities in 
bulk. Transferee presently holds no 
authority from this Commission. Ap
plication has not been filed for tempo
rary authority under Section 210a(b).

H. G . H om m e , Jr., 
Secretary.

[FR Doc. 78-33172 Filed 11-27-78; 8:45 am]

[7035-01-M ]

[Finance Docket No. 28583 (Sub-No. 22F)]

S TA N L E Y  E. G . H IL LM A N , TR USTEE O F  TH E 
PR O PER TY O F  C H IC A G O , M IL W A U K E E , ST. 
P A U L A N D  P A C IFIC  R A IL R O A D  C O .

D ebtor-Tra ck a ge Rights O v e r  Burlington N o rth 
ern, Inc., Betw een M iles C ity , M T  and Big 
Sky and Kuehn, M T, a Distance o f 138.9 
Miles

N ovember  21, 1978. 
Stanley E. G. Hillman, Trustee of 

the Property of Chicago, Milwaukee, 
St. Paul and Pacific Railroad Compa
ny, Debtor (Milwaukee Road), 516 
West Jackson Boulevard, Chicago, IL  
60606, represented by Thomas H. 
Ploss, General Solicitor, and William
C. Sippel, Attorney, each of the fore
going address hereby gives notice that 
on November 3, 1978, he filed with the 
Interstate Commerce Commission at 
Washington, D.C. an application 
under section 11344 of Title 4 9 -  
Transportation, Public Law 95-473 
(1978) for an order approving and au
thorizing a grant trackage rights to 
permit Milwaukee Road to operate its 
own locomotives, cars, and trains with 
its own crews between Miles City and 
Big Sky and Kuehn, MT, over track
age of Burlington Northern, Inc. (BN ), 
a distance of approximately 138.9 
miles: The transaction proposed by 
Milwaukee Road is subject to the ex
ecution of an appropriate agreement 
between Milwaukee Road and BN. 
This application is a major market ex
tension and has been accepted and as
signed Finance Docket No. 28583 (Sub- 
No. 22F).

This application has been filed in re
sponse to Finance Docket No. 28583 
(Sub-No. IF ), Burlington Northern, 
Inc.—Control and Merger—St. Louis- 
San Francisco Railway Company. It 
will be consolidated with Finance 
Docket No. 28583 (Sub-No. IF). M il
waukee Road is seeking imposition of 
these trackage rights as a condition in 
the event the BN-Frisco merger is ap
proved by the Commission in order to 
reduce its operating costs and gain ad
ditional revenues which would en
hance its reorganization on an income 
basis.

• Milwaukee Road operates approxi
mately 9,891 miles of railroad in.the 
States of Idaho, Illinois, Indiana, 
Iowa, Kansas, Kentucky, Michigan, 
Minnesota, Missouri, Montana, Ne

braska, North Dakota, Oregon, South 
Dakota, Washington, and Wisconsin.

Milwaukee Road is under the sole 
control of the U.S. District Court for 
the Northern District of Illinois, East
ern Division, Judge Thomas R. McMil- 
len, and the trusteeship of Stanley E. 
G. Hillman. The Chicago Milwaukee 
Corp. owns 96 percent of the Milwau
kee Road’s outstanding stock.

Interested persons may participate 
formally in a proceeding by submitting 
written comments in regard to the ap
plication. Such submissions shall indi
cate the proceeding designation (F.D. 
No. 28583 (Sub-No. 22F)), and the 
original and two copies thereof shall 
be filed with the Secretary, Interstate 
Commerce Commission, Washington,
D.C. 20423, not later than January 2,
1979. Such written comments shall in
clude the following: the person’s posi
tion—e.g. party protestant or party in 
support, regarding the proposed trans
action—and specific reasons why ap
proval would or would not be in the 
public interest. This proceeding has 
been set for oral hearing. Additionally, 
interested persons who do not intend 
to participate formally in a proceeding 
but who desire to comment thereon, 
may file such statements and informa
tion as they may desire, subject to the 
filing and service requirements speci
fied herein. Persons submitting writ
ten comments to the Commission 
shall, at the same time, serve copies of 
such written comments upon appli
cant, the Secretary of Transportation, 
the Attorney General, and all parties 
of record in Finance Docket No. 28583 
(Sub-No. IF).

Dated: November 20, 1978.
By the Commission, Chairman 

O ’Neal, Vice Chairman Christian, 
Commissioners Brown, Stafford, 
Gresham, and Clapp. Vice Chairman 
Christian absent and not participat
ing.

H. G . H omme , Jr., 
Secretary.

[FR Doc. 78-33177 Filed 11-27-78; 8:45 am]

[7035-01-M ]

[ICC Order No. P-13]

A T C H IS O N , T O P E K A  & S A N T A  FE R A ILW A Y  
C O .

Passenger Tra in  O pe ra tion

N ovember 21, 1978.
It appearing, That the National 

Railroad Passenger Corporation 
(Amtrak) has established through pas
senger train service between Chicago, 
Illinois, and St. Louis, Missouri; that 
the operation of these trains requires 
the use of the tracks and other facili
ties of the Illinois Central Gulf Rail
road Company (IC G ) between Chica-
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go, Illinois, and St. Louis, Missouri; 
that these tracks of the ICG  are tem- 
proarily out of service because of a 
plant fire; that an alternate route be
tween these points is available via The 
Atchison, Topeka and Santa Pe Rail
way Company between Chicago, Illi
nois, and Joliet, Illinois, thence via 
ICG from Joliet to St. Louis, Missouri; 
that the use of such alternate route is 
necessary in the interest of the public 
and the commerce of thé people; that 
notice and public procedure herein are 
impracticable and contrary to the 
public interest; and that good cause 
exists for making this order effective 
upon less than thirty days’ notice.

It is ordered,
(a) Pursuant to the authority vested 

in me by order of the Commission 
served December 10, 1976, and of the 
authority vested in the Commission by 
section 402(c) of the Rail Passenger 
Service Act of 1970 (45 USC § 562(c)), 
The Atchison, Topeka and Santa Fe 
Railway Company is directed to 
permit use of its tracks and facilities 
for the movement of trains of the Na
tional Railroad Passenger Corporation 
between Chicago, Illinois, and Joliet, 
Illinois.

(b) In executing the provisions of 
this order, the common carriers in
volved shall proceed even though no 
agreements or arrangements now exist 
between them with reference to the 
compensation terms and conditions 
applicable to said transportation. The 
compensation terms and conditions 
shall be, during the time this order re
mains in force, those which are volun
tarily agreed upon by and between 
said carriers; or upon failure of the 
carriers to agree, the compensation 
terms and conditions shall be as here
after fixed by the Commission upon 
petition of any or all of the said carri
ers in accordance with pertinent au
thority conferred upon it by the Inter
state Commerce Act and by the Rail 
Passenger Service Act of 1970, as 
amended.

(c) Application. The provisions of 
this order shall apply to intrastate, in
terstate and foreign traffic.

(d) Effective date. This order shall 
become effective at 9:30 a.m., CST, No
vember 9, 1978.

(e) Expiration date. The provisions 
of this order shall expire at 11:59 p.m., 
CST, November 10, 1978, unless other
wise modified, changed or suspended 
by order of this Commission.

This order shall be served upon The 
Atchison, Topeka and Santa Fe Rail
way Company, and upon the National 
Railroad Passenger Corporation and a 
copy shall be filed with the Director, 
Office of the Federal Register.

Issued at Washington, D.C., Novem
ber 9, 1978.

I n te r state  C ommerce  
C o m m is s io n ,

R obert S ..T u r k in g t o n , 
Agent.

[FR Doc. 78-33175 Filed 11-27-78; 8:45 am]

[7035-01-M ]

[2d Rev. S.O. 1332; Exception 3]

C H IC A G O , M IL W A U K E E , ST. P A U L  A N D  
P A C IFIC  R A IL R O A D  C O .

Exception to Service O rd e r

N ovember  21, 1978.
Decided November 9,1978.
¿y the Board:
The Maine Central Railroad Compa

ny (M EC ) has purchased one hundred- 
fifty (150) new boxcars which will be 
delivered to Chicago, Milwaukee, St. 
Paul and Pacific Railroad Company 
(M IL W ) at Portland, Oregon, for 
movement to the MEC. MEC has al
lowed M lL W  to load these cars on the 
west coast for movement to the MEC. 
Reduced loadings of these cars on the 
M ILW  to destinations as directed by 
MEC means th* M ILW  will hold some 
of the cars beyond the 60 hours per
mitted in Section (a)(2 )(ii) of this 
order prior to placing of cars for load
ing.

Order. Pursuant to the authority 
vested in the Railroad Service Board 
by Section (aX lK v) of Second Revised 
Service Order No, 1332, Chicago, M il
waukee, St. Paul and Pacific Railroad 
Company, is authorized to assemble 
and hold up to one hundred-fifty (150) 
new Maine Central Railroad Company 
(M EC ) boxcars for loading as directed 
by MEC, regardless of the provisions 
of Section (a)(2 )(ii) of this order.

These cars shall become fully sub
ject to all provisions of Second Re
vised Service Order No. 1332 when 
loading is completed and instructions 
for forwarding are received from the 
shipper.

Effective November 9, 1978.
Expires November 30, 1978.

R obert S. T u r k in g t o n , 
Acting Chairman, 

Railroad Service Board.
[FR Doc. 78-33174 Filed 11-27-78; 8:45 am]

[7035-01-M ]

[2d Rev. S.O. 1332; Exception 4]

M A R Y L A N D  A N D  P E N N S Y L V A N IA  R A IL R O A D  
C O .

Exception to Service O rd e r

N ovember  21, 1978. 
Decided November 14, 1978.
By the Board.
The Columbus and Greenville Rail

way Company (C A G Y ) has purchased

four hundred (400) hew boxcars which 
will be delivered to Maryland and 
Pennsylvania Railroad Company 
(M PA ) at York, Pennsylvania, for 
movement to the CAGY. CAGY- has 
allowed M PA  to load these cars for 
movement to the CAG Y. "Reduced 
loadings of these cars on the M PA  to 
destinations as directed by C AG Y  
means the M PA  will hold some of the 
cars beyond the 60-hours permitted in 
Section (a)(2 )(ii) of this order prior to 
placing of cars for loading.

Order. Pursuant to the authority 
vested in the Railroad Service Board 
by Section (aX lX v) of Second Revised 
Service Order No. 1332, Maryland and 
Pennsylvania Railroad Company 
(M PA ) is authorized to assembled and 
hold up to four hundred (400) new Co
lumbus and Greenville Railway Com
pany (C A G Y ) boxcars for loading as 
directed by CAGY, regardless of the 
provisions of Section (a)(2 )(ii) of this 
order.

These cars shall become fully sub
ject to all provisions of Second Re
vised Service Order No. 1332 when 
loading is completed and instructions 
for forwarding are received from the 
shipper.

Effective November IS, 1978.
Expires November 30, 1978.

Joel E. B u r n s , 
Chairman,

Railroad Service Board.
[FR Doc. 78-33176 Filed 11-27-78; 8:45 am]

[7035-01-M ]
[2nd Rev. S.O. No. 1332; Exception 2]

ST. LO U IS  S O U TH W E S TE R N  R A IL W A Y  C O . A N D
S O U TH E R N  P A C IFIC  TR A N S P O R T A T IO N  C O .

Exception to Service O rd e r

N ovember  21, 1978.
Decided November 9,1978.

By the Board.
Because of recent work stoppage on 

the St. Louis Southwestern Railway 
Company (SSW ) and on other connec
tions of the Southern Pacific Trans
portation Company (SP), and due to * 
derailments at Pine Bluff, Arkansas, 
New Orleans, Louisiana, Klamath 
Falls, Oregon, and in the vicinity of 
Roseville, California, the SP and the 
SSW  are temporarily unable to for
ward all cars within 60 hours as re
quired by Section (a )(4 )(i) of Second 
Revised Service Order No. 1332.

It is ordered, Pursuant to the au
thority vested in the Railroad Service 
Board by Section (aXlXv)  of Second 
Revised Service Order No. 1332, the 
SSW  and the SP are required to for
ward loaded cars or empty foreign or 
private cars from the points named 
below within 72 hours.

* Change.
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SSW SP

Pine Bluff, Ark....................  Eugene, Oreg.
Roseville, Calif. 
XXX. ,
West Colton, Calif. 
XXX.
Houston, Tex.

XXX Los Angeles, California, San Antonio, Tex., 
eliminated.

Effective November 10, 1978.
Expires 11:59 p.m., November 24,

1978.
R obert S. T u r k in g t o n , 

Acting Chairman,
Railroad Service Board. 

[PR Doc. 78-33173 Piled 11-27-78; 8:45 am]
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sunshine act meetings
This section of the FEDERAL REGISTER contains notices of meetings published under the "Government in the Sunshine A ct" (Pub. L. 9 4 -409 ), 5 U.S.C. 

552b(eH3).

C O N TE N T S

Items
Commodity Credit Corporation. 1
Commodity Futures Trading

Commission.............................  2
Consumer Product Safety

Commission.............................  3, 4
Equal Employment

Opportunity Commission........ 5
Federal Communications

Commission.........„..................  6, 7,
8, 9

Federal Deposit Insurance
Corporation............ .............. ,. 10,11

Federal Energy Regulatory
Commission..................    12

Federal Reserve System............  13
International Trade

Commission........... ?................  l4
Nuclear Regulatory

Commission.............................  15
Parole Commission..................... 16
Postal Rate Commission............  17
Railroad Retirement Board....... 18
Tennessee Valley Authority...... 19

[3410-05-M]

l

COM M ODITY CREDIT CO R PO R A
TION.
TIME AN D  DATE: 3 p.m., December 
5,1978.
PLACE: Room 218-A, Administration 
Building, U.S. Department of Agricul
ture, Washington, D.C.
STATUS: Open meeting.
MATTERS TO  BE CONSIDERED:

1. Minutes of CGC Board meeting on Oc
tober 26, 1978.

2. Docket UCP 101a and UCP 176a re 
Wool and Mohair payment programs for the 
1978 to 1981 marketing years.

3. Docket UCP 72a re 1979 cotton loan and 
payment program (upland cotton).

4. Docket UCP 72a re 1979 cotton loan 
program (extra long staple).

5. Docket UCP 105 re 1979-crop soybean 
loan and purchase program.

6. Docket UCP 137a re 1979-crop barley, 
com, oats, rye, and sorghum loan, purchase, 
payments, set-aside and land diversion pro
grams.

7. Docket UMD 3a re Section 32 diversion 
of potatoes.

8. Consideration of proposals for pilot in
dustrial hydrocarbon and alcohol projects.

CONTACT PERSON FOR M ORE IN 
FORMATION:

Bill Cherry, Secretary, Commodity 
Credit Corporation, Room 202-W,

Administration Building, U.S. De
partment of Agriculture, Washing
ton, D.C. 20013, téléphoné 202-447- 
7583.

[S-2390-78 Filed 11-24-78; 11:37 am]

[6351-01 M|

2

CO M M O D ITY  FUTURES T R A D IN G  
COM M ISSION.
T IM E AN D  DATE: 3 p.m., November 
27, 1978.
PLACE: 2033 K  Street NW., Washing
ton, D.C., 8th floor conference room.
STATUS: Closed.
M ATTERS TO  BE CONSIDERED. 
Personnel.
CONTACT PERSON FOR  M ORE IN 
FORM ATION:

Jane Stuckey, 254-6314.
[S-2393-78 Piled 11-24-78; 12 05 pm)

[6355-01-M ]

3

CONSUM ER PR O D U C T  SAFETY  
COM M ISSION.
D ATE A N D  TIME: Wednesday, No
vember 29, 1978, 10 a.m.
LOCATION: Room 456, Westwood 
Towers Bldg., Bethesda, Md.
STATUS: partly open, partly closed. 
M ATTERS TO  BE CONSIDERED:

A genda

OPEN TO THE PUBLIC

1. Briefing on cellulose insulation labeling 
rule. The staff will brief the Commission on 
issues related to a draft labeling and notifi 
cation for cellulose insulation, to be issued 
under section 27(e) of the Consumer Prod
uct Safety Act.

2. Briefing on Denver insulation petition. 
In October 1976, the Metropolitan Denver 
District Attorney’s Office petitioned the 
Commission to set standards for home insu
lation. The Commission has granted the pe
tition as to cellulose insulation. At this 
briefing, the staff will brief the Commission 
on the remaining issues of the petition, plas
tic foam and fibrous glass insulation.

CLOSED TO THE PUBLIC

3. Enforcement o f sharp points/edges tech
nical requirements. The staff will discuss 
issues related to enforcement of the techni
cal requirements the Commission has issued 
for sharp points and sharp edges on toys

and other children’s products. (Closed 
under exemption 9: possible significant frus
tration of agency action.)

Agenda approved November 17,1978.

CO NTACT PERSON FOR  A D D I
T IO N A L  INFORM ATION:

Sheldon B. Butts, Assistant Secre
tary, Office of the Secretary, Con
sumer Product Safety Commission, 
Suite 300, 1111 18th Street NW., 
Washington, D.C. 20207, telephone 
202 634-7700.

[S-2394-78 Filed 11-24-78)

[6355-01-M ]

4

CONSUM ER PR O D UCT  SAFETY  
COM M ISSION.
DATE AND  TIME: Thursday, Novem
ber 30, 1978, 9:30 a.m.
LOCATION: Third floor hearing 
room, 1111 18th Street NW., Washing
ton, D.C. 20207.
STATUS: Open.
M ATTERS TO  BE CONSIDERED.

A genda

OPEN TO THE PUBLIC

1. Decision on Christmas tree lights. The 
Commission will consider options for action 
on a recommended product safety rule for 
miniature Christmas tree lights. The staff 
briefed the Commission on this matter at 
the November 15 briefing.

2. Decision on definition o f  “glazed 
panels”. The Commission will consider 
issues related to the definition of ‘‘glazed 
panel” in its Safety Standard for Architec 
tural Glazing Materials. This will include 
consideration of two related petitions. CP 
78-10 from Elwood Buck, and CP 78 18 
from the National Glass Dealers Associ 
ation. The staff and representatives of 
building codes organizations briefed the 
Commission on these issues at the Novem 
ber 15 briefing.

3. Recommendation to gccept corrective 
action plan: Bassett Furniture Industries. 
Inc., full-size cribs, ID  78-51. The staff has 
recommended that the Commission accept 
and monitor the corrective action plan 
which Bassett has implemented to deal with 
possible hazards associated with certain 
cribs Bassett manufactured.

4. Recommendation to accept corrective 
action plan: AMF/HaHey Davidson Motor 
Co. golf cars, ID  78-100. The staff has rec
ommended that the Commission accept the 
corrective action plan which this firm has 
implemented to deal with possible hazards 
associated with certain golf cars it manufac
tures.
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Agenda approved November 17, 1978.

CONTACT PERSON FOR ADDI
TIONAL INFORMATION:
Sheldon D. Butts, Assistant Secre
tary, Office of the Secretary, Con
sumer Product Safety Commission, 
Suitê  300, 1111 18th Street NW „ 
Washington, D.C. 20207, telephone 
202-634-7700.

[S-2395-78 Filed U-24-78; 3:04 pm]

[6570-06-M ]

5

EQUAL E M P L O Y M E N T  OP PO RT U
NITY COMMISSION,
“FEDERAL REGISTER” CITATION 
OF PREVIOUS ANNOUNCEMENT: 
S-2334-78 and S-2354-78.
PREVIOUSLY A N NO UN CE D TIME 
AN D DATE OF MEETING: 9:30 a.m. 
(eastern time), Monday, November 27, 
1978.
CH AN GE IN THE MEETING: Can
celed.
The only matter scheduled for this 

meeting was consideration of final af
firmative action guidelines. The 
matter is postponed until further 
notice.
CONTACT PERSON FOR M O R E  IN
FORMATION:
Marie D. Wilson, Executive Officer, 
Executive Secretariat, at 202-634- 
6748.
This notice issued November 22, 

1978.
[S-2401-78 Filed 11-24-78; 3:04 pm]

[6712-01-M ]

6

FEDERAL COMMUNICATIONS 
COMMISSION.
TIME AN D DATE: 9 a.m., Wednesday, 
November 29, 1978.
PLACE: Room 856, 1919 M  Street 
NW., Washington, D.C.
STATUS: Special closed Commission 
meeting.
MATTERS TO BE CONSIDERED:

Agenda, Hem No., and Subject
General—1—Commission briefing on the 

CCIR Special Preparatory Meeting for 
WARC 1979.

General—2—Subpoena of FCC records by 
A.T. & T. in connection with United 
States v. A.T. & T. et al., Civil Action No. 
74-1698 (D.D.C.).

This meeting may be continued the 
following workday to allow the Com
mission to complete appropriate 
action.

SUNSHINE ACT MEETINGS

Additional information concerning 
this meeting may be obtained from 
the FCC Public Information Office, 
telephone 202-632-7260.
Issued: November 24, 1978. s 

[S-2398-78 Filed 11-24-78; 3:04 pm]

[6712-01-M ]

7

FEDERAL COMMUNICATIONS 
COMMISSION.
TIME A N D  DATE: 9:30 a.m., Thurs
day, November 30, 1978.
PLACE: Room 856, 1919 M  Street 
NW., Washington, D.C.
STATUS: Closed Commission meeting.
MATTERS TO BE CONSIDERED:

Agenda, Item No., and Subject
Hearing-rl—Questions addressed to the 

Commission by the United States Court of 
Appeals for the District of Columbia Cir
cuit concerning the Beaufort, S.C., AM 
revocation proceeding (Docket No. 19886). 

Hearing—2—Certification to the Commis
sion in the Eaton, Ohio, Construction 
permit proceeding (Docket No. 20832). 

Hearing—3—Petition to terminate hearing 
and for other belief in the Centerville, 
Utah, FM proceeding for construction 
permit (Docket No. 20460).

General—1—Instructions to Bureau Chiefs 
and Staff Officers regarding internal A f
firmative Action for Minorities and 
Women.
This meeting may be continued the 

following workday to allow the Com
mission to complete appropriate 
action. —
Additional information concerning 

this meeting may be obtained from 
FCC Public Information Office, tele
phone 202-632-7260.
Issued: November 24, 1978.

[S-2399-78 Filed 11-24-78; 3:04 pm]

[6712-01-M ]

8

FEDERAL COMMUNICATIONS
COMMISSION.
TIME A N D  DATE: 9:30 a.m., Thurs
day, November 30, 1978.
PLACE: Room 856, 1919 M  Street
NW., Washington, D.C.
STATUS: Open Commission meeting.
MA TT ER S TO BE CONSIDERED:

Agenda, Item No., and Subject
Hearing—1—Motion for stay in the Omaha, 

Nebrasha/Council Bluffs, Iowa consoli
dated AM/FM comparative licensing pro
ceeding (Docket Nos. 78-33-78-345).

General—1—Rule adjustments in light of 
the Sunshine Act.

General—2—Renewal of the Advisory Com
mittee for Cable Signal Leakage and the

Radio Technical Commission for Marine 
Services as Federal Advisory Committees.

General—3—Petitions for Special Relief 
filed by Citizens Communications Center 
requesting approval of reimbursement 
provisions contained in certain licensee- 
citizens group agreements.

General—4—Amendment of Parts 1, 81 and 
83 of the Commission’s Rules to imple
ment a system of Temporary authoriza
tions for ship stations in the Maritime 
Services.

General—5—Report to the Commission re
garding public participation in FCC Rule
making Proceeding Workshops.

Safety and Special Radio Services—1—Ap
plications for review of action taken which 
dismissed applications of Arthur W. 
Brothers for authorization of new public 
coast class III-B  stations at Boulder Peak 
and Boulder City, Nevada.

Common Carrier—1—Petition for Rulemak
ing (RM-2875) filed by Common Cause on 
April 1, 1977.

Common Carrier—2—Memorandum Opinion 
and Order denying an application for

'review filed by ITT World Communica
tions, Inc., directed against a delegated 
action by the Chief, Common Carrier 
Bureau granting the joint application of 
Telenet Communications Corp. and Ha
waiian Telephone-Co.

Common Carrier—3—Petition for Partial 
Reconsideration of American Television 
Relay, Inc. (.ATRII).

Common Carrier—4—Reconsideration of 
ATR Refund.

Common Carrier—5—Extension of Time 
Limit for Adoption of Rules and Technical 
Standards for Cellular Mobile Radio Com
munications Systems.

Common Carrier—6—Regulation of domes
tic satellite receive-only earth stations.

Common Carrier—7—Applications of All 
America Cables and Radio, Inc., to con
struct an additional antenna and associat
ed equipment, acquire, install and operate 
channelizing equipment at the Cayey,

‘ P.R., Earth station, (File Nos. 20-DSE-P-
74 and DS-AA-1) and application of Com
munications Satellite Corp. to discontinue 
service via the Cayey, P.R., Earth station 
and to transfer ownership to All Amercia 
Cables and Radio, Inc. (File No. I-P-D-5).

Cable Television—[ —“Petition for Special 
Relief” (CSR-1287) filed by the New York 
State Commission on Cable Television.

Cable Television—2—Edward Dunn
(McKean County, Pa.) CT Docket No. 78- 
109.'

Assignment and Transfer—1—Application of 
North Dakota Broadcasting Co., Inc., to 
transfer control of North American Com
munications Corp., KXJB-TV, Valley 
City, N. Dak., to Central Minnesota Tele
vision Co., and a Petition to Deny filed by 
Spokane Television Inc., licensee of Tele
vision Station KTHI-TV, Valley City, N. 
Dak.

Renewal—1—Up-dated EEO programs
which include minority/female hiring 
goals.

Renewal—2—Petition to deny the applica
tion of the Georgia State Board of Educa
tion for renewal of license for WVAN-TV, 
Savannah-Pembroke, Ga., filed by the Sa
vannah Branch of the National Associ
ation for the Advancement of Colored 
People.

Renewal—3—Renewal applications of Com- 
munico Oceanic Corp. for Stations KPOI 
and KHSS(FM) Honolulu, Hawaii, and Pe-
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tition for Emergency and Extraordinary 
Relief, filed by licensee on October 4, 
1978.

Renewal—4—Petition for reconsideration of 
decision granting B & H Broadcasting Co. 
waiver of the. ascertainment documenta
tion and reporting requirements for Sta
tions WHMI-AM-FM, Howell, Mich.; Re
quests of seven other licensees for waivers 
and small market exemption—evaluation 
to date.

Aural—1—Application to construct a new 
daytime commercial AM station filed by 
Dennis F: Doelitzsch, Johnston City, 111.; 
petition to deny application by Meredith 
Corp., KCMCXAM), Kansas City, Mo., and 
petition to deny application by Greentree 
Broadcasting Co.,. WJPF CAM), Herrin, 111. 

Complaints and* Compliance—t—Violation 
by United Broadcasting Co. Station 
WOOK(FM), Washington, D.C.

Complaints and Compliance—2.—Requests 
for a declaratory ruling concerning the 
meaning of the phrase “program or any 
part thereof” in Section 225(a) of the Act.

This meeting may be continued the 
following workday to allow the Com
mission to complete appropriate 
action.
Additional information concerning 

this meeting may be obtained from 
FCC Public Information Office, tele
phone 202-632-7260.
Issued: November 24, 1978.

[S-2400-78 Filed 11-24-78; 3:04 pm]

[6712-0*-M ]

9

FEDERAL COMMUNICATIONS 
COMMISSION.
TIME A N D  DATE: 9:30 a.m., 10:30 
a.m. and 2 p.m., Tuesday, November 
28, 1978.
PLACE: Room 856, 1919 M  Street 
NWv, Washington. D.C.
STATUS: Oral arguments and closed 
instructions following oral arguments.
MATTERS T O  BE CONSIDERED:
The Commission will hold a closed 

meeting on Tuesday, November 28, 
1978, for the purpose of issuing 
instructions to the staff following oral 
arguments on Walton Broadcasting, 
Inc., Tucson, Ariz., standard broadcast 
station renewal proceeding (Docket 
No. 20287); W H A M  and WHFM, Roch
ester, N.Y., broadcast renewal proceed
ing (Docket No. 2Q477) and renewal 
application of New Mexico Broadcast
ing Co., Inc. for television station 
KGGM-TV, Albuquerque, N. Mex. 
(Docket No. 20540).
Oral argument, which is open to the 

public, is scheduled to start at 9:30 
a.m. on KGGM-TV. 10:30 a.m. on 
Walton Broadcasting, Inc., and 2 p.m. 
on W H A M  and WHFM, in Room 856, 
1919 M  Street N W „  Washington, D.C.
Additional information concerning 

this meeting may be obtained from

\

SUNSHINE ACT MEETINGS

the FCC Public Information Office, 
telephone 202-632-7260.
Issued: November 21, 1978.

[S-2389-78 Filed 11-24-7® 11:37 am]

[6714-01-M ]

10

FEDERAL DEPOSIT INSURANCE 
CORPORATION.
TIME A N D  DATE: 2 p.m., November 
30, 1978.
PLACE: Board Room, 6th floor, FDIC 
Building, 550 17th Street NW „ Wash
ington, D.C.
STATUS: Open.
MATTERS T O  BE CONSIDERED:
Disposition of minutes of previous meetings.
Request by- the Comptroller o f the Currency 

fo r  a report on the competitive factors in 
volved in the proposed merger o f National 
Bank & Trust Co. o f  Gloucester County, 
Woodbury, N.J., and the National Bank o f  
Mantua, Sewell, N.J.

Recommendation regarding liquidation of a 
bank’s assets acquired by the Corporation 
in its capacity as receiver, liquidator or liq
uidating agent of those assets:

Case No. 43,721-L—Bank of Black 
Mountain, Black Mountain, N.C.

Recommendations with respect to payment 
for legal services rendered and expenses 
incurred in connection with receivership 
and liquidation activities:

Schall, Boudreau & Gore, San Diego, 
Calif., in connection with the receivership 
of United States National Bank, San 
Diego, Calif.

Bronson. Bronson & McKinnon, San 
Francisco, Calif., in connection with the 
liquidation of First State Bank of North
ern California, San Leandro, Calif, (two 
memorandums).

Powell, Goldstein, Frazer & Murphy, 
Atlanta, Ga„ in connection with the liqui
dation of the Hamilton Bank &  Trust Co., 
Atlanta, Ga.

Chapman & Cutler, Chicago, I1L, in con
nection with the liquidation of the Drov
ers’ National Bank of Chicago, Chicago,
nr.

Patterson & Patterson, Whitfield, Mani- 
koff & White, Bloomfield Hills, Mich., in 
connection with the receivership of Bir
mingham Bloomfield Bank, Birmingham, 
Mich.

Kaye, Scholer, Fierman, Hays & Han
dler, New York, N.Y'., in connection with 
the receivership of American Bank & 
Trust Co., New York, N.Y.

Atkinson, Mueller & Dean, New York, 
N.Y., in connection with the liquidation of 
Franklin National Bank, New York, N.Y.

Kaye, Scholer, Fierman, Hays & Han
dler, New York, N.Y., in connection with 
the liquidation of Franklin National Bank, 
New York. N.Y.

Schneiefer, Srneltz, Huston & Bissell, 
Cleveland, Ohio, in connection with the 
liquidation of Northern Ohio Bank, Cleve
land, Ohio.

O ’Neill & Borges, Hato Rey, P.R., in 
connection with the liquidation of Banco 
Credito y Ahorro Ponceno, Ponce, P.R. 
(five memorandums).

55561

KanseU, Post, Brandon & Dorsey, Atlan
ta, Ga., in connection with the liquidation 
of the Hamilton National Bank of Chatta
nooga, Chattanooga, Tenn.

Strasburger & Price, Dallas, Tex., in 
connection with the liquidation of the 
Hamilton National' Bank of Chattanooga, 
Chattanooga, Tenn.

Meredith, Donnell & Edmonds, Corpus 
Christi, Ttex., in connection with the liqui
dation of Northeast Bank of Houston, 
Houston, Tex.

Memorandum and resolution proposing the 
adoption of a statement of policy, and the 
publication for comment of proposed 
amendments to Part 337 of the Corpora
tion’s rules and regulations, regarding 
income derived from the sale by bank in
siders of credit life, health or accident in
surance to loan customers of insured State 
nonmember banks.

Resolution authorizing a contribution by 
the Corporation to the “M inority Bank 
Development Program. ”

Proposed amendments to the current dele
gations of authority relating to the Man
ning Table and ta the Budget of Adminis
trative Expenses.

Reports o f committees and officers:
Minutes of the actions approved by the 

Committee on Liquidations, Loans and 
Purchases of Assets pursuant to authority 
delegated by the Board of Directors.

Reports of the Director of the Division 
of Bank Supervision with respect to appli
cations or requests, approved by him and 
the various Regional Directors pursuant 
to authority delegated by the Board of Di
rectors.

Reports of security transactions, author
ized by the Acting Chairman.

CONTACT PERSON FO R M O R E  IN
FORMATION:
Alan R. Miller, Executive Secretary, 
202-389-4446.

[S-2396-78 Filed 11-24 78; 3:04 pm}

[6714-01-M ]

11

FEDERAL DEPOSIT INSURANCE
c o r p o r a t i o n :
TIME A N D  DATE: 2:30 p.m., Novem
ber 30, 1978.
PLACE: Board Room, 6th floor, FDIC
Building, 550 17th Street, NW., Wash
ington, D.C.
STATUS: Closed.
MA TT ER S TO BE CONSIDERED:
Applications for Federal deposit insurance:

Growers & Merchants State Bank, a 
proposed new bank to be located at the 
southwest corner of the McCall Village 
Shopping Center, 3700 North McCall 
Avenue, Selma, Calif., for Federal deposit 
insurance.

Bank of Gibson City, a proposed new 
bank to be located at the junction of U.S, 
Route 54 and Illinois Routes 47 and 9, 
Gibson City, 111., for Federal deposit insur
ance.

Colonial Banking Co., a- proposed new 
bank to be located at 3600 Merlin Road, 
Grants Pass (Merlin), Oreg., for Federal 
deposit insurance.
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Peoples Bank of Crossville, a proposed 
new bank to be located on Route 11, Ten
nessee Highway 127, approximately one- 
half mile south of the county courthouse, 
Crossville, Tenn., for Federal deposit in
surance.

Citizens Bank of Marysville, a proposed 
new bank to be located at the southeast 
comer of 10th and State Avenue, Marys
ville, Wash., for Federal deposit insurance.

Marshall County Industrial Financing 
Corp., and operating industrial loan com
pany converting to an industrial bank, lo
cated at 526 Seventh Street, Moundsville, 
W. Va., for Federal deposit insurance.

Applications for consent to establish 
branches:

Lloyds Bank California, Los Angeles, 
Calif., for consent to establish branches in 
the vicinity of the intersection of Dublin 
Boulevard and Golden Gate Drive, 
Dublin, Calif., and at the intersection of 
North Texas Street and Atlantic Avenue, 
Fairfield, Calif.

Application for consent to purchase assets, 
assume liabilities, and establish a branch:

Bank of Sonoma County, Santa Rosa, 
Calif., an insured State nonmember bank, 
for consent to purchase the assets of and 
assume the liability to pay deposits made 
in the Healdsburg branch of the First Na
tional Bank of Cloverdale, Cloverdale, 
Calif., and for consent to establish the 
Healdsburg branch as a branch of Bank of 
Sonoma County.

Applications for consent to merge and es
tablish branches:

La Jolla Bank & Trust Co., La Jolla, 
Calif., an insured State nonmember bank, 
for consent to merge, under its charter 
and title, with West Coast National Bank, 
Oceanside, Calif., and for consent to estab
lish the five offices of West Coast Nation
al Bank as branches of the resultant bank.

First American Bank of North Palm 
Beach, North Palm Beach, Fla., an in
sured State nonmember bank, for consent 
to merge under its charter, and with the 
title of "First American Bank of Palm 
Beach County,” with First American Bank 
of Lake Worth, National Association, Lake 
Worth; Fla., and for consent to establish 
the main office and three branches of 
First American Bank of Lake Worth, Na
tional Association, as branches of the re
sultant bank.

Flagship Bank of Orlando, Orlando, 
Fla., an insured State nonmember bank, 
for consent to merge under its charter and 
title with Flagship Bank of West Orlando, 
N.A., Orlando, Fla., and for consent to es
tablish the sole office of Flagship Bank of 
West Orlando, N.A., as a branch of the re
sultant bank.

Flagship Peoples Bank of Tallahassee, 
Tallahassee, Fla., an insured State non
member bank, for consent to merge under 
its charter and title with Flagship Ameri
can Bank of Tallahassee, Tallahassee, 
Fla., and for consent to establish the sole 
office of Flagship American Bank of Tal
lahassee as a branch of the resultant 
bank.

Burlington County Trust Co., Moores- 
town, N.J., an insured State nonmember 
bank, for consent to merge with Bank of 
West Jersey, Delran Township (P.O. 
Delran), N.J., under the charter and title 
of Burlington County Trust Co., and for 
consent to establish the four offices of 
Bank of West Jersey as branches of the 
resultant bank.

SUNSHINE A C T MEETINGS

Recommendations regarding the liquidation 
of a bank’s assets acquired by the Corpo
ration in its capacity as receiver, liquida
tor, or liquidating agent of those assets:

Case No. 42,971-L (Addendum)—Algoma 
Bank, Algoma, Wis.

Case No. 43,699-L—State Bank of Clear
ing, Chicago, 111.

Case No. 43,707-L—American Bank & 
Trust, Orangeburg, S.C.

Case No. 43,709-L—Bank of Commerce, 
Tonkawa, Okla.

Case No. 43,710-L—American Bank &  
Trust, Orangeburg, S.C,

Case No. 43,713-L—The Hamilton Na
tional Bank of Chattanooga, Chattanooga, 
Tenn.

Case No. 43,716-L—American City Bank 
& Trust Co., National Association Milwau
kee, Wis. •

Case No. 43,718-NR—United States Na
tional Bank, San Diego, Calif.

Case No. 43,719-L—Wilcox County 
Bank, Camden, Ala.

Case No. 43,722-L—The Drovers’ Nation
al Bank of Chicago, Chicago, 111.,

Memorandum re Franklin National 
Bank, New York, N.Y.

Memorandum re Northern Ohio Bank, 
Cleveland, Ohio.

Recommendations with respect to payment 
for legal services rendered and expenses 
incurred in connection with receivership 
and liquidation activities:

Bronson, Bronson &  McKinnon, San 
Francisco, Calif., in connection with the 
receivership of United States National 
Bank, San Diego, Calif.

Sullivan & Worcester, Boston, Mass., in 
connection with the receivership of 
Surety Bank & Trust Co., Wakefield, 
Mass. (3 memorandums).

Recommendations with respect to the initi
ation or termination of cease-and-desist 
proceedings, termination-of-insurance pro
ceedings, or suspension or removal pro
ceedings against certain insured banks or 
officers or directors thereof:

Names of persons and names and loca
tions of banks authorized to he exempt 
from disclosure pursuant to the provisions 
of subsections (c)(6), (c)(8), and
(c)(9)(A)(ii) of the “Government in the 
Sunshine Act” (5 U.S.C. 552b(c)(6), (c)(8), 
and (c)(9)(A)(ii)).

Personnel actions regarding appointments, 
promotions, administrative pay increases, 
reassignments, retirements, separations, 
removals, etc.:

Names of employees authorized to be 
exempt from disclosure pursuant to the 
provisions of subsections (c)(2) and (c)(6) 
of the “Government in the Sunshine Act” 
(6 U.S.C. 552b(c)(2) and (c)(6)).

Reports of committees and officers:
Audit Report: Franklin National Bank 

Liquidation, New York, N.Y., dated 
August 4, 1978.

Audit Report: Travel Voucher Process- 
Phase II, Processing Procedures and Fi
nancial Reporting, dated August 11, 1978.

Audit Report: Service Branch Purchas
ing Function, dated August 25, 1978.

Audit Report: Asset No. R-328, Treetops 
Condominiums, Hamilton National Bank 
Liquidation, dated November 2, 1978.

CONTACT PERSON FO R M O R E  IN
FORMATION:
Alan R. Miller, Executive Secretary,

202-389-4446.
[S-2397-78 Filed 11-24-78; 3:04 pm]

[6740-02-M ]

12

FEDERAL E N E R G Y  RE GU L A T O R Y  
COMMISSION.
“FEDERAL REGISTER” CITATION 
OF PREVIOUS ANNOUNCEMENT: 
43 FR 55055, published November 24, 
1978.
PREVIOUSLY A N N O U N C E D  TIME 
A N D  DATE OF MEETING: 10 a.m., 
November 27, 1978.
C H A N G E  IN THE MEETING: The 
meeting scheduled for November 27, 
1978, at 10 a.m. has been changed to 
November 27,1978, at 9 a.m.

K e n n e t h  F. P l u m b , 
Secretary.

[S-2391-78 Filed 11-24-78; 11:37 am]

[6210-01-M ]

13

FEDERAL RESERVE SYSTEM 
(BOARD OF GOVERNORS).
“FEDERAL REGISTER” CITATION 
OF PREVIOUS ANNOUNCEMENT: 
43 FR 53897, November 17, 1978.
PREVIOUSLY A N N O U N C E D  TIME 
A N D  DATE OF TH E MEETING: Fol
lowing 10 a.m. open portion, Wednes
day, November 22, 1978.
CHANGES IN THE MEETING: One 
of the items announced for inclusion 
at this meeting was consideration of 
any agenda items carried forward 
from a previous meeting; the following 
such closed item was added:
Proposed salary structure adjustments at 

Federal Reserve Banks. (This matter was 
originally announced for a meeting on 
Friday, November 17, 1978.)

CONTACT PERSON F O R  M O R E  IN
FORMATION:
Mr. Joseph R. Coyne, Assistant to 
the Board, 202-452-3204.
Dated: November 22, 1978.

G r i f f i t h  L. G a r w o o d , 
Deputy Secretary of the Board. 

[S-2385-78 Filed 11-24-78; 11:37 am]

[7020-02-M ]

14

[USITC SE-78-59]

INTERNATIONAL TR AD E C O M 
MISSION.
TIME A N D  PLACE: 10 a.m., Thurs
day, December 7, 1978.
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PLACE: Room 117, 701 E Street NW„ 
Washington, D.C. 20436.
STATUS: Parts of this meeting will be 
open to the public. The rest of the 
meeting will be closed to the public.
MATTERS T O  BE CONSIDERED: 
Portions open to the public:
1. Agenda.
2. Minutes.
3. Ratifications.
4. Petitions and complaints (if necessary). 
6. Any items left over from previous

agenda.

Portions closed to the public:
5. Status report on Investigation 332-101 

(MTN Study), if necessary.

CONTACT PERSON FO R M O R E  IN
FORMATION:
Kenneth R. Mason, Secretary, 202- 
523-0161.

[S-2392-78 Filed 11-24-78; 11:34 am] 

[7590-01-M ]
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NUCLEAR R E G U L A T O R Y  C O M 
MISSION.
TIME A N D  DATE: Week of November 
27, 1978 (includes changes).
PLACE: Commissioners’ Conference 
Room, 1717 H  Street NW „  Washing
ton, D.C.
STATUS: Open and Closed.
MATTERS TO BE CONSIDERED: 

Monday, November 27 (R evised) 1:30 p .m .

1. Discussion of personnel matter (ap
proximately 1 Vfe hours, closed—exemption 
6).

2. Discussion of proposed Commission re
sponse to IRG Report on Waste Manage
ment (approximately 1 hour, public meet
ing).

T uesday, N ovember 28; 10 a.m .

1. Briefing by American Electric Power 
Co. on new nuclear projects (approximately 
1 hour, public meeting).

2. Briefing on Reactor licensing schedules 
(approximately 1 hour, public meeting).

Friday, December 1:10 a.m.
1. Briefing on report of the NRC/EPA 

Task Force on Emergency Planning (ap
proximately 1 hour, public meeting).

CONTACT PERSON F O R  M O R E  IN
FORMATION:
Walter Magee, 202-634-1410.

ADDITIONAL INFORMATION: The 
executive branch briefing scheduled 
for Friday, November 17, was held as 
scheduled and continued on Monday, 
November 20.

W a l t e r  M a g e e , 
Office of the Secretary. 

CS-2387-78 Filed 11-24-78; 11:37 a.m.]

SUNSHINE ACT MEETINGS 

[4410-01-M ]
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PAROLE COMMISSION (National 
Commissioners^the Commissioners 
presently maintaining offices at Wash
ington, D.C. Headquarters),
TIME A N D  DATE: 9:30 a.m., Novem
ber 21, 1978.
PLACE: Room 500, 320 First Street 
NW., Washington, D.C.
STATUS: Open or closed pursuant to 
a vote to be taken at the beginning of 
the meeting.
CHANGES IN THE MEETING: On 
November 21, 1978, the Commission 
determined that the date and time for 
the above meeting be changed to 
Wednesday, November 22, 1978, at 9:30 
a.m.; and that the above change be an
nounced at the earliest practicable 
time.
CONTACT PERSON F O R  M O R E  IN
FORMATION:
Lee H. Chait, Analyst, 202-724-3117. 

[S-2402-T8 Filed 11-24-78; 3:04 pm]

[7715-01-M ]
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POSTAL RATE COMMISSION.
TIME A N D  DATE: 2 p.m., Tuesday, 
November 28, 1978.
PLACE: Conference Room, Room 500, 
2000 L Street NW., Washington, D.C.
STATUS: Closed.
MATTERS T O  BE CONSIDERED:
1. Draft opinion and recommended 

decision in Docket No. MC77-2. Closed 
pursuant to 5 U.S.C. 552b(c)(10).
CONTACT PERSON FO R M O R E  IN
FORMATION:
Ned Callan, Information Officer, 
Postal Rate Commission, Room 500, 
2000 L Street NW., Washington, 
D.C. 20268, telephone 202-254-5614. 

[S-2403-78 Filed 11-24-78; 3:04 pm]

[7905-01-M ]
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RAILROAD RETIREMENT BOARD.
“FEDERAL REGISTER” CITATION 
OF PREVIOUS ANNOUNCEMENT: 
November 20, 1978.
PREVIOUSLY AN N O U N C E D  TIME 
A N D  DATE OF THE MEETING: 9:30 
a.m., November 28, 1978.
CHANGES IN THE MEETING: Addi
tional item to be considered at the 
closed meeting:

55563

(12) Appeal from referee’s denial of dis
ability annuity application. Robert E. 
Bigger.

CONTACT PERSON FO R M O R E  IN
FORMATION:
R. F. Butler, Secretary of the Board, 
C O M  No, 312-751-4920; FTS No. 
387-4920.

[S-2388-78 Filed 11-24-78; 11:37 aral

[8120-01-M ]
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TENNESSEE VALLEY AUTHORITY.
TIME A N D  DATE: 10:30 a.m. (C.S.T.), 
Thursday, November 30, 1978.
PLACE: Auditorium of TV A’s National 
Fertilizer Development Center, Muscle 
Shoals, Ala.
STATUS: Open.
MA TT ER S FO R ACTION:

Old Business

Ncr. 1. Quarterly rate review and proposal 
for elimination of monthly fuel cost and 
purchased power adjustment.

No. 2. Project Authorization No. 3390—De
velop nuclear spent fuel storage alternatives 
(Phase I).

No. 3. Revised TVA policy codes to imple
ment changes in policy discussed by the 
Board at the November 16 meeting regard
ing reclamation requirements in coal pur
chase contracts.

No. 4. Sale at public auction of 13.93 acres 
of land on White Bridge Road in Davidson 
County, Tennessee, acquired by TVA for a 
power service center site—Tract XNVSC-8.

New Business

B—Consulting and personal service con
tracts

1. Renewal of consulting contract with 
Sheppard T. Powell Associates, Baltimore, 
Md., for advice and assistance in the field of 
chemical engineering, requested by the 
Office of Engineering Design and Construo 
tion.
C—Purchase awards

1. Req. 823912—Furnish all necessary 
labor, tools, equipment, and materials to 
construct reinforced drilled pier foundations 
for the proposed Yellow Creek Nuclear 
Plant.

2. Req. No. 572850—Indefinite quantity 
term contract for carbon steel sheets, coils 
and strips (nuclear) for various TVA pro
jects and warehouses.

3. Amendment .to contracts 76K38-86163-1 
with Atwood and Morrill Co., Inc.; 76K38- 
86163-2 with Rockwell International Corpc  
76K38-86163-3 with BIF-A Unit of General 
Signal Corp.; and 77K38-86163-8 with Nu
clear Valve Division, Borg-Warner Corp. for 
motor-operated and manual valves for the 
Bellefonte Nuclear planV

4. Amendment to contract 78P-42-T30 
with Falcon Coal Co., Inc., for coal for TVA  
steam plants.

5. Req. No. 822080 (Reissue)—Require
ment contract for metal cable trays and fit
tings for the Hartsville and Phipps Bend 
Nuclear Plants.
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6. Rejection of bids received in response to 
Invitation No. 824481 for spent fuel storage 
racks for Bellefonte Nuclear Plant.

D—Project authorizations
1. No. 3392—Pilot-plant production of 

granular fertilizer by the pipecross granula
tion process.

2. No. 511.7—Continuation of farm test 
demonstrations outside the Valley as part of 
the TV A fertilizer program.

3. No. 3388—Convert the East Bowling 
Green-Scottsville, Ky., 69-kV transmission 
line to 161-kV operations.
E—Fertilizer items

1. Supplemental letter agreement between 
TV A and the International Fertilizer Devel
opment Center covering arrangements for 
library services.

F—Power items
1. New power contract with Blue Ridge 

Mountain Electric Membership Corp.
2. New power contract with Tallahatchie 

Valley Electric Power Association.
3. New power contract with the city of 

Humboldt, Tenn.
4. New power contract with the Mayor 

and Aldermen of Ripley, Tenn.
5. Amendment to lease and amendatory 

agreement TV-44653A with Gibson County 
Electric Membership Corp. providing for ex

ercise of option to purchase TVA’s Ruther
ford 69-kV Substation site; and deed cover
ing sale of the substation site to the Gibson 
County Electric Membership Corp.

6. Proposed-agreements and bonding ar
rangements to facilitate continued milling 
of TV A ore at Federal-American Partners 
uranium mill in Gas Hills area of Wyoming.
G—Real property transactions

1. Grant of 30-year easement to Union 
County, Tenn., for commercial recreation 
facilities, affecting approximately 50 acres 
of Norris Reservoir Land—Tract XTNR- 
82RE.

2. Grant of 30-year public recreation ease
ment to Meigs County, Tenn., for a county 
park, affecting approximately 240 acres of 
Watts Bar Reservoir Land—Tract XTW BR- 
129RE.

3. Filing of condemnation suits.
H— Unclassified

1. Letter agreement with the Department 
of Energy covering arrangements for Oak 
Ridge National Laboratory to conduct flui
dized bed combustion studies for TV A.

2. Interagency agreement with the De
partment of Energy covering arrangements 
for studies to analyze the impact of wind- 
powered generation on the electric power 
system.

[S -2386-78 Filed 11-24-78; 11:37 am]
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[4110-92-M]
Title 45— Public Welfare

CHAPTER XIII— OFFICE OF HUMAN 
DEVELOPMENT SERVICES, DEPART
MENT OF HEALTH, EDUCATION, 
AND WELFARE

PART 1351 — RUNAWAY YOUTH 
PROGRAM

AGENCY: Office of Human Develop
ment Services, HEW.
ACTION: Final rule.
SUM M ARY: These regulations estab
lish the requirements that govern the 
administration of the Runaway Youth 
Program grants. They provide infor
mation necessary for grantees and po
tential grantees, and runaway or oth
erwise homeless youth and their fami
lies, to clearly understand the purpose 
of the Runaway Youth Program. Writ
ten comments, suggestions, and objec
tions to the Notice of Proposed Rule- 
making published in the F e d e r al  R eg
is t e r  on February 23, 1978 (43 FR  
7600) were carefully considered in de
veloping these final regulations. Deci
sions reached and changes made are 
explained. The basis for these regula
tions is the ^Runaway Youth Act, Title 
III, Juvenile Justice and Delinquency 
Prevention Act of 1974, as amended by 
the Juvenile Justice Amendments of 
1977.
DATE: November 28, 1978.
FOR FURTHER INFO R M ATIO N  
CONTACT:

Mrs. Patricia T. Jefferson, Youth 
Development Bureau, Administra
tion for Children, Youth and Fami
lies, Office of Human Development 
Services, DHEW, 330 Independence 
Avenue, SW., Washington, D.C. 
20201, 202-245-2862

SUPPLEM ENTAR Y INFORM ATION: 
The Runaway Youth Act provides fi
nancial assistance to develop or 
strengthen proposed or existing 
runaway youth projects.. These pro
jects are community-based facilities 
designed to take care of the immediate 
needs (temporary shelter, counseling, 
and aftercare services) of runaway or 
otherwise homeless youth, and their 
families. The law mandates that grant
ee organizations or agencies be outside 
the law enforcement structure and the 
juvenile justice system. The statute 
also makes provision for technical as
sistance and short-term training. 
Those eligible for grants are: States, 
localities, and private nonprofit agen
cies, and coordinated networks of pri
vate nonprofit agencies. HEW  is revis
ing its Runaway Youth Program regu
lations (41 FR 54296), December 13, 
1976, (45 CFR Part 1351) in order to:

RULES AND REGULATIONS

(1) Implement the Juvenile Justice 
Amendents of 1977 relating to the 
Runaway Youth Program;

(2) Clarify and simplify the existing 
regulations under H E W ’s Operation 
Common Sense. The aim of Operation 
Common Sense is to produce readable 
and understandable regulations which 
reflect Congressional intent and which 
do not unnecessarily regulate consum
ers and providers, including State and 
local governments; and

(3) Carry out the goals of the Presi
dent’s zero-based review of Federal 
planning requirements. The purpose 
of the zero-based review is to eliminate 
unnecessary, burdensome require
ments.

1977 R unaw ay  Y outh Act 
Amendments

The 1977 Amendments give priority 
to applicants whose grant request to 
provide services to runaway or other
wise homeless youth is less than 
$100,000. Priority is also given to appli
cants whose total project budgets, con
sidering all funding sources, are less 
than $150,000. Previously these dollar 
thresholds were $75,000 and $100,000, 
respectively. The amendments also re
quire that crisis care services be pro
vided to otherwise homeless youth, as 
well as runaway youth and their fami
lies. H EW  is also authorized to provide 
short-term training to runaway or oth
erwise homeless youth service provid
ers. Coordinated networks of nonprof
it private agencies are now eligible for 
grant assistance in addition to States, 
localities, and individual nonprofit pri
vate agencies.

In the original Act, client records 
could only be released with the con
sent of the parent or legal guardian. 
However, the Department included in 
the regulations published in the F ed
eral R egister on December 13, 1976, 
provisions for the consent of the 
youth and parents or legal guardians 
prior to the release of records. In the 
amendments, Congress acknowledged 
and affirmed the Department’s deci
sion for joint consent through legisla
tive mandate in Section 7(a)(3) of the 
1977 amendments (which amends Sec
tion 312(b)(6) of the original Act.

S u b p a r t s

For the purposes of clarity, the final 
regulations for Part 1351, the 
Runaway Youth Program, are divided 
into three basic subparts. These sub
parts, and significant regulations con
tained in them, are discussed separate
ly to describe any changes made to the 
Notice of Proposed Rulemaking pub
lished in the Federal R egister on 
February 23, 1978. The purpose of the 
subpart and its basis is also given.

Subpart A, Definition of Terms, de
fines significant terms used in the Act 
and these regulations. This subpart in

cludes new terms—for example, “co
ordinated networks of agencies”, 
“homeless youth”, and “short-term 
training”. It deletes certain definitions 
which are unnecessary or redundant. 
Other definitions have been revised to 
clarify administrative policy and to 
reaffirm particular administrative de
cisions reflected in the proposed regu
lations published in the Federal R eg
ister on February 23, 1978.

The definition for “coordinated net
works of agencies” was revised to 
mean only private nonprofit agencies. 
This is based on an analysis of public 
comments and a legal opinion within 
the Department.

The provisions of Subpart B, 
Runaway Youth Program Grant, per
tain to the purpose of the Runaway 
Youth Act and provide rules regarding 
grant applications and the use of 
grant funds.

Section 1351.14 incorporates provi
sions regarding application for contin
ued grant support. These provisions 
were not included in the proposed ru
lemaking because the Department was 
re-examining the advantages and dis
advantages of awarding grants com
petitively each year versus providing 
continued financial support to current 
grantees during a maximum project 
period of three years. Based on its 
review, the Department will continue 
to adhere to policies in the regulations 
(Section 1351.12) published in the F ed
eral R egister on December 13, 1976.

Section 1351.17 informs applicants 
that the criteria used in rating grant 
applications will be published annual
ly in the Federal R egister as a part of 
the official program announcement.

Section 1351.18 describes the in
volvement of both the youth and the 
parent or legal guardian in the devel
opment of plans for case disposition. It 
also includes provisions for the contact 
of parents or legal guardians within a 
preferred time frame. Section 1351.19 
describes provisions regarding the con
fidentiality of client information. The 
provisions in Sections 1351.18 and 
1351.19 were inadvertantly omitted 
from the proposed rulemaking; howev
er, the Department considers these 
policies proper and reasonable and has 
included them as a part of these final 
regulations.

Subpart C, Additional Requirements, 
explains administrative requirements 
affecting grantees and potential gran
tees. These requirements are accept
ance of technical assistance and short
term training; coordination with a 24- 
hour National toll-free communication 
system; and submission of statistical 
reports profiling clients served. The 
purpose of this subpart is to outline 
the nature of these requirements and 
to describe the types of assistance and 
training that will be available.
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The requirements for technical as
sistance and short-term training are 
based on the Department’s intent to 
improve the administration of the 
Runaway Youth Program by increas
ing'the capability of the runaway serv
ice providers to deliver services. The 
requirement for coordination with the 
24-hour toll-free communication 
system is based on the need to assure 
that runaway or otherwise homeless 
youth are aware of the availability of 
services and can be referred for assist
ance regardless of their whereabouts. 
The statistical reporting requirements 
are based on the legislative mandate in 
Section 312(b)(6) of the Act which 
states that “runaway youth projects 
shall keep adequate statistical records 
profiling the children and parents 
which it serves. .-. .” This information 
is provided in the Annual Report to 
Congress on the Runaway Youth Pro
gram.

P u b l ic  C o m m e n t s

Comments received in response to 
the proposed regulations were careful
ly considered. Revisions have been 
made where appropriatè. These 
changes and significant areas of com
ment are described below. The deci
sions made after review of public com
ments are explained.

1. Definitions—( a) Youth: Several 
comments suggested that the defini
tion of a youth as “a person who has 
not yet reached the legal age of major
ity” was vague, confusing, contradic
tory, and could present problems in 
providing services. State laws vary on 
the “age of majority” and this could 
result in grantees having to serve two 
significantly distinct groups because of 
the different legal relationships be
tween parents and youth in the age 
range of 18 to 21. Also, the level of ma
turity for the 18 to 21 group is differ
ent. Their needs are more acute and 
they require longer-term services and 
greater staff expertise than runaway 
youth projects are designed to provide. 
Given these substantive needs differ
ences and the varying legal relation
ships, it would not be possible for 
runaway youth projects to accomplish 
the intent and goals of the Act, such 
as reuniting youth with their families. 
Accordingly, revisions have been made 
to the proposed definitions of 
“runaway youth” and “homeless 
youth”. The definitions describe these 
youth as persons under 18 years of 
age. The Department will continue to 
adhere to the age ceiling set forth in 
the regulations published in the F ed 
eral R e g is t e r  on December 13, 1976.

(b) Technical Assistance: Concern 
was expressed that the proposed defi
nition of technical assistance was not 
adequate because it could be confused 
with that of “short-term training”. 
The nature of technical assistance

places emphasis on problem resolution 
and increases the overall capability of 
grantee organizations to administer an 
effective program. Current grantees 
report frustration because of an un
clear understanding of the nature and 
function of technical assistance. To 
take care of this concern, the Depart
ment has revised the definition used in 
the past and has presented additional 
examples of technical assistance and 
removed those related to short-term 
training.

(c) Short-term Training: Numerous 
comments noted that short-term train
ing is the development of staff skills to 
strengthen the effective delivery of 
services. Comments also indicated that 
allowing the training to be State, local 
or regionally-based will contribute to 
making the training more useful and 
accessible to grantee organizations. 
The Department agrees with these 
suggestions and has revised Section 
1351.20(a) and the definition of 
“short-term training” in Section 
1351.l(m ).

(d) Temporary Shelter: It was recom
mended that the present definition be 
revised to include a specific time frame 
to define short-term room and board. 
Since it is not the Department’s inten
tion to establish group homes for per
manent or long-term care of runaway 
or otherwise homeless youth, the De
partment accepts this recommenda
tion. It was decided that a maximum 
time frame of 15 days would be appro
priate. This is based on the average 
length of stay by a youth in a local 
runaway youth project as indicated 
through statistical reporting require
ments placed on grantees over the 
past three years.

2. Standard for capacity: A  few com
ments recommended that a standard 
which requires a minimum residential 
capacity of four be added to the Pro
gram Performance Reporting Require
ments placed on grantees in Septem
ber 1976. The Department has decided 
to establish a minimum residential ca
pacity to assure a quantifiable stand
ard for measuring whether a runaway 
youth project is in fact complying 
with the Act and these regulations re
garding shelter. The decision to estab
lish a particular minimum capacity of 
four is based on limited resources 
available to runaway youth projects. 
Therefore, Section 1351.17(d) has been 
revised.

3. Indian eligibility: One comment 
recommended that Indian tribes be 
specifically mentioned as eligible to 
apply for grants as they are consid
ered local units of government. 45 
CFR Section 74.3 notes that Federally 
recognized Indian tribes are presently 
eligible to apply as localities. All other 
Indian tribes' and Indian organizations 
are eligible to apply for grants as pri
vate nonprofit organizations. These

regulations have been revised to in
clude a specific reference to these 
groups in the definition of “locality” 
in Section 1351.l(i).

A  second recommendation was made 
to earmark 10 percent of the appropri
ation specifically for Indian tribes and 
organizations. The Runaway Youth 
Act does not permit set-asides for any 
group of runaway or otherwise home
less youth. The regulations have not 
been revised in this regard.

4. Accreditation of local private non
profit agencies: One comment suggest
ed that these applicants be awarded 
grants if accredited by an independent 
body designated by the Department. 
This accreditation, would establish 
whether or not the agency has met ac
ceptable professional standards. All 
runaway youth projects funded by the 
Department are required to adhere to 
local licensing requirements for shel
ter facilities. These requirements ad
dress minimum professional standards 
in such areas as administration, per
sonnel, training, physical facilities, 
and records and reports. Therefore, 
the Department believes that a regula
tion requiring private nonprofit appli
cants to be accredited is unnecessary.

5. Technical Changes: In addition to 
the revisions described above, the De
partment has incorporated various 
suggestions regarding minor technical 
changes designed to clarify the lan
guage and intent of the regulations. *
(Catalog of Federal Domestic Assistance 
13.623—Runaway Youth)

Dated: August 23, 1978.
A r a b e l la  M a r t in e z , 
Assistant Secretary for 

Human Development Services.
Approved: November 8, 1978.

H a l e  C h a m p io n ,
Acting Secretary.

Chapter X III of Title 45 of the Code 
of Federal Regulations (CFR), Part 
1351 is amended as follows:

Subpart A — Definition of Terms

Sec.
1351.1 Significant Terms.

Subpart B— Runaway Youth Program Grant

1351.10 What is the purpose of the 
Runaway Youth Program grant?

1351.11 Who is eligible to apply for a 
Runaway Youth Program grant?

1351.12 Who gets priority for the award of 
a Runaway Youth Program grant?

1351.13 What are the Federal and non-Fed- 
eral participation requirements under a 
Runaway Youth Program grant?

1351.14 What is the period for which a 
grant will be awarded?

1351.15 What costs are supportable under 
a Runaway Youth Program grant?

1351.16 What costs are not allowable under 
a Runaway Youth Program grant?

1351.17 How is application made for a 
Runaway Youth Program grant?
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1351.18 What criteria has HEW estab
lished for deciding which Runaway 
Youth Program grant applications to 
fund?

1351.19 What. additional information 
should an applicant or grantee have 
about a Runaway Youth Program 
grant?

Subpart C— Additional Requirements

1351.20 What are the «additional 'require
ments under a Runaway Youth Program 
grant?

A uthority : 91 Stat. 1058 (42 U.S.C. 5711) 

Subpart A — Definition of Terms

§ 1351.1 Significant terms.
For the purposes of this part:
(a ) “Aftercare services” means the 

provision of services to runaway or 
otherwise homeless youth and their 
families, following the youth’s return 
home or placement in alternative 
living arrangements which assist in al
leviating the problems that contribut
ed to his or her running away or being 
homeless.

(b ) “Area” means a specific neigh
borhood or section of the locality in 
which the runaway youth project is or 
will be located.

<c) “Coordinated networks of agen
cies” means an association of two or 
more nonprofit private agencies, 
whose purpose is to develop or 
strengthen services to runaway or oth
erwise homeless youth and their fami
lies.

(d ) “Counseling services” means the 
provision of guidance, support and 
advice to runaway or otherwise home
less youth and their families designed 
to alleviate the problems which con
tributed to the youth’s running away 
or being homeless, resolve intrafamily 
problems, to reunite such youth with 
their families, whenever appropriate, 
and to help them decide upon a future 
course of action.

(e ) “Demonstrably frequented by or 
reachable” means located in an area in 
which runaway or otherwise homeless 
youth congregate or an area accessible 
to such youth by public transportation 
or by the provision of transportation 
by the runaway youth project itself.

( f )  “Homeless youth” means a 
person under 18 years of age who is in 
need of services and without a place of 
shelter where he or she receives super
vision and care.

(g ) “Juvenile justice system” means 
agencies such as, Taut not limited to ju
venile courts, law enforcement, proba
tion, parole, correctional institutions, 
training schools, and detention facili
ties.

(h ) “Law enforcement structure” 
means any police activity or agency 
with legal responsibility for enforcing 
a criminal code including, police de
partments and sheriffs offices.

RULES AND REGULATIONS

(i) “A  locality” is a unit of general 
government—for example, a city, 
county, township, town, parish, vil
lage, or a combination of such units. 
Federally recognized Indian tribes are 
eligible to apply for grants as local 
units of government.

(j )  “A  nonprofit private agency” is 
any agency, organization, or institu
tion whose net earnings do not benefit 
any private shareholder, governing 
board member, or individual and 
which agrees to be legally responsible 
for the operation of a runaway youth 
project. It may include agencies which 
are fully controlled by private boards 
or persons. Non-Federally recognized 
Indian tribes and Indian organizations 
are eligible to apply for grants as non
profit private agencies.

(k ) “Runaway youth project” means 
a locally controlled human service pro
gram facility outside the law enforce
ment structure and the juvenile jus
tice system providing temporary shel
ter, either directly or through other 
facilities, counseling and aftercare 
services to runaway or otherwise 
homeless youth.

(l) “Runaway youth” means a 
person tinder 18 years of age who ab
sents himself or herself from home or 
place of legal residence without the 
permission of parents or legal guardi
an.

(m ) “Short-term training” means 
the provision of local, State, or region
ally based instruction to runaway or 
otherwise homeless youth service pro
viders in skill areas that will directly 
strengthen service delivery.

(n ) “A  State” includes any State of 
the United States, the District of Co
lumbia, the Commonwealth of Puerto 
Rico, the Trust Territory of the Pacif
ic Islands, and any territory or posses
sion of the United States.

(o ) "Technical assistance” means the 
provision of expertise or support for 
the purpose of strengthening the ca
pabilities of grantee organizations to 
deliver services.

(p ) “Temporary shelter” means the 
provision of short-term (maximum of 
15 days) room and board and core 
crisis intervention services, on a 24- 
hour basis, by a runaway youth proj
ect.
Subpart B— Runaway Youth Program 

Grant

§1351.10 What is the purpose of the 
Runaway Youth Program grant?

The purpose of the Runaway Youth 
Program grant is to establish or 
strengthen existing or proposed com
munity-based runaway youth projects 
to provide temporary shelter and care 
to runaway or otherwise homeless 
youth who are in need of temporary 
shelter, counseling and aftercare serv
ices. The Department is concerned

about the increasing numbers of 
youth who leave, and stay away from, 
their homes without permission of 
their parents or legal guardian. There 
is also national concern about 
runaway youth who have no resources, 
who live on the street, and who repre
sent law enforcement problems in the 
communities to which they run. The 
problems of runaway or otherwise 
homeless youth should not be the re
sponsibility of already overburdened 
police departments and juvenile jus
tice authorities. Rather, Congress in
tends that the responsibility for locat
ing, assisting, and returning such 
youth should be placed with low-cost, 
community-based human service pro
grams.

§ 1351.11 Who is eligible to apply for a 
Runaway Youth Program grant?

(a ) States, localities, nonprofit pri
vate agencies and coordinated net
works of private nonprofit agencies 
are eligible to apply for a Runaway 
Youth Program grant unless they are 
part of the law enforcement structure 
or the juvenile justice system.

§ 1351.12 Who gets priority for the award 
of a Runaway Youth Program grant?

In making Runaway Youth Program 
grants, H EW  gives priority to those 
private agencies which have had past 
experience in dealing with runaway or 
otherwise homeless youth. H EW  also 
gives priority to applicants whose total 
grant requests for services to runaway 
or otherwise homeless youth are less 
than $100,000 and whose project bud
gets, considering all funding sources, 
are smaller than $150,000. Past experi
ence means that a major activity of 
the agency has been the provision of 
temporary shelter, counseling, and re
ferral services to runaway or otherwise 
homeless youth and their families, 
either directly or through linkages es
tablished with other community agen
cies.

§ 1351.13 What are the Federal and non- 
Federal Financial Participation re
quirements under a Runaway Youth 
Program grant?

H EW  will pay 90 percent of the costs 
of operating a runaway youth project 
for any fiscal year. Grantees must pay 
10 percent of the costs of operating a 
runaway youth project for any fiscal 
year.

§ 1351.14 What is the period for which a 
grant will be awarded?

(a ) The initial notice of grant award 
specifies how long H EW  intends to 
support the project without requiring 
the project to reoompete for funds. 
This period, called the project period, 
will not exceed three years.

(b ) Generally the grant will initially 
be for one year. A  grantee must
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submit a separate application to have 
the support continued for each subse
quent year. Continuation awards 
within the project period will be made 
provided the grantee has made satis
factory progress, funds are available, 
and HEW  determines that continued 
funding is in the best interest of the 
Government.

§1351.15 What costs are supportable 
under a Runaway Youth Program 
grant?

Costs which can be supported in
clude, but are not limited to, tempo
rary shelter, referral services, counsel
ing services, aftercare services, and 
staff training. Costs for acquisition 
and renovation of existing structures 
may not normally exceed 15 percent of 
the grant award. H EW  may waive this 
limitation upon written request under, 
special circumstances based on demon
strated need.

§ 1351.16 What costs are not allowable 
under a Runaway Youth Program 
grant?

A Runaway Youth Progam grant 
does not cover the cost of constructing 
new facilities.

§ 1351.17 How is application made for a 
Runaway Youth Program grant?

HEW publishes annually in the F ed 
eral R e g iste r  a program announce
ment of grant funds available under 
the Runaway Youth Program Act. 
The program announcement states the 
amount of funds available, program 
priorities for funding, and criteria for 
evaluating applications in awarding 
grants. The announcement also de
scribes specific procedures for receipt 
and review of applications. An appli
cant should:

(a) Obtain a program announcement 
from the F ederal  R e g ist e r  or from 
one of H EW ’s 10 Regional Offices in 
Boston, New York, Philadelphia, At
lanta, Chicago, Dallas, Kansas City, 
Denver, San Francisco, and Seattle;

(b) Obtain an application package 
from one of H E W ’s Regional Offices; 
and

(c) Upon fulfillent of the require
ments of OMB-Circular À-95 which 
can also be obtained at one of H E W ’s 
Regional Offices, submit a completed 
application to the Grants Manage
ment Office at the appropriate Re
gional Office.

§ 1351.18 What criteria has HEW estab
lished for deciding which Runaway 
Youth Program grant applications to 
fund?

In reviewing applications for a 
Runaway Youth Program grant, HEW  
takes into consideration a number of 
factors, including:

RULES AND REGULATIONS

(a ) Whether the application meets 
one or more of the program’s funding 
priorities; (see § 1351.12)

(b ) The need for Federal support 
based on the number of runaway or 
otherwise homeless youth in the area 
in which the runaway youth project is 
or will be located;

(c) The availability of services to 
runaway or otherwise homeless youth 
in the area in which the runaway 
youth project is located;

(d ) Whether there is a minimum 
residential capacity of - four and a 
maximum residential capacity not to 
exceed 20 youth with a ratio of staff 
to youth sufficient to assure adequate 
supervision and treatment;

(e) Plans for meeting the best inter
ests of the youth involving, when pos
sible, both the youth and the parent 
or legal guardian. These must include 
contacts With parents or legal guardi
an. This contact should be made 
within 24 hours, but must be made no 
more than 72 hours following the time 
of the youth’s admission into the 
runaway youth project. The plans 
must also include assuring the youth’s 
safe return home or to local govern
ment officials or law enforcement offi
cials and indicate efforts to provide 
appropriate alternative living arrange
ments.

(f ) Plans for the delivery of after
care or counseling services to runaway 
or otherwise homeless youth and their 
parents or legal guardians;

(g ) Whether the estimated cost to 
the Department for the runaway 
youth project is reasonable consider
ing the anticipated results;

(h ) Whether the proposed personnel 
are well qualified and the applicant 
agency has adequate facilities and re
sources;

(i) Whether the proposed project 
design, if well executed, is capable of 
attaining program objectives;

(j ) The consistency of the grant ap
plication with the provisions of the 
Act and these regulations.

§ 1351.19 What additional information 
should an applicant or grantee have 
about a Runaway Youth Program 
grant?

(a ) Several other HEW  rules and 
regulations apply to applicants for or 
recipients of Runaway Youth Program  
grants. These include:

(1) The provisions of 45 CFR Part 74 
pertaining to the Administration of 
Grants;

(2) The provisions of 45 CFR Part 
16, Departmental Grants Appeal Proc
ess, and the provisions of Informal 
Grant Appeal Procedures (Indirect 
Costs) in volume 45 CFR Part 75;

(3) The provisions of 45 CFR Part 80 
and 45 CFR Part 81 pertaining to non
discrimination under programs receiv-

55637
ing Federal assistance, and hearing 
procedures;

(4) The provisions of 45 CFR Part 84 
pertaining to discrimination on the 
basis of handicap;

(5) The provisions of 45 CFR Part 46 
pertaining to protection of human 
subjects.

(b ) Several program policies regard
ing confidentiality of information, 
treatment, conflict of interest and 
State protection apply to recipients of 
Runaway Youth Program grants. 
These include: f

(1) Confidential information. All in
formation including lists of names, ad
dresses, photographs, and records of 
evaluation of individuals served by a 
runaway youth project shall be confi
dential and shall not be disclosed or 
transferred to any individual or to any 
public or private agency without writ
ten consent of the youth and parent 
or legal guardian. Youth served by ta 
runaway youth project shall have the 
right to review their records; to cor
rect a record or file a statement of dis
agreement; and to be apprised of the 
individuals who have reviewed their 
records. Procedures shall be estab
lished for the training of project staff 
in the protection of these rights and 
for the secure storage of records.

(2) Medical, psychiatric or psycho
logical treatment. No youth shall be 
subject to medical, psychiatric or psy
chological treatment without the con
sent of the youth and parent or legal 
guardian unless otherwise permitted 
by State law.

(3) Conflict of interest. Employees or 
individuals participating^ a program 
or project under the Acf shall not use 
their positions for a purpose that is, or 
gives the appearance of being, moti
vated by a desire for private gain for 
themselves or others, particularly 
those with whom they have family, 
business or other ties.

(4) State law protection. HEW  poli
cies regarding confidential informa
tion and experimentation and treat
ment shall not apply if HEW  finds 
that State law is more protective of 
the rights of runaway or otherwise 
homeless youth.

(c) Nothing in the Runaway Youth 
Act or these regulations gives the Fed
eral Government control over the 
staffing and personnel decisions re
garding individuals hired by a 
runaway youth project receiving Fed
eral funds.

Subpart C— Additional Requirements

§ 1351.20 What are the additional require
ments under a Runaway Youth Pro
gram grant?

(a ) To improve the administration of 
the Runaway Youth Program by in
creasing the capability of the runaway 
youth service providers to deliver serv
ices, HEW  will require grantees to
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accept technical assistance and short
term training as a condition of fund
ing for each budget period.

(1) Technical assistance may be pro
vided in, but not limited to, such areas 
as:

•  Program Management,
•  Fiscal Management,
•  Development of coordinated net

works of private nonprofit agencies to 
provide services, and

•  Low cost community alternatives 
for runaway or otherwise homeless 
youth.

(2) Short-term training may be pro
vided in, but not limited to, such areas 
as:

•  Shelter facility staff development,
•  Aftercare services or counseling,
•  Fund raising techniques,
•  Youth and Family counseling, and
•  Crisis intervention techniques.
(b ) Grantees will be required to co- . 

ordinate their activities with the 24- 
hour National toll-free communication 
system which links runaway youth 
projects and other service providers 
with runaway or otherwise homeless 
youth.

(c) Grantees will also be required to 
submit statistical reports profiling the 
clients served. The statistical report
ing requirements are mandated by the 
Act which states that “runaway youth 
projects shall keep adequate statistical 
records profiling the children and par
ents which it serves . . . ”.
[FR Doc. 78-32473 Filed 11-27-78; 8:45 am]
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[21 CFR Part 882]

[Docket No. 78N-1000]

CLASSIFICATION OF NEUROLOGICAL DEVICES

Development of General Provisions

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed rule.
SUM M ARY: The agency is proposing 
general rules applicable to the classifi
cation of all neurological devices. The 
Medical Device Amendments of 1976 
requires the Food and Drug Adminis
tration (F D A ) to classify all medical 
devices intended for human use into 
three categories: Class I, general con
trols; class II, performance standards; 
and class III, premarket approval. In 
the preamble to this proposal, FD A  
describes the development of the pro
posed regulations classifying individu
al neurological devices, which are 
being published elsewhere in this issue 
of the F ederal  R e g ist e r . The pream
ble also describes the activities of the 
Neurological Device Classification 
Panel, an FD A  advisory committee 
that makes recommendations to FD A  
concerning the classification of neuro
logical devices.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposed become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857.
FO R  FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
Md. 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

D e v ic e  C l a s s if ic a t io n  S y s t e m

The Medical Device Amendments of 
1976 (the amendments) (Pub. L. 94- 
295) establish a comprehensive system 
for the regulation of medical devices 
intended for human use. One provi
sion of the amendments, section 513 of 
the Federal Food, Drug, and Cosmetic 
Act (the act) (21 U.S.C. 360c) estab
lishes three categories (classes) of de
vices, depending on the regulatory 
controls needed to provide reasonable
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assurance of their safety and effective
ness. The three categories are as fol
lows: class I, general controls; class II, 
performance standards; class III, pre
market approval.

Most devices are not classified under 
section 513 of the act until after FD A  
has (1) received a recommendation 
from a device classification panel (an 
FD A  advisory committee); (2) pub
lished the panel’s recommendation for 
comment, along with a proposed regu
lation classifying the device; and (3) 
published a final regulation classifying 
the device. These steps must precede 
the classification of any device that 
was in commercial distribution before 
May 28, 1976 (the date of enactment 
of the amendments) and that was not 
previously regarded by FD A  as a new 
drug under section 505 of the act (21 
U.S.C. 355). A  device that is first of
fered for commercial distribution after 
May 28, 1976, and is substantially 
equivalent to a device classified under 
this scheme, is also classified in the 
same class as the device to which it is 
substantially equivalent.

A  device that FD A  previously re
garded as a new drug, or a newly of
fered device that is not substantially 
equivalent to a device that was in com
mercial distribution before the amend
ments, is classified by statute into 
class III. These two types of devices 
are classified into class III  without any 
FD A  rulemaking proceedings. The 
agency determines whether new de
vices are substantially equivalent to 
previously offered devices by means of 
the premarket notification in section 
510(k) of the act (21 UJS.C. 360(k)) and 
Part 807 of the regulations (21 CFR  
Part 807).

R elated  R e g u l a t io n s

In the F ederal  R e g ist e r  of July 28, 
1978 (43 FR  32988), the Commissioner 
issued final regulations describing the 
procedures for classifying devices in
tended for human use. These regula
tions, which were proposed in the F ed
er al  R e g ist e r  of September 13, 1977 
(42 FR  46028), supplement the agen
cy’s regulations in Part 14 (21 CFR  
Part 14) governing the use of advisory 
committees. The agency also issued in
terim device classification procedures 
in a notice published in the F ederal  
R e g ist e r  of May 19, 1975 (40 FR  
21848).

A c t iv it ie s  o f  P a n e l

Anticipating enactment of the 
amendments, FD A  established several 
advisory committees to make prelimi
nary recommendations on device clas
sification. The Neurological Device 
Classification Panel (the Panel) was 
originally chartered on October 15, 
1974, as the Panel on Review of Neuro
logical Devices. O n  January 26, 1976, 
FD A  placed a report of the Panel’s

tentative classification recommenda
tions on file with the office of the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, and announced 
the availability of the report to the 
public by notice published in the F ed
er a l  R e g ist e r  of June 25, 1976 (41 FR 
26245). #

On August 9, 1976, the Panel and 
other preamendments device classifi
cation panels were rechartered to re
flect their new responsibilities under 
the amendments. The agency directed 
each panel to reconsider its preamend
ments classification recommendations 
in light of the new requirements. In 
1976 and 1977, the Panel reviewed all 
devices that FD A  had referred to it to 
make certain that its recommenda
tions were in accord with the amend
ments.

Throughout- the Panels delibera
tions, interested persons were given an 
opportunity to present their views, 
data, and other information concern
ing the classification of neurological 
devices. The Panel also invited experts 
to testify and sought information on 
many devices from the published lit
erature.

In October 1977, the Panel submit
ted to FD A  a preliminary report of its 
recommendations. The report included 
a roster of current and previous Panel 
members and consultants and listed all 
meeting dates. The agency placed a 
copy of the repeat in the office of the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, and announced 
its availability to the public by notice 
published in the F ederal  R egister  of 
November 29, 1977 (42 FR  60792). At 
meetings held on January 13,1978 and 
April 21, 1978, the Panel changed its 
previous recommendations concerning 
the clasification of several devices. An 
addendum to [he Panel report show
ing these changes has been placed in 
the office of the Hearing Clerk, Food 
and Drug Administration. Also availa
ble in the office of the Hearing Clerk 
are summary minutes from all Panel 
meetings, verbatim transcripts of 
meetings held after May 28, 1976 (the 
date of enactment of the amend
ments), and all references cited in indi
vidual neurological device proposed 
classification regulations. Interested 
persons may review these documents 
in the office at the Hearing Clerk 
(HFA-305), Food and Drug Adminis
tration, Room 4-65, 5600 Fishers Lane, 
Rockville, Md. 20857, between 9 a.m. 
and 4 p.m., Monday through Friday.

L is t  o f  N e u r o l o g ic a l  D evices

In 1972 FD A  surveyed device manu
facturers to identify the devices for 
which classification regulations would 
be needed. Following this survey, FDA 
developed a list of neurological de
vices. The Panel supplemented the list 
utilizing its members’ knowledge of
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neurological devices in use. Devices 
that were solely for experimental or 
investigational use or that were not 
generally available were not included.

The Commissioner is proposing to 
establish a new Part 882 in Title 21 of 
the Code of Federal Regulations. Part 
882 will consist of sections identifying 
eaeh neurological device with a brief 
narrative description and stating the 
classification of that device. A  list of 
the neurological devices appears else
where in this preamble.

I n d iv id u a l  N e u r o l o g ic a l  D e v ic e  
C l a s s if ic a t io n  R e g u l a t io n

Elsewhere in this issue of the F eder 
al  R e g ist e r , the Commissioner is issu
ing 103 individual proposed regula
tions to classify each neurological 
device. The Commissioner is proposing 
to classify 26 neurological devices into 
class I (general controls), 66 neurologi
cal devices into class II (performance 
standards), and 11 neurological devices 
into class III (premarket approval). 
The Commissioner also is publishing 
the recommendations of the Panel re
garding these devices, as required by 
section 513(c)(2) and (d)(1) of the act 
(21 U.S.C. 360c(c)(2) and (d)(1)).

P u b l is h e d  P a n e l  R e c o m m e n d a t io n s

Each published Panel recommenda
tion concerning a neurological device 
includes the information described 
below.

1. Identification. The Panel recom
mendation and proposed FD A  classifi
cation regulation each include a brief 
narrative identification of the device. 
The identification statement is neces
sarily broad because it applies to a cat
egory or type of device rather than to 
a specific device. As explained in pro
posed §882.1, manufacturers who 
submit premarket notification submis
sions under section 510(k) of the act 
and Part 807 of the regulations cannot 
show merely that a newly offered 
device is accurately described by the 
section title and identification provi
sions of a classification regulation, al
though a new device may be described 
accurately by the title and identifica
tion in a classification regulation, it is 
nevertheless in class III under section 
513(f) of the act of it is not substan
tially equivalent to a preamendment 
device (or to a postamendment device 
that has already been reclassified 
from class III into class I or class II). 
It is not practical for FD A  to publish 
an identification of each type of device 
that is so detailed as to anticipate 
every product feature that may be rel
evant in determining whether a new 
device is substantially equivalent to 
previous devices classified by the regu
lation. The commissioner believes that 
this problem was recognized in, and 
addressed by, the premarket notifica
tion procedures in section 510(k) of

the act. Accordingly, any manufactur
er who submits a premarket notifica
tion submission should state why the 
manufacturer believes the device is 
substantially equivalent to other de
vices in commercial distribution, as re
quired by §807.87 (21 CFR §807.87), 
and whether the device is described in 
a classification regulation.

2. Recommended classification. Each 
Panel’s recommendation describes 
whether the device is recommended 
for classification into class I (general 
controls), class II (performance stand
ards), or class III (premarket approv
al).

For each device recommended for 
classification into class I, the Panel 
considered whether the device should 
be exempt from any requirements 
under certain sections of the act: sec
tion 510 (21 U.S.C. 360, registration), 
section 519 (21 U.S.C. 360i, records and 
reports), and section 520(f) (21 U.S.C. 
360j(f), good manufacturing practice 
requirements). Although the Panel did 
not recommend that any device be 
exempted at this time from section 
510 or section 519 of the act, the panel 
did recommend that the manufactur
ers of several class I devices be 
exempted from good manufacturing 
practice regulations (and thus from 
the records and reports’ requirements 
in these regulations) in the manufac
ture of these devices. The Commis
sioner’s policy concerning these ex
emption recommendations is discussed 
below in the section of this proposal 
concerning “Exemptions for Class I 
Devices.’’

A  Panel recommendation that a 
device be classified into class II in
cludes the Panel’s recommended prior
ity ( “high” or “low”) for establishing a 
performance standard for the device. 
Similarly, each Panel recommendation 
that a device be classified into class III 
includes the Panel’s recommended pri
ority ( “high” or “low”) for application 
of premarket approval requirements 
to that device. As explained below in 
the section of this notice concerning 
“Priorities for Class II and III De
vices,” the Commissioner is not, how
ever, proposing the establishment of 
FD A  priorities at this time..

3. Summary of reasons for recom
mendation. The summary of reasons 
for the Panel’s recommendation ex
plains why the Panel believes a partic
ular device meets the statutory crite
ria for classification into class I, II, or
III.

Except in those instances in which 
FD A ’s classification proposal differs 
from an advisory committee’s recom
mendation, the Commissioner is 
adopting the committee’s summary of 
reasons as the agency’s statement of 
the reasons for issuing the regulations, 
as required by section 517(f) of the act 
(21 U.S.C. 360g(f)).

The summary of reasons for a rec
ommendation identifies any device 
that is an implant or a life-supporting 
or life-sustaining device. The summary 
of reasons for any implant or life-sup
porting or life-sustaining device that is 
not recommended for classification 
into class III also explains why the 
Panel determined that classification of 
the device into class III is not neces
sary to provide reasonable assurance 
of its safety and effectiveness. The 
agency provides a similar explanation 
in the “Proposed Classification” sec
tion of the preamble to any proposal 
to classify an implant or a life-sup
porting or life-sustaining device into a 
class other than class III.

4. Summary of data on which the 
recommendation is based. In many 
cases, the Panel based its recommen
dations on Panel members’ personal 
knowledge of, and familiarity with, 
the devices under review. Reliance 
upon clinical experience and judge
ment was particularly common when 
the Panel considered a simple device 
that had been used extensively and 
was accepted widely before the amend
ments were enacted. The legislative 
history of the amendments provides 
that the term “data” has a special 
meaning in section 513(a)(2) of the 
act, which requires that a Panel rec
ommendation summarize the data 
upon which a recommendation is 
based. As used in this section, “data” 
refers not only to the results of scien
tific experiments, but also to less 
formal evidence, other scientific infor
mation, or judgments of experts 
(House Committee on Interstate and 
Foreign Commerce, Medical Device 
Amendments of 1976, H. Rept. 94-853, 
94th Congress, 2d Session 40 (1976)). 
The Commissioner has determined 
that clinical experience and judgment 
are valid scientific evidence for classi
fying certain devices.

In many cases, FD A  sought data and 
information concerning the classifica
tion of a device in addition to that 
cited by the Panel. References to 
these data and information are found 
in the “Proposed Classification” sec
tion of the preambles to individual 
neurological device regulations. The 
Commissioner is adopting, as the agen
cy’s statement of the basis for issuing 
the regulation under section 517(f) of 
the act, the Panel’s summary of the 
data on which a recommendation to 
classify a device is based, together 
with any additional data and informa
tion cited in the preamble to the pro
posed classification regulation.

5. Risks to health. In identifying the 
risks to health presented by neurologi
cal devices, the Panel recognized that 
few devices are completely free of risk. 
The Panel listed the risks it consid
ered most significant, especially those 
that are unique to the tise of a device.
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In some cases, FDA has identified ad
ditional risks to health presented by a 
device. These additional risks are set 
out in the section of the preamble con
cerning the "Proposed classification” 
of a particular device.

Because the classification recom
mendations and FDA regulations do 
not identify all risks to health present
ed by neurological devices, future reg
ulations establishing performance 
standards under section 514 of the act 
(21 U.SXJ. 360d) and future regula
tions requiring premarket approval 
under section 515(b) of the act (21 
U.S.C. 360e(b)) may identify risks to 
health to be addressed by FDA re
quirements in addition to those identi
fied in the classification recommenda
tions and regulations.

P r o po sed  C l a s s if ic a t io n

Each proposed regulation to classify 
a neurological device states whether 
FD A  agrees with the Panel’s recom
mendation, describes the agency’s pro
posed classification of the device, and 
proposes a new section in Part 882 in 
which the device classification will be 
codified.

The Commissioner cautions that the 
final classification of a device may 
differ from the proposal. Factors that 
may cause such a change include com
ments, the agency’s reconsideration of 
existing data and information, and the 
agency’s consideration of new data 
and information.

P r io r it ie s  for  C lass  I I  a n d  C la ss  III 
D e vic es

For a device that the Panel recom
mends to be classified into class II or 
class III, section 513(c)(2)(A) of the 
act requires that the Panel recommen
dation include, to the extent practica
ble, a recommendation for the assign
ment of a priority for application to 
the device of a performance standard 
or premarket approval requirements. 
In developing its advice concerning 
priorities ( “high” or “low”) of devices 
recommended for classification into 
class II or class III, the Panel com
pared the device with other neurologi
cal devices, based on information avail
able to the Panel members concerning

the relative importance of use of the 
device and the relative risks presented 
by the device. The Panel recommend
ed assignment of a “high priority” 
only to those class II or class III de
vices that the Panel believed should 
receive the agency’s immediate atten
tion.

The Commissioner is not proposing 
at this time to establish priorities for 
development of performance stand
ards for class II devices or application 
of premarket approval requirements 
to class III devices. Section 513(d)(3) 
of the act authorizes, but does not re
quire, establishment of these prior
ities. At a later date, however, the 
Commissioner will establish priorities 
for the development of standards for 
class II devices and the application of 
premarket approval requirements to 
class III devices. These priorities will 
be based on the classification panels’ 
recommendations, available resources, 
and other relevant factors. The agen
cy’s priorities will be reflected in the 
agency’s annual budget request and 
other publicly available documents 
and may be published in the F ederal  
R e g ist e r .

The agency intends to proceed as 
quickly as the statute and classifica
tion panel resources permit to require 
premarket approval of devices classi
fied into class III. There are two fac
tors affecting the length of time neces
sary before FDA requires submission 
of premarket approval applications for 
any particular device that is classified 
by an FD A  regulation into class III: 
the number of devices reviewed by a 
panel and the priority of a particular 
device in relation to other class III de
vices considered by a classification 
panel. For example, where FD A  classi
fies into class III only a few devices 
within a Panel’s specialty area, FDA  
may at the same time also publish reg
ulations under section 515(b) of the 
act requiring premarket approval for 
many of the class III devices consid
ered by the Panel, regardless of 
whether of a high or a low priority. 
Where practical, FD A  will publish 
these section 515(b) regulations during 
the grace period (30 months) following 
classification during which a device

classified into class III by FDA regula
tion may lawfully remain on the 
market without a premarket approval 
application. The grace period is pro
vided for in section 501(f) of the act 
(21 U.S.C. 351(f)).

E x e m p t io n s  fo r  C la ss  I D evices

The Panel recommended that sever
al neurological devices that are recom
mended for classification into class I 
be exempted from the good manufac
turing practice (G M P ) regulation. The 
G M P  regulation was published in final 
form in the F ederal  R e g iste r  of July 
21, 1978 (43 FR 31508). At the time of 
the Panel’s recommendation, the 
G M P  regulation had not been promul
gated, and the agency had not yet de
veloped criteria for exempting a class I 
device from the G M P  regulation.

The Commissioner has decided that 
the agency will consider exempting a 
class I device from the G M P regula
tions if any one of the following re
quirements is met:

1. Based on adequate information 
about current practices in the manu
facture of the device and about user 
experience with the device, the agency 
has determined that application of the 
G M P  regulation will not improve the 
safety and effectiveness of the device.

2. The agency has determined that 
all possible defects relating to the 
safety and effectiveness of the device 
are readily detectable before, use, 
either through visual examination by 
the user or through testing that is 
done routinely before use, e.g., testing 
a clinical laboratory reagent with posi
tive and negative controls.

3. The agency has determined that 
any defect in the device that is not 
readily detectable will not result in a 
device failure that could have an ad
verse effect on the patient or other 
user.

L is t  o f  N e u r o l o g ic a l  D evices

The following is a list of neurologi
cal devices that shows the section in 
the Code of Federal Regulations 
under which the regulation classifying 
the device will be codified, the docket 
number of the proposed classification 
regulation, and the proposed classifi
cation of each device.

Section Device

Subpart B—Neurological Diagnostic Devices

Docket No. Class

882.1020.........................................  Rigidity analyzer.....................................................
882.1030.........................................  Ataxiagraph............................................................
882.1200.........................................  Two-point discriminator...........................................
882.1240.........................................  Echoencephalograph................................................
882.1275........................................ . Electroconductive media.................................. .........
882.1310.........................................  Cortical electrode.....................................................
882.1320.........................................  Cutaneous electrode.................................................
882.1330.........................................  Depth electrode.......................................................
882.1340........................................  Nasopharyngeal electrode..........................................
882.1350.........................................  Needle electrode.................................. ....................
882.1400.........................................  Electroencephalograph.............................................
882.1410.........................................  Electroencephalograph electrode/lead tester.............. .
882.1420.........................................  Electroencephalogram (EEG) signal spectrum analyzer
882.1430.........................................  Electroencephalograph test signal generator... ...........
882.1460.........................................  Nystagmograph.......................................................
882.1480.......................................... Neurological endoscope.............................................
882.1500...... ................................... Esthesiometer.........................................................

78N-1001 11
78N-1002 1
78N-1003 1
78N-1004 II
78N-1005 II
78N-1006 II
78N-1007 II
78N-1008 II
78N-1009 II
78N-1010 II
78N-1011 II
78N-1012 II
78N-1013 I
78N-1014 I
78N-1015 II
78N-10i6 II
78N-1017 I
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Section Device Docket No. Class

882.1525
882.1540
882.1550
882.1560
882.1570
882.1610
882.1620
882.1700
882.1750
882.1790
882.1825
882.1835
882.1845
882.1855
882.1870
882.1880
882.1890
882.1900
882.1925
882.1950

Subpart B—Neurological Diagnostic Devices—Continued

Tuning fork............................ ................. ............... .
Galvanic skin response measurement device.................
Nerve conduction velocity measurement device.............
Skin potential measurement device.............. ................
Powered direct-contact temperature measurment device.
Alpha monitor..........................................................
Intracranial pressure monitoring device..... ........ .........
Percussor.................................. ...............................
Pinwheel..................................................................
Ocular plethysmograph........................... .................
Rheoencephalograph............................... ................
Physiological signal amplifier.....................................
Physiological signal conditioner........ .......__________ .....
Physiological signal telemetry system.........................
Evoked response electrical stimulator..........................
Evoked response mechanical stimulator........................
Evoked response photic stimulator..-.............................
Evoked response auditory stimulator__________ ________
Ultrasonic scanner calibration test block......................
Tremor transducer.......... -............................. ............

Subparts C—D [Reserved]

.. 78N 1018 I

.. 78N-1019 I

.. 78N 1020 II

.. 78N 1021 II

.. 78N-1022 II

.. 78N-1023 II

.. 78N 1024 II

.. 78N-1025 I

.. 78N-1026 I
,. 78N-1027 III
.. 78N 1028 III
. 78N 1029 II
. 78N-1030 U
, 78N-1031 II
. 78N 1032 II
. 78N-1033 II
. 78N-1034 II
. 78N 1035 II
. 78N-1036 I
. 78N-1037 II

Subpart E—Neurological Surgical Devices

882.4030
882.4060
882.4100
882.4125
882.4150
882.4175
882.4190
882.4200
882.4215
882.4250
882.4275
882.4300
882.4305
882.4310
882.4325
882.4360
882.4370
882.4400
882.4440
882.4460
882.4500
882.4525
882.4535
882.4545
882.4560
882.4600
882.4650
882.4700
882.4725
882.4750
882.4800
882.4840
882.4845
882.4900
882.4925

Skull plate anvil........... ......................................................................  78N-1038
Ventricular cannula........................................,........  .......................... 78N-1039
Ventricular catheter.......................................................... -................. 78N-1040
Neurosurgical Chair......................................... ...............................-......  78N-1041
Scalp clip....................................................................... ..... .... /..........  78N-1042
Aneurysm clip applier.....................................................   78N-1043
Clip forming/cutting instrument............................................................ 78N-1044
Clip removal instrument...................................    78N-1045
Clip rack.................................................................................... .....!..l 78N-1046
Cryogenic surgical device................................      78N-1047
Dowel cutting instrument...........     78N-1048
Manual drill, burr, trephine, and accessories.............................. *........... 78N-1049
Powered compound drill, burr, trephine, and accessories................... ......  78N-1050
Powered simple drill, burr, traphine, and accessories...............................  78N-1051
Drill handpiece (brace)..................................   78N-1052
Electric drill motor...................      78N-1053
Pneumatic drill motor..........................................................................  78N-1054
Radiofrequency lesion generator.................    78N-1055
Neurosurgical headrest......................................................................... 78N-1057
Neurosurgical head holder (skull clamp)................................................. 78N-1058
Cranioplastry material forming instrument...............   78N-1059
Microsurgical instrument.....................................................................  78N-1061
Nonpowered neurosurgical instrument...................................................  78N-1062
Shunt system implantation instrument..................................................  78N-1063
Stereotaxic instrument........................................................................  78N-1064
Leukotome.....................................................     78N-1065
Nrurosurgical suture needle..............    78N-1066
Cottonoid paddie.................................      78N-1067
Radiofrequency lesion probe...... .........................   78N-1068
Skull punch.........................................     78N-1069
Self-retaining retractor..............................     78N-1070
Manual rongeur..............................|...................................................  78N-1071
Powered rongeur............................ ..................................................... 78N-1072
Skullplate screwdriver..........................................   78N-1073
Sponge for internal use..............................      78N-1074

I
I
II
I
II 
II 
I 
I
I
II
I
II 
II 
II 
II 
II 
II 
II
I
II 
I 
I 
I
I
II 
I
I
II 
II
I
II 
II 
II
I
II

882.5030 
882.5050 
882.5070 
882.5150 
882.5175 
882.5200 
882.5225 
882.5335 
882.5250 
882.5275 
882.5300 
882.5320 
882.5330 
882.5360 
882.5500 
882.5550 
882.5800 
882.5810 
882.5820 
882.5830 
882.5840 
882.5850 
882.5860 
882.5870 
882.5880 
882.5890 
882.5900. 
882.5910,

Subpart P—Neurological Therapeutic Devices

Methyl methacrylate for aneurysmorrhaphy.......................
Biofeedback device...................................... ......................
Bite block......................................................... ...............
Intravascular occluding catheter.........................................
Carotid artery clamp...................................... ...................
Aneurysm clip...................................................................
Implanted malleable clip...... .............................................
Aversive conditioning device...............................................
Burr hole cover.................................................................
Nerve cuff............................................................. ............
Methyl methacrylate for cranioplasty.................................
Preformed alterable cranioplasty plate................................
Preformed nonalterable cranioplasty plate.......... ................
Cranioplasty plate fastener..................................... .-..........
Lesion temperature monitor....................................... ........
Central nervous system fluid shunt and components.............
Cranial electrotherapy stimulator........................................
External functional neuromuscular stimulator......................
Implanted cerebellar stimulator..........................................
Implanted diaphragmatic/phrenic nerve stimulator..............
Implanted intracerebral/subcortical stimulator for pain relief
Implanted spinal cord stimulator for bladder evacuation.......
Implanted neuromuscular stimulator..................................
Implanted peripheral nerve stimulator for pain relief...........
Implanted spinal cord stimulator for pain relief....................
Transcutaneous electrical nerve stimulator for pain relief... .
Preformed craniosymostosis strip........................................
Dura substitute................. :...............................................

.. 78N-1075 II

.. 78N 1076 n

.. 78N-1077 ii

.. 78N-1078 h i

.. 78N-1079 ii

.. 78N-1080 ii

.. 78N 1081 ii

.. 78N-1082 ii

.. 78N-1083 ii

.. 78N-1084 h i

.. 78N 1085 ii

.. 78N-1086 ii

.. 78N-1087 ii

.. 78N-1088 ii

.. 78N 1089 ii

.. 78N 1090 ii

.. 78N 1091 h i

.. 78N 1092 ii

.. 78N-1093 h i

.. 78N-1094 h i

.. 78N-1095 h i

.. 78N-1096 h i

.. 78N 1097 h i

.. 78N-1098 ii

.. 78N-1099 ii

.. 78N-1100 i i

.. 78N 1101 i i
78N 1102 u
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S ection Device Docket NO. Class

StrBPART F — Neurological T h e r a p e u t ic  D e v ic e s  —C on tin u ed

882.5940 ......
882.5950 ......
882.5960....

........ Electroconvulsive therapy device........................................... ..............

........ Artificial embolization device............................................................

........ Sfciili tong for traction........................................................................

.. 78N-H03 

.. 78N 1104 

.. 78N-1105

n
m
ii

D e v ic e s  C o n s id e r e d  b y  T w o  o r  M o r e  
P a n e l s

in  a proposal appearing elsewhere in 
this issue of the F e d e r a l  R e g is t e r .

Device Other paneKs)

Many devices were reviewed by two 
or more device classification panels. 
For these devices, FDA will publish 
each panel’s recommendations and a 
single proposed classification regula
tion. The following devices were con
sidered by the Neurological Device 
Classification Panel and by other 
panels:

1. The Physical Medicine Device 
Classification Panel recommended 
that the two-point discriminator esth- 
esiometer and the touch discriminator 
esthesiometer be classified into class I. 
The Neurological Device Classification 
Panel recommended that the two- 
point discriminator be classified into 
class I. The Commisssioner has deter
mined that these devices are essential
ly the same. Therefore, the Commis
sioner is proposing a single regulation 
classifying the two-point discriminator 
into class I, and is publishing the two 
panels’ recommendations in a proposal 
appearing elsewhere in this issue of 
the F e d e r a l  R e g is t e r .

2. The Physical Medicine Device 
Classification Panel recommended 
that the battery-powered skin resis
tance meter be classified into class I 
and that the AC-powered skin resis
tance meter be classified into class II. 
The Neurological Device Classification 
Panel recommended that the neuro- 
dermamometer for galvanic skin re
sponse measurement, whether battery- 
powered or AC-powered, be classified 
into class II. The Commissioner has 
determined that these devices are es
sentially the same. Therefore, the 
Commissioner is proposing a single 
regulation classifying the galvanic skin 
response measurement device into 
class II, and is publishing the two 
panels’ recommendations in a proposal 
appearing elsewhere in this issue of 
the F e d e r a l  R e g is t e r .

3. The Physical Medicine Device 
Classification Panel recommended 
that the external functional neuro
muscular stimulator be classified into 
class II. The Neurological Device Clas
sification Panel recommended that 
the external neuromuscular stimula
tor be classified into class II. The 
Commissioner has determined that 
these devices are essentially the same. 
Therefore, the Commissioner is pro
posing a single regulation classifying 
the external functional neuromuscular 
stimulator into class II, and is publish
ing the two panel’s recommendations

4. The Anesthesiology Device Classi
fication Panel recommended that the 
electrophrenic pacer be classified into 
class III. The Neurological Device 
Classification Panel recommended 
that the implanted diaphragmatic/ 
phrenic nerve stimulator be classified 
into class III, The Commissioner has 
determined that these devices are the 
same. Therefore, the Commissioner is 
proposing a single regulation classify
ing the implanted diaphragmatic/ 
phrenic nerve stimulator into class III 
and is publishing the two panels’ rec
ommendations in a proposal appearing 
elsewhere in this issue of the F e d e r a l  
R e g is t e r .

5. The Orthopedic Device Classifica
tion Panel recommended that the im
planted peroneal stimulator be classi
fied into class II. The Neurological 
Device Classification Panel recom
mended that the implanted neuromus
cular stimulator be classified into class
III. The Commissioner has determined 
that these devices are the same. 
Therefore, the Commissioner is pro
posing a single regulation classifying 
the implanted neuromuscular stimula
tor into class III and is publishing the 
two panels’ recommendations in a pro
posal appearing elsewhere in this issue 
of the F e d e r a l  R e g is t e r .

6. The Neurological Device Classifi
cation Panel and the other panels 
listed below made classification recom
mendations concerning the following v 
devices:

Device Other panel(s)

Chronaximeter.............. Physical medicine.
Dynamometer.............. Physical medicine;

orthopedic;
anesthesiology.

Electromyogra£)h..........  Physical medicine.
Computed tomography Radiology.

X-ray scanner.
Angiographic catheter...  Radiology;

cardiovascular.
Angiographic wire guide Do. 

and accessories.
Angiographic needle....  Do.
Fiberoptic surgical field General and plastic

illuminator. surgery. '
Surgical microscope General and plastic

system. surgery; ophthalmic;
ear, nose, and throat.

Èlectrosurgical Cardiovascular, general
apparatus. and plastic surgery,

anesthesiology; 
gastroenterology and 
urology; dental.

Legature-passtng and General and plastic
knot-tying instrument. surgery.

Neurosurgical headlight.. General and plastic
surgery; ear, nose, and 
throat; dental.

Ultrasonic bone-cutting Orthopedic, 
instrument.

PneumoencephalogTaphie Radiology, 
chair.

Manual saw and 
accessories.

Powered saw and 
accessories.

Sponge (external use), 

Manual retractor......

Cardiovascular; 
orthopedic; ear, nose, 
and throat; general 
and plastic surgery.

Cardiovascular; 
orthopedic; dental; ear, 
nose, and throat.

General and plastic 
surgery; dental; 
ophthalmic.

Dental; ear, nose, and 
throat; •
gastroenterology and 
urology; ophthalmic; 
orthopedic; general 
and plastic surgery; 
obstetrics and
gynecology.

Hemostatic clip applier... General and plastic 
surgery.

Electroanesthesia Anesthesiology,
stimulator.

The Commissioner is not at this time 
publishing the Neurological Device 
Classification Panel’s recommenda
tions to classify the devices listed 
above. The Commissioner will publish 
these recommendations, and proposed 
classification regulations, when FDA 
publishes the recommendations of 
other panels that reviewed the devices.

T is s u e  A d h e s iv e s

At a future date, FD A  will publish in 
the F e d e r a l  R e g is t e r  a final regula
tion stating that one neurological 
device (tissue adhesives for aneurys- 
morrhaphy) is classified into class III 
(premarket approval) because of tran
sitional provisions of the act in section 
520(1) (21 U.S.C. 360j(l)). The transi
tional provisions classify into class III 
any device previously regarded by 
FDA as a new drug. At the time FDA 
publishes this regulation, the agency 
also will publish the Panel’s recom
mendations regarding tissue adhesives 
for aneurysmorrhaphy and for general 
neurosurgical use.

E n v ir o n m e n t a l  I m p a c t

The Commissioner has carefully 
considered the environmental effects 
of proposed §882.1 and of the pro
posed neurological device classification 
regulations and because the proposed 
actions will not significantly affect the 
quality of the human environment has 
concluded that an environmental 
impact statement is not required. A
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copy of the environmental impact as
sessment is on file with the Hearing 
Clerk, Food and Drug Administration 
(address above).

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513 and 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a)), and under au
thority delegated to the Commissioner 
(21 U.S.C. 5.1), the Commissioner pro
poses that Chapter I of Title 21 of the 
code of Federal Regulations be amend
ed by adding new Part 882, Subpart A, 
to read as follows:

P A R T 882— N E U R O L O G IC A L  DEVICES

Subpart A — General Provisions

Sec.
882.1 Scope.

Authority: Secs. 513 and 701(a), 52 Stat. 
1055, 90 Stat. 540-546 (21 U.S.C. 360c and 
701(a))'.

Subport A — G en eral Provisions 

§ $82.1 Scope.
(a) This part sets forth the classifi

cation of neurological devices intended 
for human use.

(b) The identification of a device in a 
regulation in this part is not a precise 
description of every device that is, or 
will be, subject to the regulation. A  
manufacturer who submits a premar
ket notification submission for a 
device under Part 807 of this chapter 
cannot show merely that the device is 
accurately described by the section 
title and identification provision of a 
regulation in this part, but shall state 
why the device is substantially equiva
lent to other devices, as required by 
§ 807.87 of this chapter.

(c) To avoid duplicative listings, a 
neurological device that has two or 
more types of uses (e.g., use both as a 
diagnostic device and as a therapeutic 
device) is listed in the subpart repre
senting one use of the device, rather 
than in two or more subparts.

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Larie, Rockville, Md. 20857, written 
comments regarding proposed §882.1. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m. Monday through 
Friday.

In accordance with Executive Order 
12044, the economic effects of this 
proposal have been carefully analyzed, 
and it has been determined that the 
proposed rulemaking does not involve 
major economic consequences as de-

PROPOSED RULES

fined by that order. A  copy of the reg
ulatory analysis assessment support
ing this determination is on file with 
the Hearing Clerk, Food and Drug Ad
ministration,

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32858 Filed 11-27-78; 8:45 am]

[4110-03-M]

[21 CFR Port 882J

[Docket No. 78N-1001]

M E D IC A L  DEVICES

Classification of R igidity A n a lyze rs

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying rigidity analyzers into class 
II (performance standards). The FDA  
is also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medcial Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
hearing Clerk (HFA-305), Food and 
Drug Administraion, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FURTH ER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FD A  advisory committee, 
made the following recommendation

55645
with respect to the classification of ri
gidity analyzers:

1. Identification: A rigidity analyzer is a 
device for quantifying the extent of the ri
gidity of a patient’s limb to determine the 
effectiveness of drugs or other treatment.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the rigid
ity analyzer be classified into class II (per
formance standards) to require that the per
formance characteristics be maintained at a 
satisfactory level. The Panel believes that 
general controls will not provide sufficient 
control over these characteristics. The func
tion of this device is to quantify a physio
logical measurement; therefore, the Panel 
believes that the device should provide accu
rate and repeatable measurements. The 
Panel also recommends that FDA require 
the labeling of this device to indicate the 
limitations of the device. The Panel believes 
that a standard will provide reasonable as
surance of the safety and effectiveness of 
the device and that there is sufficient infor
mation to establish a standard to provide 
such assurance.

4. Summary of data on which the recom
mendation is based: Rigidity analyzers have 
been in use for many years. The Panel mem
bers based their recommendation on their 
experience with these rigidity analyzers.

5. Risks to health: Inoorrect treatment. If 
the device measurements are not sufficient
ly accurate, the assessment of the patient’s 
response to therapy may be in error, and 
the physician may prescribe inoorrect treat
ment.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the rigidity analyzer be classi
fied into class II (performance stand
ards). The Commissioner believes that 
a performance standard is necessary 
for this device because general con
trols by themselves are insufficient to 
control the risks to health. A  perform
ance standard would provide reason
able assurance of the safety and effec
tiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act 9 (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to add a 
new Part 882 as follows:

P A R T 882— N E U R O L O G IC A L  DEVICES 

Subpart A — [R e s e rv e d ]

Subpart B— Neurological Diagnostic Devices

§ 882.1020 Rigidity analyzer.
(a) Identification. A  rigidity analyz

er is a device for quantifying the 
extent of the rigidity of a patient’s
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limb to determine the effectiveness of 
drugs or other treatments.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32859 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1002]

MEDICAL DEVICES

Classification of Ataxiagraphs

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying ataxiagraphs into class I 
(general controls). The FDA is also 
publishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a 
device into class I is to require that 
the device meet only the general con
trols applicable to all devices. After 
considering public comments, FDA  
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976.
DATES: Comments by Janurary 29, 
1979. the Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug

PROPOSED RULES

Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SU PPLEM ENTAR Y INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d er a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
ataxiagraphs:

1. Identification: An ataxigraph is a device 
used to determine the extent of ataxia (fail
ure of muscular coordination) by measuring 
the amount of swaying qf the body when 
the patient Is standing erect and with eyes 
closed.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that this 
device be classified into class I (general con
trols) because it make no electrical contact 
with the patient and presents no inherent 
hazards. It is used to help quantify clinical 
observations only and does not replace sub
jective evaluation. Because no particular 
precision is required, the Panel believes that 
a performance standard is not necessary 
and that general controls are sufficient to 
assure the safety and effectiveness of the 
device.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience in evaluating ataxia and fa
miliarity with these devices.

5. Risks to health: None identified.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the ataxiagraph be classified 
into class I (general controls) with no 
exemptions because the Commissioner 
believes that general controls are suf
ficient to provide reasonable assurance 
of the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1030 as follows:

§ 882.1030 Ataxiagraph.
(a ) Identification. An ataxiagraph is 

a device used to determine the extent 
of ataxia (failure of muscular coordi
nation) by measuring the amount of 
swaying of the body when the patient 
is standing erect and with eyes closed.

(b ) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu 
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h ,

Acting Associate Commissioner 
for Regulatory Affairs. 

[PR Doc. 78-32860 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1003]

MEDICAL DEVICES

Classification of Two-Point Discriminators

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying two-point discriminators 
into class I (general controls). The 
FDA is also publishing the recommen
dations of the Neurological Device 
Classification Panel and the Physical 
Medicine Device Classification Panel 
that the device by classified into class 
I. The effect of classifying a device 
into class I is to require that the 
device meet only the .general controls 
applicable to all devices. After consid
ering public comments, FDA will issue 
a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amend
ments of 1976.
DATES: Comments by January 29, 

. 1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d er a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.
FOR FURTH ER  INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.
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SUPPLEM ENTARY INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel and the Physical Medicine 
Device Classification Panel, FDA advi
sory committees, made the following 
recommendations with respect to the 
classification of two-point discrimina
tors:

1. Identification: A two-point discrimina
tor is a device with points used for testing a 
patient’s touch discrimination.

2. Recommended Classification: Class I 
(general controls). The Neurological Device 
Classification Panel recommends that the 
device be exempted from good manufactur
ing practice regulations under section 520(f) 
of the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 360j(f)). The Physical Medi
cine Device Classification Panel recom
mended no exemptions.

3. Summary of reasons for recommenda
tion: The two-point discriminator is an ex
tremely simple mechanical device which is 
routinely used in neurological examinations. 
It presents no hazards to health and re
quires no special materials or properties. 
The panel members noted that an ordinary 
object such as a paper clip will often serve 
the same purpose as this device. Because 
the Neurological Device Classification Panel 
believes that the functional capabilities and 
qualities of the device are easily determined 
by examination of the device itself, the 
Panel believes that control of manufactur
ing methods for manufacturing the device is 
unnecessary.

4. Summary of data on which the recom
mendation is based: The panel members 
based their recommendation on their famil
iarity with this device and its routine use in 
neurological examinations.

5. Risks to health: None identified.

P r o p o s ed  C l a s s if ic a t io n
*

The Commissioner agrees with the 
Panel recommendation and is propos
ing that two-point discriminators be 
classified into class I (general controls) 
because the Commissioner believes 
that general controls are sufficient to 
provide a reasonable assurance of the 
safety and effectiveness of the device.

The Commissioner is also proposing 
that two-point discriminators be 
exempted from good manufacturing 
practice regulations under section 
520(f) of the act and from recordkeep
ing and reporting requirements in 
good manufacturing regulations, be
cause all defects related to the safety 
and effectiveness of the device are 
readily detectable prior to use. The 
FDA’s good manufacturing practice 
regulations for medical devices (21 
CRF Part 820) were published in the 
F eder al  R e g is t e r  of July 21, 1978 (43 
FR 31508).

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513,

701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1200 as follows:

§ 882.1200 Two-point discriminator.
(a ) Identification. A  two-point dis

criminator is a device with points used 
for testing a patient’s touch discrimi
nation.

(b ) Classification. Class I (general 
controls). Exempt from the good man
ufacturing practice regulations in Part 
820 of this chapter, including record
keeping and reporting requirements in 
Part 820 of this chapter.

Interested persons may, on or before 
January 29, 1978; submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that, individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[ER Doc. 78-32861 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1004]

M ED IC A L DEVICES

Classification o f Echoencephaiographs

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed rule.
SUM M ARY: The Food and Drug Ad
ministration <FDA) is issuing for 
public comment a proposed regulation 
classifying echoencephaiographs into 
class II (performance standards). The 
FD A  is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FD A  will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.

DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
Md. 20910, 301-427-7226.

SUPPLEM ENTAR Y INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
echoencephaiographs:

1. Identification: An echoencephalograph 
is an ultrasonic scanning device (including 
A-scan, B-scan, or doppler systems) that 
uses noninvasive transducers for measuring 
intracranial interfaces and blood flow veloc
ity to and in the head.

2. Recommended classification: Class II 
(performance standards'). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that echoence
phaiographs be classified into class II (per
formance standards) to control the hazards 
of excessive ultrasonic power output, elec
tric shock, and explosive environments and 
to assure usable resolution (image quality) 
and accuracy. The Panel believes that rec
ords and images obtained from this device 
are valuable aids in the diagnosis of various 
cranial disorders. The Panel believes that 
general controls will not provide sufficient 
control of the device’s characteristics. The 
Panel believes that a standard will provide 
reasonable assurance of the safety and ef
fectiveness of the device and that there is 
sufficient information to establish a stand
ard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their knowl
edge and experience with ultrasonic diag
nostic instruments. Dr. Mark Dyken, a 
Panel member, stated that laboratory ex
periments to determine the adverse effects 
on the eyes produced by the highest level of 
clinically used ultrasound had been conduct
ed. The results (Ref. 1) indicated no adverse 
effects.

5. Risks to health: a. Excessive ultrasonic 
output: An excess level of power could cause 
tissue damage by cavitation (bubble forma
tion and activity), thermal effects, or nonth- 
ermal mechanisms.
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b. Electric shock. Failure of the trans
ducer insulation could allow high voltage to 
reach the patient.

c. Explosion. If the device is not explosion 
proof it might cause an explosion if used in 
an environment having flammable gàses.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the echoencephalograph be 
classifed into class II (performance 
standards). Stratmeyer’s review (Ref. 
2) of the possible biological effects of 
ultrasound includes references to two 
investigations showing that exposures 
of ultrasonic energy similar to those 
used in echoencephalography may 
cause alterations in the central ner
vous system of dogs (Ref. 3) and non
human primates (Ref. 4). Although 
those investigations are cause for con
cern, the Commissioner regards them 
as inconclusive at this time. The stud
ies have yet to be verified, and some 
investigators question the methods or 
findings of these investigations or 
their applicability to humans.

The Biological Effects of Ultrasound 
Subcommittee of FD A ’s Obstetrical 
and Gynecological Device Classifica
tion Panel has also reviewed the possi
ble adverse effects of diagnostic ultra
sound devices. (The Subcommittee was 
èstablished because of F D A ’s special 
concerns about the obstetrical use of 
ultrasound, based upon several studies 
involving laboratory animals that 
showed various biological effects from 
prenatal ultrasound exposures (Ref. 
2).) The Subcommittee concluded that 
there is sufficient information availa
ble to establish a standard for diagnos
tic ultrasound devices generally (Itefs. 
5, 6, and 7).

FDA will soon publish a notice of 
intent in the F ed e r a l  R e g is t e r  an
nouncing that it is considering an 
action program to reduce exposure to 
diagnostic ultrasound as much as prac
ticable, consistent with the need for 
essential diagnostic information. One 
action thé agency will consider taking 
is promulgation of a performance 
standard under the Radiation Control 
for Health and Safety Act of 1968 
(Pub. L. 90-602, 42 U.S.C. 2636 et seq.).

The Commissioner believes that a 
performance standard under the Radi
ation Control for Health and Safety 
Act may be necessary for the echoen
cephalograph because general controls 
by themselves are insufficient to con
trol the risks to health. The Commis
sioner also believes that there is suffi
cient In f ormation to establish a stand
ard that will provide reasonable assur
ance of the safety and effectiveness of 
the device.

R e f e r e n c e s

The following information has been 
placed in the office of the Hearing

Clerk (HFA-305), Rm. 4-65, 5600 Fish
eries Lane, Rockville, M D  20857, and 
may be seen by interested persons, 
from 9 a.m. to 4 p.m., Monday through 
Friday:

1. Maroon, J., R. L. Campbell, and M. 
Dyken, Stroke, 1:122-127, 1970.

2. Stratmeyer, M. E., “Research Directions 
in Ultrasound Bioeffects—a Public Health 
View,” Proceedings of a Symposium on Bio
logical Effects and Characterization of Ul
trasound Sources, HEW publication (FDA) 
78-8044, 1978.

3. Tsutsumi, Y., K. Sano, T. Kuwabara, T. 
Takakura, K. Hayakawa, T. Suzuki, and M. 
Katanuma, “A New Portable Echo-enceph- 
alograph. Using Ultrasonic Transducers and 
its Clinical Application,” Medical Electron
ics and Biological Engineering, 2:21-29, 
1964.

4. Hu, J. H. and W. D. Ulrich, “Effects of 
Low-Intehsity Ultrasound on the Central 
Nervous System of Primates” Aviat. Space 
Environ, Med., pp. 640-643, June, 1976.

5. Minutes of the Biologic Effects of Ul
trasound Subcommittee of the OB-GYN  
Device Classification Panel (First Meeting), 
Jan.22-23, 1976.

6. Minutes of the Biologic Effects of Ul
trasound Subcommittee of the OB-GYN  
Device Classification Panel (Second Meet
ing), Oct. 28, 1976.

7. Minutes of the Biologic Effects of Ul
trasound Subcommittee of the OB-GYN  
Device Classification Panel (Third Meeting), 
Oct. 4, 1977.

Therefore, under the Federal Food, 
Drug, and Comestic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882,1240 as follows:

§ 882.1240 Echoencephalograph.

(a ) Identification. An echoencepha
lograph is an ultrasonic scanning 
device (including A-scan, B-scan, and 
doppler systems) that uses noninvasive 
transducers for measuring intracranial 
interfaces and blood flow velocity to 
and in the head.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and. shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

CFR Doc. 78-32862 Filed 11-27-78; 8:45 am]

[4110-03-M ] *

[21 CFR Part 882]

[Docket No. 78N-1005]

M ED IC A L DEVICES

Classification o f Electroconductive media

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying electroconductive media 
into class II  (performance standards). 
The FDA is also publishing the recom
mendation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD. 20857.
FOR FURTH ER  INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
MD. 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORMATION:

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
electroconductive media:

1. Identification: Electroconductive media 
are the conductive creams or gels used with 
external electrodes to reduce the impedance
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(resistance to alternating current) of the 
contact between the electrode surface and 
the skin.

2. Recommended classifioation; Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that electro- 
conductive media be classified into class II 
(performance standards) becuase the mate
rial is applied to the patient’s skin and car
ries electrical current and the Panel believes 
that performance standards are necessary 
to control the material’s electrical conduc
tivity and compatibility with the skin. The 
need for specifying an adequate acid/base 
buffer to avoid skin bums was also noted by 
the Panel. The Panel believes that general 
controls will not provide sufficient control 
of the device characteristics. The Panel be
lieves that a standard will provide reason
able assurance of the safety and effective
ness of the device and that there is suffi
cient information to establish a standard to 
provide such assurance.

4. Summary of data on which the recom
mendation is based: Various substances have 
been used as electroconductive media for 
many years in conjunction with cutaneous 
electrodes. The Panel members based their 
recommendation on their experience ith 
these electroconductive media.

5. Risks to health: a. Chemical skin bum  
casued by pH change: The electrical current 
can produce adverse chemical changes in 
the conductive media unless the media con
tain a buffer.

b. Toxic reactions: A toxic substance in 
the media could attack the skin or be ab
sorbed through the skin:

c. Unacceptable recording quality: Materi
al which does not maintain sufficiently low 
resistance to the electrical current may 
impair the quality of the recorded signal.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the electroconductive media 
be classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B  by adding New  
§ 882.1275 to read as follows:

§ 882.1275 Electroconductive media.
(a ) Identification. Electroconductive 

media are the conductive creams or 
gels used with external electrodes to 
reduce the impedance (resistance to al

ternating current) of the contact be
tween the electrode surface and the 
skin.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, Md. 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
fhay submit single copies of comments, 
and shall be identified v/ith the hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
- W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32863 filed 11-27-78; 8:45 am]

[4 1 1 0 -0 3 -M j

[21 CFR Part 882]

[Docket No. 78N-1006]

MEDICAL DEVICES

Classification of Cortical Electrodes

A G E N C Y : Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) *  is issuing for 
public comment a proposed regulation 
classifying cortical electrodes into 
class II (performance standards). The 
FD A  is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into, class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FD A  will issue a final regu
lation classifying the device, these ac
tions are being taken under the medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FUR TH ER  IN FO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical

Devices (HFK-430), Food and Drug
Administration, Department, of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
cortical electrodes:

1. Identification: A cortical electrode is an 
electrode which is temporarily placed on the 
surface of the brain for stimulating the 
brain or recording the brain’s electrical ac
tivity.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the corti
cal electrode be classified into class II (per
formance standards because the device uses 
materials that come into contact with the 
body and should be controlled, and the 
device has performance characteristics 
which should be maintained at an accept
able level. The Panel believes that general 
controls will not provide sufficient control 
over these characteristics. The Panel also 
recommends that the method of steriliza
tion be stated in the device labeling. The 
Panel believes that a standard will provide 
reasonable assurance of the safety and ef
fectiveness of the device and that there is 
sufficient information to establish a stand
ard to provide such assurance.

4. Summary of data on which the recom
mendation is based: Cortical electrodes have 
been in use for many years. The Panel mem
bers based their recommendation on their 
experience with these electrodes.

5. Risks to health: a. Sterility: If not ster
ilized, the device may introduce contami
nants into the brain.

b. Local irritation: The electrode materials 
may cause toxic or adverse reactions when 
placed in contact with brain tissue.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the cortical electrode be clas
sified into class II (performance stand
ards). The Commissioner believes that 
a performance standard is necessary 
for this device because general con
trols by themselves are insufficient to 
control the risks to health. A  perform
ance standard would provide reason
able assurance of the safety and effec-, 
tiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513,
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701(a), <52 Slat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§882.1310 to read as follows:

§ 882.1310 Cortical electrode.
(a) Identification: A  cortical elec

trode is an -electrode which is tempo
rarily placed on the surface of the 
brain for stimulating the brain or re
cording the brain’s electrical activity.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug  
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32864 Filed 11-27-78; 8:45 am]

[4 1 10-03-M ]

[21 CFR Port 882]

[Docket No. 78N-1007]

M ED IC A L DEVICES

G a s t if  ication o f Cutaneous Electrodes

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying cutaneous electrodes into 
class II (performance standards). The 
PD A  is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on'this proposal become ef

fective 30 days after the date of its 
publication in the F ed e r a l  R e g is t e r .

ADDRESS: Written^ comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R, Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of cu
taneous electrodes:

1. Identification: A cutaneous electrode is 
an electrode which is applied directly to a 
patient’s skin either to record physiological 
signals (e.g., the electroencephalogram) or 
to apply electrical stimulation.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be alow priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the cutan
eous electrode be classified into class II be
cause the electrical properties of the device 
must be controlled to assure that when 
physiological signals are recorded, they are 
adequately reproduced; to prevent burns 
when the device is used to apply stimula
tion; and to assure that only materials with 
known and acceptable properties are used in 
electrodes. The Panel believes that general 
controls Will not provide sufficient control 
of the device’s characteristics. The Panel be
lieves that a standard will provide reason
able assurance of the safety and effective
ness of the device and that there is suffi
cient information to establish a standard to 
provide such assurance.

4. Summary of data on which the recom
mendation is based: Cutaneous electrodes 
have been in use for many years. The Panel 
members based their recommendation on 
their experience with these electrodes.

5. Risks to health: a. Bums. Poor design 
or incorrect application of the electrodes 
could result in skin burns when the elec
trodes are used for stimulation.

b. Toxic reactions. Material or substances 
in the electrodes that are in contact with 
the skin could produce adverse reactions.

P ropose»  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the cutaneous electrodes be 
classified into class H  (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary^ for this device because general 
controls by themselves are insufficient

to control the risks to health, A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1320 to read as follows:

§ 882.1320 Cutaneous electrode.
(a ) Identification. A  cutaneous elec

trode is an electrode that is applied di
rectly to a patient’s skin either to 
record physiological signals (e,g., the 
electroencephalogram) or to apply 
electrical stimulation.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shah be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulato ry Affairs.

[FR Doc. 78-32865 Filed 11-27-78; 8:45 am]

[4 1 10-03-M ]

[21 CFR Port 882]

[Docket No. 78N-1008]

M ED IC A L DEVICES

Classification of Depth Electrodes

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying depth electrodes into class 
II (performance standards). The FDA  
is also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifying a 
device into class II is to provide for the
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future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
MD 20910, 301-427-7226.

SUPPLEM ENTARY INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de: 
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
depth electrodes:

1. Identification: A depth electrode is an 
electrode used for temporary stimulation of, 
or recording electrical signals at, subsurface 
levels of the brain.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel riecommends that depth 
electrodes be classified into class II (per
formance standards) because they use mate
rials that come into contact with the brain 
and because the geometric configuration 
and performance characteristics of this 
device must be controlled to assure that the 
device is safe and effective. The Panel be
lieves that general controls will not provide 
sufficient control over these characteristics. 
The Panel believes that a standard will pro
vide reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a stand
ard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience with these electrodes.

5. Risks to health: a. Local irritation: Im
proper materials in the electrode can ad
versely react with the tissue.

b. Damage to brain tissue: The electrode 
geometry must be such that it spreads 
rather than cuts tissue during insertion.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the depth electrode be classi
fied into class II (performance stand
ards). The Commissioner believes that 
a performance standard is necessary 
for this device because general con
trols by themselves are insufficient to 
control the risks to health. A  perform
ance standard would provide reason
able assurance of the safety and effec
tiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 3,60c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1330 as follows:

§ 882.1330 Depth electrode.
(a ) Identification. A  depth electrode 

is an electrode used for temporary 
stimulation of, or recording electrical 
signals at, subsurface levels of the 
brain.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32866 Filed 11-27-78; 8:45 am]

[4110-03-Ml
[21 CFR Port 88 2]

[Docket No. 78N-1009]

M E D IC A L  DEVICES

Cfossiftcotion o f N a so p h a ryn ge a l Electrodes

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.

SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying nasopharyngeal electrodes 
into class II (performance standards). 
The FDA is also publishing the recom
mendation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION.

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of na
sopharyngeal electrodes:

1. Identification: A nasopharyngeal elec
trode is an electrode which is temporarily 
placed in the nasopharyngeal region for thé 
purpose of recording electrical activity.

2. Recommended classification: Class II 
(performance-standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the naso
pharyngeal electrode be classified into class 
II (performance standards) to assure that 
when physiological signals are recorded, 
they are adequately reproduced and to con
trol the materials used in the electrode to 
prevent injury to the sensitive internal sur
face of the nose or the pharynx. The Panel 
believes that general controls alone will not 
be sufficient to control these properties. 
The Panel believes that a standard will pro
vide reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a stand
ard to provide such assurance.
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4. Summary of data on which the recom
mendation is based: The Panel members 
based .their recommendation on their expe
rience with devices of this type.

5. Risks to health: a. Improper position
ing: If the device is poorly designed or is not 
accompanied by adequate directions for use, 
an accurate reproduction of the physiologi
cal signal may not be obtained.

b. Tissue damage: If the device is poorly 
designed or is made from inflexible materi
al, the device could injure the inside of the 
nose or the pharynx.

P roposes) C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the nasopharyngeal electrode 
be classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A per
formance standard would provide rea
sonable assurance X)f the safefy and ef
fectiveness of the device. The Commis
sioner also believes that there is Suffi
cient inf or mation .to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1340 as follows:

§ 882.1340 Nasopharyngeal electrode.
(a ) Identification. A  nasopharyngeal 

electrode is an electrode which is tem
porarily placed in the nasopharyngeal 
region for the purpose of recording 
electrical activity.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  .20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[PR Doc. 78-32867 Filed 11-27-78; 8:45 am]

[4110-03-M]
[21 CFR Part 882]

[Docket No. 78N-1010]

M ED IC A L DEVICES

Classification of Needle Electrodes

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying needle electrodes into class 
II (performance standards). The FDA  
is also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Dfugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ed er a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION :

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
needle electrodes:

1. Identification: A needle electrode is a 
device which is placed subcutaneously to 
stimulate or to record electrical signals.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the 
needle electrode, because it penetrates the 
skin, be classified into class II (performance 
standards) to assure that the device is ster

ile. The Panel believes that general controls 
will not provide sufficient control of the de
vice's characteristics. The Panel believes 
that a standard should require that the 
device be capable of being sterilized. The 
Panel recommends that FDA require that 
the manufacturer furnish users with ade
quate instructions for achieving sterile use 
and that the labeling indicate the maximum 
safe stimulating current that can be applied 
to a specific electrode. The Panel believes 
further tht the conducting and insulating 
materials of the electrode should meet 
standards to reduce the risk of toxic effects. 
The Panel believes that a standard will pro
vide reasonable assurance of the safety and 
effectiveness of the device, and that there is 
sufficient information to establish a stand
ard to provide such assurance.

4. Summary of data on which the recom
mendation is based: Needle electrodes have 
been used for many years. The Panel mem
bers based their recommendation on their 
experience with these electrodes.

5. Risks to health: a. High current-density 
burns: Burns may result if the exposed con
ducting surface area is too small for the 
stimulation current being used.

b. Site-of-entry infection: Infection may 
result with an unsterile needle or improper 
technique.

c. Systemic infection: An unsterile needle 
may result in circulatory system infection.

d. TOxicity: Materials used for the needle 
or for insulation my be toxic.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the needle electrode be classi
fied into class II (performance stand
ards). The Commissioner believes that 
a performance standard is necessary 
for this device because general con
trols by themselves are insufficient to 
control the risks to health. A  perform
ance standard would provide reason
able assurance of the safety and effec
tiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under tfie Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1350 as follows:

§ 882.1350 Needle electrode.
(a ) Identification. A  needle electrode 

is a device which is placed subcutan
eously to stimulate or to record electri
cal signals.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal.
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Pour copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  P . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32868 Piled 11-27-78: 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1011]

M ED IC A L DEVICES

Classification o f Electroencephalographs

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying electroencephalographs 
into class II (performance standards). 
The FDA is also publishing the recom
mendation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to ' 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTHER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
MD 20910, 301-427-7226.

SUPPLEMENTARY INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in  this  issue of 
the F ed er a l  R e g is t e r  provides back

ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
electroencephalographs:

1. Identification: An electroencephalo
graph is a device used to measure and 
record the electrical activity of the patient’s 
brain obtained by placing two or more elec
trodes on the head.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the 
electroencephalograph be classified into 
class II (performance standards) to ensure 
that the electroencephalogram is adequate
ly reproduced and that neurological condi
tions are accurately diagnosed. The Panel 
believes that electrical safety standards are 
needed to prevent electrical shock. The 
Panel believes that general controls will not 
provide sufficient control of the device’s 
characteristics. The Panel believes that a 
standard will provide reasonable assurance 
of the safety and effectiveness of the device 
and that there is sufficient information to 
establish a standard to provide such assur
ance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their expe
rience and familiarity with electroen- cepha- 
lography. Electroencephalographs have 
been in clinical use for many years and are 
standard diagnostic instruments well known 
to neurologists.

5. Risks to health: a. Misuse: Use of this 
device requires special training. Use by un
qualified persons ©ould result in improper 
diagnosis and treatment.

b. Misdiagnosis: Distortion ®f the physio
logical signal could cause a misdiagnosis and 
lead to improper treatment of a neurologi
cal condition.

c. Electrical shock: Leakage current oan be 
especially hazardous beeause the device 
makes a low resistance contact with the pa
tient.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the electroencephalographs 
be classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend

Part 882 in Subpart B by adding new 
§ 882.1400 as follows:

§ 882.1400 Electroencephalograph.
(a ) Identification. An electroen- ce- 

phalograph is a device used to meas
ure and record the electrical activity 
of the patient’s brain obtained by plac
ing two or more electrodes on the 
head.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m.t Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32869 Filed 11-27-78; 8:45 am]

[41 10 -03 -M ]

[21 CFR Part 882]

[Docket No. 78N-1612]

M ED IC A L DEVICES

Classification of Electroencephalograph 
Electrode/Lead Testers

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classif y ing electroencephalograph
electrode/lead testers into class II 
(performance standards). The FDA is 
also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef-
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fective 30-days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTHER INFO R M ATIO N  
CONTACT:

James R. Veaie, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y INFORM ATION: 

P a n e l  R e c o m m e n d a t i o n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
electroencephalograph electrode/lead 
testers:

L Identification: An electroencephalo
graph electrode/lead tester is a device used 
for testing the impedance (resistance to al
ternating current) of the electrode and lead 
system of an electroencephalograph to 
assure that an adequate contact is made be
tween the electrode and the skip,

2. Recommended classification: Class II  
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the 
electroencephalograph electrode/lead tester 
be classified into class I I  because the Panel 
believes that performance standards are 
needed to assure that the device performs 
the required measurement accurately and to 
protect the patient from electrical shock. 
The Panel believes that general controls 
will not provide sufficient control of the de
vice’s characteristics. The Panel believes 
that a standard will provide reasonable as
surance of the safety and effectiveness of 
the device and that there is sufficient infdr- 
mation to establish a standard to provide 
such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members are 
familiar with the techniques of 
electroencephalography. The Panel mem
bers based their recommendation on their 
knowledge that predictable electrical con
tact is necessary to obtain a satisfactory re
cording.

5. Risks to health: Electric shock: The pa
tient might receive an electrical shock from 
the device if it is poorly designed.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the electroencephalograph 
electrode/lead tester be classified into 
class II (performance standards). The 
Commissioner believes that a perform
ance standard is necessary for this 
device because general controls by

themselves are insufficient to control 
the risks ot health. A  performance 
standard would provide reasonable as
surance of the safety and effectiveness 
of the device. The Commissioner also 
believes that there is sufficient infor
mation to establish a standard to pro
vide reasonable assurance of the 
safety and effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1410 as follows:

§ 882.1410 Electroencephalograph elec
trode/lead tester

(a ) Identification. An electroen- ce- 
phalograph electrode/lead tester is a 
device used for testing the impedance 
(resistance to alternating current) of 
the electrode and lead system of an 
electroencephalograph to assure that 
an adequate contact is made between 
the electrode and the skin.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l i a m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[PR  Doc. 78-32870 Filed 11-27-78; 8:45 am]

[4 1 10-03-M ]
1

[21 CFR Part 882]

[Docket No. 78N-1013]

MEDICAL DEVICES

Classification of Electroencephalogram (EEG) 
Signal Spectrum Analyzers

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying electroencephalogram 
(EEG ) signal spectrum analyzers into 
class I (general controls). The FDA is

also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class I. The effect of classifying a 
device into class I is to. require that 
the device meet only the general con
trols applicable to all device^. After 
considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979.

The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.
FOR  FURTH ER  INFORM ATION  
CONTACT:

James R. Veaie, Bureau of Medical
Devices (HFK-430), Food and Drug^
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORMATION: 

P a n e l  R e c o m m e n d a t i o n

A  proposal elsehere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
electroencephalogram (EEG ) signal 
spectrum analyzers:

1. Identification: An electroencephalo
gram (EEG) signal spectrum analyzer is a 
device used to display the frequency content 
or power spectral density of the electroen
cephalogram (EEG) signal.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Nummary of reasons for recommenda
tion: The Panel recommends that this 
device be classified in class I (general con
trols) because the device does not make con
tact with the patient and no hazards have 
been identified. This device is used to proc
ess data obtained from an electroen- cepha- 
lograph (EEG) device and to display the re
sults. The Panel believes that the informa
tion obtained from this device is not used in 
a manner which involves any risks to 
health. The Panel believes that general con
trols will suffice to control this device.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their expe
rience in the interpretation of EEG infor
mation and their familiarity with the tech
nique of spectral analysis.

5. Risks to health: None identified.
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P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the electroencephalogram 
(EEG) signal spectrum - analyzer be 
classified into class I (general controls) 
with no exemptions because the Com
missioner believes that general con
trols are sufficient to provide a reason
able assurance of safety and effective
ness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a)) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1420 as follows:

Dated: Nov. 15, 1978.
W i l l i a m  F .  R a n d o l p h , 

Acting Associate Commissioner 
fo r Regula tory Affai rs. 

[PR Doc. 78-32871 Filed 11-27-78; 8:45 am]

[4110 -03 -M ]

[21 CFR Part 882]

[Docket No. 78N-1014]

MEDICAL DEVICES

Classification of Electroencephalograph Test 
Signal Generators

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying electroencephalograph test 
signal generators into class I (general

controls). The FD A  is also publishing 
the recommendation of the Neurologi
cal Device Classification Panel that 
the device be classified into class I. 
The effect of classifying a device into 
class I is to require that the device 
meet only the general controls appli
cable to ail devices. After considering 
public comments, FD A  will issue a 
final regulation classifying the device. 
These actions are being taken under 
the Medical Device Amendments of
1976.
DATES: Comments by January 29,
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based bn this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

1. Identification: An electroencephalo
graph test signal generator is a device used 
to test or calibrate an electroencephalo
graph.

-2 . Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: This device makes no electrical contact 
with the patient and presents no inherent 
hazards. The Panel believes that the safety 
and effectiveness of the device can be con
trolled by general controls.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on extensive 
personal experience with electroencephalo
graphy and familiarity with these test de
vices.

5. Risks to health: None identified.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the electroencephalograph 
test signal generator be classified into 
class I (general controls) with no ex
emptions because the Commissioner

believes that general controls are suf
ficient to provide a reasonable assur
ance of safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5-1). 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1430 as follows:

§ 882.1430 Electroencephalograph test 
signal generator.

(a ) Identification. An electroen- ce- 
phalograph test signal generator is a 
device used to test or calibrate an 
electroencephalograph.

(b ) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of, 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l i a m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR  Doc. 78-32872 Filed 11-27-78; 8:45 am]

[4 1 1 0 -0 3 -M ]

[21 CFR Part 882]

[Docket No. 78N-10151

MEDICAL DEVICES

Classification of Nystagmographs

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying nystagmographs into class 
II (performance standards). The FDA  
is also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classsifying 
a device into class II is to provide for 
the future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are

§ 882.1420 Electroencephalogram (EEG) 
signal spectrum analyzer.

(a) Identification. An electroenceph
alogram (EEG ) signal spectrum ana
lyzer is a device used to display the 
frequency content or power spectral 
density of the electroencephalogram 
(EEG) signal.

(b) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t i o n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
electroencephalograph test signal gen
erators:
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being taken under the Medical Device 
Amendments of 1976.

-DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.

FOR FURTHER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y INFORM ATION:

P a n e l  R e c o m m e n d a t i o n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation, 
the Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
nystagmographs:

1. Identification: A  nystagmograph is a 
device used to measure, record, or visually 
display the involuntary movements (nystag
mus) of the eyeball.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that -establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: the Panel recommends that the nys
tagmograph be classified into class I I  (per
formance standards) because the device may 
be powered by an external electrical source. 
Some devices of this type make low resis
tance electrical contact with the skin there
fore, malfunction is particularly dangerous 
if the device is not properly designed. The 
Panel believes that performance standards 
are necessary to assure that the device mea
surements are accurate. The Panel also rec
ommends that FDA require labeling which 
identifies the limitations of the measure
ment. The Panel believes that general con
trols will not provide sufficient control of 
the device’s characteristics. The Panel be
lieves that a standard will provide reason
able assurance of the safety and effective
ness of the device and that there is suffi
cient information to establish a standard to 
provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity with this device,^which is used exten
sively.

5. Risks to health: Electrical shock: Exces
sive leakage current could cause injury, or a 
malfunction could result in dangerous elec
trical shock.

PROPOSED RULES

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the nystagmograph be classi
fied into class II (performance stand
ards). The Commissioner believes that 
a 'performance standard is necessary 
for this device because general con
trols by^ themselves are insufficient to 
control the risks to health. A  perform
ance standard would provide reason
able assurance of the safety and effec
tiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1460 as follows:

§ 882.1460 Nystagmograph.
(a ) Identification. A  nystagmograph 

is a device used to measure, record, or 
visually display the involuntary move
ments (nystagmus) of the eyeball.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm 4-65, 5600 Fishers 
Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l i a m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR  Doc. 78-32873 Filed 11-27-78; 8:45 am]

[4 1 10 -03 -M ]

[21 CFR Part 882]

[Docket No. 78N-1016]

MEDICAL DEVICES

Classification of Neurological Endoscopes

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for

public comment a proposed regulation 
classifying neurological endoscopes 
into class II (performance standards). 
The FDA is also publishing the recom
mendation of the Neurological Device 
Classification’Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29,
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857.
FOR  FURTH ER  INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical 
f Devices (HFK-430), Food and Drug 
* Administration Department of

Health, Education, and Welfare,
8757 Georgia Avenue, Silver Spring,
Md. 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t i o n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
neurological endoscopes:

1. Identification: A  neurological endoscope 
is an instrument with a light source used to 
view the inside of the ventricles of the 
brain.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the neu
rological endoscope be classified into class II 
(performance standards) because the light 
intensity should be controlled to avoid 
burns, the optical distortion should be limit
ed so that the field of view is faithfully re
produced, and the device should be subject 
to an electrical safety standard because it 
makes contact with body fluid. The Panel 
believes that general controls will not pro
vide sufficient control of the device’s char
acteristics. The Panel believes that a stand
ard will provide reasonable assurance of the 
safety and effectiveness of the device and 
that there is sufficient information to estab
lish a standard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members
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based their reoommendation on their clini
cal experience with these devices.

5. Risks to health: (a) Infection: The 
device could introduce bacteria into cerebro
spinal fluid if the device is not adequately 
sterilized, (b) Bums: Excessive illuminating 
power can cause bums, (c) Electrical shock: 
The patient may receive an electrical shock 
because a low resistance path exists between 
the patient and the instrument.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the neurological endoscope be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1480 as follows:

§ 882.1480 Neurological endoscope.

(a) Identification. A  neurological en
doscope is an instrument with a light 
source used to view the inside of the 
ventricles of the brain.

(b) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Room 4-65, 5600 Fish
ers Lane, Rockville, Md. 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l i a m  F .  R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

tFR Doc. 78-32874 Piled 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Port 862]

(Docket No. 78N-1017)

MEDICAL DEVICES 

Ckissfft «attori of Esthesiometers

A G E N C Y  : Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying esthesiometers into class I 
(general controls). The FD A  is also 
publishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a 
device into class I is to require that 
the device meet only the general con
trols applicable to all devices. After 
considering public comments, FD A  
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29,
1979. Thè Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  IN FO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFO RM ATIO N :

P a n e l  R e c o m m e n d a t i o n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
esthesiometers:

1. Identification: An esthesiometer is a 
mechanical device which usually consists of 
a single rod or fiber which is held in the fin
gers of the physician or other examiner and 
which is used to determine whether a pa
tient has tactile sensitivity.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempted from good 
manufacturing practices regulations under 
section 520(f) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 360j(f)).

3. Summary of reasons for recommenda
tion: The Panel recommends that the esthe
siometer be classified into class I because 
general controls are sufficient to provide 
reasonable assurance of the safety and ef
fectiveness of the device. This simple device 
presents no risks to health, and the examin
er can easily determine whether the device 
is effective by examining it. The Panel be
lieves that manufacturers of the device 
should not be required to comply with good 
manufacturing practice regulations in man
ufacturing the device.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity with this device becasue it is routinely 
used by neurologists as an aid to physical 
examination.

5. Risks to health: None identified.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the esthesiometer be classi
fied into class I (general controls) be
cause the Commissioner believes that 
general controls are sufficient to pro
vide reasonable assurance of the 
safety and effectiveness of the device.

The Commissioner is also proposing 
that the esthesiometer be exempted 
from good manufacturing practice reg
ulations under section 520(f) of the act 
and from recordkeeping and reporting 
requirements in good manufacturing 
practice regulations, because all de
fects related to the safety and effec
tiveness of the device are readily de
tectable prior to use. The FD A ’s good 
manufacturing practice regulations for 
medical devices (21 CFR Part 820) 
were published in the F e d e r a l  R e g i s 
t e r  of July 21, 1978 (43 FR  31508).

Therefore, under the Federal Food, Drug, 
and Cosmetic Act (secs. 513, 701(a), 52 Stat. 
1055, 90 Stat. 540-546 (21 U.S.C. 360c, 
371(a))) and under authority delegated to 
him (21 CFR 5.1), the Commissioner pro
poses to amend Part 882 in Subpart B by 
adding new § 882.1500 as follows:

§ 882.1500 Esthesiometer.
(a ) Identification. An esthesiometer 

is a mechanical device which usually 
consists of a single rod or fiber which 
is held in the fingers of the physician 
or other examiner and which is used 
to determine whether a patient has 
tactile sensitivity.

(b ) Classification. Class I (general 
controls). Exempt from the good man
ufacturing practice regulation in Part 
820 of this chapter, including record
keeping and reporting requirements in 
Part 820 of this chapter.

Interested persons may, on or before 
January 29, 1978, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments,
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and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l i a m  F .  R a n d o l p h , 

Acting Associate Commissioner 
■ for Regulatory Affairs. 

[FR  Doc. 78-32875 Filed 11-27-78; 8:45 am]

[4 1 10 -03 -M ]

[21 CFR Part 882]

[Docket No. 78N-10181

MEDICAL DEVICES

Classification of Tuning Forks

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule,
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying timing forks into class I 
(general controls). The FDA is also 
publishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class L The effect of classifying a 
device into class I is to require that 
the device meet only the general con
trols applicable to all devices. After 
considering public comments, FDA  
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29,
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SU PPLEM ENTAR Y INFORM ATION:

P a n e l  R e c o m m e n d a t i o n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee,

PROPOSED RULES

made the following recommendation 
with respect to the classification of 
tuning forks:

1. Identification: A tuning fork is a me
chanical device which resonates at a given 
frequency and is used to diagnose hearing 
disorders and to test for vibratory sense.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that the device be exempted from good 
manufacturing practice regulations under 
section 520(f) of the Federal Food, Drug, 
and Cosmetic Act (21 UJS.C. 360j(f)).

3. Summary of reasons for recommenda
tion: The tuning fork is a well-known device 
which contains no hazards to health and 
which can be adequately regulated by gen
eral controls. The Panel recommends that 
manufacturers of the device not be required 
to comply with good manufacturing practice 
regulations in manufacturing the device be
cause tuning forks require no special quali
ties for medical use.

4. Summary of data on which the recom
mendation is based; The Panel members 
based their recommendation on their famil
iarity with this device and its long history of 
routine use in' neurological examinations.

5. Risks to health: None identified.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the tuning fork be classified 
into class I (general controls) because 
the Commissioner believes that gener
al controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Com
missioner is also proposing that the 
tuning fork be exempted from good 
manufacturing practice regulations 
under section 520(f) of the act and 
from recordkeeping and reporting re
quirements in good manufacturing 
regulations, because all defects related 
to safety and effectiveness of the 
device are readily detectable prior to 
use. The FD A ’s good manufacturing 
practice regulations for medical de
vices (21 CFR Part 820) were pub
lished in the F e d e r a l  R e g i s t e r  of July 
21, 1978 (43 FR 31508).

Therefore, under, the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and authority 
delegated to him (21 CFR  5.1), the 
Commissioner proposes to amend Part 
882 in Subpart B  by adding new 
§ 882.1525 as follows:

§ 882.1525 Tuning fork.
(a ) Identification. A  tuning fork is a 

mechanical device which resonates at 
a given frequency and is used to diag
nose hearing disorders and to test for 
vibratory sense.

(b ) Classification. Class I (general 
controls). Exempt from the good man
ufacturing practice regulations in Part 
820 of this chapter^ including record
keeping and reporting requirements in 
Part 820 of this chapter.

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l i a m  F .  R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR  Doc. 78-32876 Filed 11-27-78; 8:45 am]

[4 1 10 -03 -M ]

[21 CFR Part 882]

[Docket No. 78N-10191

MEDICAL DEVICES

Classification of Galvanic Skin Response 
Measurement Devices

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying galvanic skin response mea
surement devices into class II (per
formance standards). The FDA is also 
publishing the recommendations of 
the Neurological Device Classification 
Panel that these devices be classified 
into class II and of the Physical Medi
cine Device Classification Panel that 
these devices be classified into class II 
if they are AC powered and into class I 
if they are battery powered. The 
effect of classifying a device into class 
I is to require that the device meet 
only the general controls applicable to 
all devices. The effect of classifying a 
device into class II is to provide for 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29,
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and
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Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8758 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTARY INFORM ATION:

P a n e l  R e c o m m e n d a t i o n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel and the Physical Medicine 
Device Classification Panel, FDA advi
sory committees, made the following 
recommendation with respect to the 
classification of galvanic skin response 
measurement devices:

1. Identification: A  galvanic skin response 
measurement device is a device used to de
termine autonomic responses as psychologi
cal indicators by measuring the electrical re
sistance of the skin and the tissue path be
tween two electrodes applied to the skin.

2. Recommended classification: The Neu
rological Device Classification Panel recom
mends that these devices be classified into 
class I I  (performance standards) and that 
establishing a performance standard for 
this device be a low priority. The Physical 
Medicine Device Classification Panel recom
mends that this device be classified into 
class I I  if it is powered by alternating cur
rent (AC ) and that establishing a perform
ance standard for this device be a low prior
ity. The Physical Medicine Device Classifi
cation Panel recommends that if the devices 
are battery powered, they be classified into 
class I (general controls) and that there be 
no exemptions.

3. Summary of reasons for recommenda
tion: The Neurological Device Classification 
Panel recommends that galvanic skin re
sponse measurement devices be classified 
into class I I  because the Panel believes that 
the characteristics of the electrical current, 
which is applied to measure the resistance 
of the skin, should be controlled to prevent 
injury. The Panel also believes that the 
measurement limitations inherent in the 
use of the device should be clearly specified 
by manufacturers in the device’s labeling. 
Thè Physical Medicine Device Classification 
Panel recommends that AC-powered galvan
ic skin response measurement devices be 
classified into class I I  because they believe 
that a standard is needed to prevent electri
cal shock and bums from leakage of electri
cal current. The Physical Medicine Device 
Classification Panel recommends that bat
tery-powered galvanic skin response mea
surement devices be classified into class I 
because they believe that the risks of elec
trical shock and bums are not as great with 
battery-powered devices as with AC-powered 
devices and the safety and effectiveness of 
the battery-powered device can be reason
ably assured by general controls. Both the 
Neurological Device Classification Panel 
and the Physical Medicine Device Classifica
tion Panel believe that a standard will pro

vide reasonable assurance of safety and ef
fectiveness of the device and that there is 
sufficient information to establish a stand
ard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience with this device.

5. Risks to health: a. Electrical shock: Ex
cessive current could cause injury, or a mal
function could result, in an electric shock.

b. Inaccurate measurements: An inaccu
rate diagnosis could result if the device does 
not measure skin resistance accurately.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner does not agree 
with the Physical Medicine Device 
Classification Panel recommendation 
that the battery-powered galvanic skin 
response measurement device be clas
sified into class I (general controls). 
Although it is true that there is less 
risk of electrical shock from a battery- 
powered device than from an AC- 
powered device, there still is enough of 
a risk of electrical shock from the bat
tery-powered device to justify the ap
plication to it of a performance stand
ard. The Commissioner therefore 
agrees with the Neurological Device 
Classification Panel and is proposing 
that the galvanic skin response meas
uring device, whether battery-powered 
or AC-powered, be classified into class 
II (performance standards). The Com
missioner believes that a performance 
standard is necessary for this device 
because general controls by them
selves are insufficient to control the 
risks to health. A  performance stand
ard would provide reasonable assur
ance of the safety and effectiveness of 
the device. The Commissioner also be
lieves that there is sufficient informa
tion to establish a standard to provide 
reasonable assurance of the safety and 
effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1540 as follows:

§ 882.1540 Galvanic skin response mea
surement device.

(a ) Identification. A  galvanic skin re
sponse measurement device is a device 
used to determine autonomic re
sponses as psychological indicators by 
measuring the electrical resistance of 
the skin and the tissue path between 
two electrodes applied to the skin (in
cluding the electrode/skin interface 
impedance).

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug

Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number' found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 am. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l i a m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR  Doc. 78-32877 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Port 882]

[Docket No. 78N-1020]

MEDICAL DEVICES

Classification of Nerve Conduction Velocity 
Measurement Devices

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed rule.
SUM M ARY: The Food ahd Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying nerve conduction velocity 
measurement devices into class II (per
formance standards). The FDA is also 
publishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATESLj Comments by January 29,
1979. The Commissioner of Food and 
Drug proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Avenue, Silver Spring, 
Md. 20910, 301-427-7226.
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SU PPLEM ENTAR Y INFORM ATION:

P a n e l  R e c o m m e n d a t i o n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment. of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
nerve conduction velocity measure
ment devices:

1. Identification: A  nerve conduction ve
locity measurement device is a device which 
measures nerve conduction time by applying 
a stimulus, usually to a patient’s peripheral 
nerve. This device includes the stimulator 
and the electronic processing equipment for 
measuring and displaying the nerve conduc
tion time.

2. Recommended classification: Class' II  
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary o f reasons for recommenda
tion: The Panel recommends that nerve con
duction velocity measurement devices be 
classified into class I I  (performance stand
ards) because the electrical properties of the 
device must be controlled to assure that 
nerve conduction velocity will be accurately 
measured and to prevent bums and electri
cal shock from the electrical stimulus that 
the device applies to the patient. The Panel 
believes that general controls will not pro
vide sufficient control of the device’s char
acteristics. The Panel believes that a stand
ard will provide reasonable assurance of the 
safety and effectiveness o f the device and 
that there is sufficient information to estab
lish a standard to provide such assurance.

4. Summary o f data on which the recom
mendation is based: The Panel members 
based their recommendation on their expe
rience with these devices.

5. Risks to health: a. Burns: The device in
cludes an electrical stimulator which may 
burn the skin if the electrical current is ex
cessive.

b. Electrical shock: Leakage current can 
be especially dangerous because the device 
makes a low resistance contact with the pa
tient.

c. Misdiagnosis: Inaccurate measurement 
of the nerve conduction velocity can result 
in improper treatment.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the nerve conduction velocity 
measurement devices be classified into 
class II (performance standards). The 
Commissioner believes that a perform
ance standard is necessary for this 
device because general controls by 
themselves are insufficient to control 
the risk^jto, health. A  performance 
standard would provide reasonable as
surance of the safety and effectiveness 
of the device. The Commissioner also 
believes that there is sufficient infor
mation to establish a standard to pro
vide reasonable assurance of the 
safety and effectiveness of the device.

PROPOSED RULES

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1550 as follows:

§ 882.1550 Nerve conduction velocity mea
surement device.

(a ) Identification. A  nerve conduc
tion velocity measurement device is a 
device which measures nerve conduc
tion time by applying a stimulus, usu
ally to a patient’s peripheral nerve. 
This device includes the stimulator 
and the electronic processing equip
ment for measureing and displaying 
the nerve conduction time.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Room 4-65, 5600 Fish
ers Lane, Rockville, Md. 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single eopies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l i a m  F .  R a n d o l p h ,

Acting Associate Commissioner
for Regulatory Affairs. "

IF R  Doc. 78-32878 Filed 11-27-78; 8:45 am ]

[4110-03-M ]

[21 GFR Port 882]

[Docket NO. 78N-1021J 

MEDICAL DEVICES

Classification of Skin Potential Measurement 
Devices

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
clasifying skin potential measurement 
devices into class II (performance 
standards). The FDA is also publish
ing the recommendation of the Neuro
logical Device Classification Panel 
that the device be classified into class 
II. The effect of classifying a device 
into class II is to provide for the 
future -development of one or more 
performance standards to assure the 
safety and effectiveness of the device.

After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29,
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, RM. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.
FOR FURTHER INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and .Welfare,
8757 Georgia Ave., Silver Spring,
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y INFORM ATION:

P a n e l  R e c o m m e n d a t i o n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
will respect to the classfication of skin 
potential measurement devices:

L Identification: A skin potential mea
surement device is a general diagnostic 
device used to measure skin voltage by 
means of surface skin electrodes.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the skin 
potential measurement device be classified 
into class I I  (performance standards) to 
ensure that the device provides accurate 
measurements and to prevent electrical 
shock. The Panel believes that general con
trols will not provide sufficient control of 
the device's characteristics. The Panel be
lieves that a standard will provide reason
able assurance of the safety and effective
ness of the device and that there is suffi
cient information to establish a standard to 
provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity with these devices.

5. Risks to health: a. Misdiagnosis: If a 
device that is not calibrated and accurate is 
used for diagnosis of disease conditions, in
appropriate treatments may be prescribed.

b. Electrical shock: Excessive leakage cur
rent can cause electrical shock.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the skin potential measure
ment device be classified into class II 
(performance standards). The Com-
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missioner believes that a performance 
standard is necessary for this device 
because general controls by them
selves are insufficient to control the 
risks to health. A  performance stand
ard would provide reasonable assur
ance of the safety and effectiveness of 
the device. The Commissioner also be
lieves that there is sufficient informa
tion to establish a standard to provide 
reasonable assurance of the safety and 
effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B  by adding new 
§ 882.1560 as follows:

§882.1560 Skin potential measurement 
device.

(a) Identification. A  skin potential 
measurement device is a general diag
nostic device used to measure skin 
voltage by means of surface skin elec
trodes.

.(b) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, RM. 4-65, 5600 Fish
ers Lane, Rockville, M D 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single eopies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.'

Dated: Nov. 15, 1978.
W i l l i a m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

CFR Doc. 78-32879 Filed 11-27-78; 8:45 am]

[4110-03 -M ]

[21 CFR Part 882]

[Docket No. 78N-1022]

MEDICAL DEVICES

Classification of Powered Direct-Contact 
Termperature Measurement Devices

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed ru le.'
SUMMARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying powered direct-contact 
temperature measurement devices into 
class II (performance standards). The

FDA is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29,
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Avenue, Silver Spring,
Md. 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION: 

P a n e l  R e c o m m e n d a t i o n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
powered direct-contact temperature 
measurement devices:

1. Identification: A powered direct-contact 
temperature measurement device is a device 
which contains a power source and is used 
to measure differences in temperature be
tween two points on the body.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the 
powered direct-contact temperature mea
surement device be classified into class II 
(performance standards) to insure adequate 
sensitivity to temperature differences and 
to prevent accidental reversal of tempera
ture-sensing elements. The Panel believes 
that general controls will not provide suffi
cient control of the device’s characteristics. 
The Panel believes that a standard will pro
vide reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a stand
ard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity with the device and the techniques of 
temperature measurement.

5. Risks to health: Misdiagnosis: Acciden
tally reversed sensing elements or lack of 
adequate sensitivity to temperature differ
ences can result in misdiagnosis and improp
er treatment.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the powered direct-contact 
temperature measurement device be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1570 as follows:

§ 882.1570 Powered direct-contact tem
perature measurement device.

'  <a) Identification. A  powered direct- 
contact temperature measurement 
device is a device which contains a 
power source and is used to measure 
differences in temperature between 
two points on the body.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Room 4-65, 5600 Fish
ers Lane, Rockville, Md. 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l i a m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR  Doc. 78-32880 Filed 11-27-78; 8:46 am]
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[41 10 -03 -M ]

[21 CFR Part 882]

[Docket No. 78N-1023]

MEDICAL DEVICES

Classification of Alpha Monitors

AGENCY: Pood and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (PD A ) is issuing for 
public comment a proposed regulation 
classifying alpha monitors into class II 
(performance standards). The FD A  is 
also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29,
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t i o n

A proposal elsewhere in this issue of 
t h e  F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
alpha monitors:

1. Identifidcation: An alpha monitor is a 
device with electrodes that are placed on a 
patient’s scalp to monitor that portion <of 
the electroencephalogram which is referred 
to as the alpha wave.

2. Recommended classification: Class I I  
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that this 
device, which is a specialized version of the

electroencephalograph, be classified into 
class I I  (performance standards) to assure 
control of electrical safety and that the 
device performs properly. The Panel be
lieves that general controls will not provide 
sufficient control of the device’s characteris
tics. The Panel believes that a standard will 
provide reasonable assurance of the safety 
and effectiveness of the device and that 
there is sufficient information to establish a 
standard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their expe
rience with the clinical use of 
electroencephalography and related devices.

5. Risks to health: a. Misdiagnosis: I f  the 
phyhsiological signal is distorted or the elec
trical filtering process does not correctly 
select the alpha wave, the physician may 
make an erroneous assessment of the pa
tient’s neurological state.

b. Electrical shock: Excessive leakage cur
rent could cause injury, or a malfunction 
could result in dangerous electrical shock.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the alpha monitor be classi
fied into class II (performance stand
ards). The Commissioner believes that 
a performance standard is necessary 
for this device because general con
trols by themselves are insufficient to 
control the risks to health. A perform
ance standard would provide reason
able assurance of the safety and effec
tiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1610 as follows:

§ 882.1610 Alpha monitor.
(a ) Identification. An alpha monitor 

is a device with electrodes that are 
placed on a patienjt’s scalp to monitor 
that portion of the electroencephalo
gram which is referred to as the alpha 
wave.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Room 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen

in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l i a m  F .  R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

(FR  Doc. 78-32881 Piled 11-27-78; 8:45 am]

[41 10 -03 -M ]

[21 CFR Part 882]

[Docket No. 78N-1024]

MEDICAL DEVICES

Classification of Intracranial Pressure 
Monitoring Devices

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying intracranial pressure moni
toring devices into class II (perform
ance standards). The FDA is also pub
lishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.
FOR FURTH ER  INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t i o n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made’ the following recommendation
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with respect to the classification of in
tracranial pressure monitoring devices:

1. Identification: An intracranial pressure 
monitoring device is a device used for short 
term monitoring and recording of intracran
ial pressures and pressure trends. The 
device includes the transducer, monitor and 
interconnecting hardware.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of. reasons for recommenda
tion: The Panel recommends that intracran
ial pressure monitoring devices be classified 
into class I I  because the Panel believes that 
the device needs to be subject to a perform
ance standard to assure that the pressure 
measurements obtained from the device are 
accurate, to prevent brain damage due to an 
excessively bulky device, and to assure that 
the device is designed to prevent leakage of 
cerebrospinal fluid. The Panel also recom
mends that intracranial pressure monitor
ing systems be required to  incorporate an 
alarm that is triggered by sudden or abnor
mal increases in intracranial pressure. The 
Panel recommends that intracranial pres
sure monitoring devices be classified into 
class II (performance standards) but that 
the recommendation apply only to short
term clinical applications of intracranial 
pressure monitoring because sufficient clini
cal data are not available to evaluate long
term use and because the Panel is not aware 
of a commercially available product intend
ed for long-term use. Although a variety of 
devices has Jjeen used to monitor intracran
ial pressure, they all consist essentially of a 
manometer (pressure indicator) inserted 
through a hole in the skull so that a pres
sure connection is made with the fluid that 
surrounds the brain. This procedure pre
sents risks of brain damage and infection. 
However, the Panel believes that, in certain 
circumstances, the information obtained by 
monitoring intracranial, pressure is suffi
ciently valuable to justify the risks. The 
Panel believes that general controls will not 
provide sufficient control of the device’s 
characteristics. The Panel believes that a 
standard will provide reasonable assurance 
of the safety and effectiveness of the device 
and that there is sufficient information to 
establish a standard to provide such assur
ance.

4. Summary o f data on which the recom
mendation is based: Intracranial pressure 
monitoring devices have been used in var
ious forms for several years. The Panel 
members based their recommendation on 
their clinical experience with intracranial 
pressure monitoring devices.

5. Risks to health: a. Brain damage by 
pressure. An excessively bulky device could 
exert damaging pressure on the brain.

b. Brain damage by surgical trauma. The 
surgery involved in inserting this device pre
sents inherent risks.

c. Inaccurate pressure readings. A  defect 
in the device can result in inaccurate pres
sure readings.

d. Leakage of cerebrospinal fluid. The 
device needs to have a tight seal to prevent 
leakage of cerebrospinal fluid.

e. Infection. Infection may result if the 
device is not sterile or if contaminants enter 
the surgical opening.

P r o po se »  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation to classify in
tracranial pressure monitoring devices 
into class II (performance standards). 
The Commissioner also agrees with 
the Panel’s decision to distinguish be
tween the usual short-term applica
tion of the intracranial pressure moni
toring device and the possible long
term application of the device. Suffi
cient clinical data are not available to 
permit evaluation of long-term use of 
the device.

The FDA has reviewed literature re
lating to intracranial pressure moni
toring devices and has found that sev
eral devices have been used which 
measure pressure by a direct connec
tion with the fluid in the subdural 
space of the brain. (Refs. 1 through 4). 
Epidural devices (inserted between the 
cranium and the dura mater; i.e., the 
tough, outer membrane covering the 
brain) are also currently being used to 
monitor intracranial pressure (Refs. 5 
through 7), but on an investigational 
basis.

In the . literature reviewed, an inves
tigation of one device in a series of 650 
patients (Ref. 2) showed an average in
fection rate of 2.1 percent and an aver
age device failure rate, of 8 percent. 
Device' failures were due either to 
faulty installation or to brain herni
ation. In this investigation, the moni
toring device was not left in place 
more than 20 days, and J  days use was 
typical. In another study of a different 
device involving 27 patients, the pres
sure monitoring device was left in 
place for longer periods of time, with 
14 days being a typical period and the 
extreme being 41 days (Ref. 4).

Based on the Panel recommendation 
and the references listed below, the 
Commissioner is proposing that the in
tracranial pressure monitoring, device 
for short-term monitoring be classified 
into class II (performance standards). 
The Commissioner believes that a per
formance standard is necessary for 
this device hecause general controls by 
themselves are insufficient to control 
the risks to health. A  performance 
standard would provide reasonable as
surance of the safety and effectiveness 
of the device. The Commissioner also 
believes that there is sufficient infor
mation to establish a standard to pro
vide reasonable assurance of the 
safety and effectiveness of the device.

R e fe r e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (HFC20), Rm. 465, 5600 Fishers 
Lane, Rockville, M D  20857, and may 
be viewed by interested persons from 9 
a.m. to 4 p.m. Monday through Friday, 
except on Federal holidays:

1. Hanlon, K„ “Description and Uses of 
Intracranial Pressure Monitoring,” Heart 
and, Lung, 5:277282, 1976.

2. Winn, H. R. et al., "Intracranial Subar
achnoid Pressure Recording: Experience 
With 650 Patients," Surgical Neurology, 
8:41-47, (1977).

3. Vries, J. K. et al., “A Subarachnoid 
Screw for Monitoring Intracranial Pres
sure,” Journal o f Neurosurgery, 39:416-419, 
1973.

4. Tindal, G. T. et al.. “Current Methods 
for Monitoring Patients with Head Injury,” 
Clinical Neurosurgery, 19:98-120, 1972.

5. Dorsch, N. W. C. and L. Symon, “A 
Practical technique for Monitoring Extra
dural Pressure,” Journal o f Neurosurgery, 
42:249-257, 1975.

6. Zervas, N. T. et al., “A Pressure-Bal
anced Radio-Telemetry System for the Mea
surement of Intracranial Pressure,” Journal 
o f Neurosurgery, 47:899-911, 1977.

7. Yoneda, S. et al., “Continuous Measure
ment of Intracranial Pressure with SFT: 
Clinical Experience,” Surgical Neurology, 
4:289-295, 1975.

Therefore, under the Federal Food, j 
Drug, and Cosmetic Act (secs. 513, j 
701(a), 52 Stat. 1055, 90 Stat. 540-546 \ 
(21 U.S.C. 360c, 371(a))) and authority 1 
delegated to him (21 CFR 5.1), the j 
Commissioner proposes to amend Part ! 
882 in Subpart B by adding new J 
§.882.1620 as follows:

§ 882.1620 Intracranial pressure monitor* | 
ing device.

(a ) Identification. An intracranial 1 
pressure monitoring device is a device j 
used for short term monitoring and re- 1 
cording of intracranial pressures and ! 
pressure trends. The device includes 
the transducer, monitor, and intercom j 
necting hardware.

(b ) Classification. Class II (perform- j 
ance standards).

Interested persons may, on or before j 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm, 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l i a m  F. R a n d o l p h ,

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32882 Piled 11-27-78; 8:45 am]

FEDERAL REGISTER, VOL. 43, NO. 229— TUESDAY, NOVEMBER 28, 1978



55664 PROPOSED RULES

[4110-03-M ]

[21 C K  Part 862]

[Docket No. 78N-1025]

MEDICAL DEVICES 

Classification of Percussors

AG ENCY: Pood and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying percussors into class I (gen
eral controls). The FDA is also pub
lishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a 
device into class I is to require that 
the device meet only the general con
trols applicable to all devices. After 
considering public comments, FDA  
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based off this proposal become ef
fective 30 days after the date of its 
publication in the F e d er a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department- of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
percussors:

1. Identification: A percussor is a small 
hammerlike device used by a physician to 
provide light blows to a body part. A percus
sor is used as a diagnostic aid during physi
cal examinations.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that the device be exempted from good 
manufacturing practice regulations under 
section 520(f) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 360j(f)).

3. Summary of reasons for classification: 
A percussor is a simple nonpowered device,

usually a rubber tipped hammer, used as an 
aid in physicial examination. Because the 
characteristics of the device are obvious, 
and its functional capability is easily deter
mined by examination of the device, the 
Panel recommends that the device be classi
fied into class I (general controls) and that 
the manufacturer not be required to comply 
with the good manufacturing practice re
quirements.

4. Summary of data on which the recom
mendation is based: The Panel members are 
familiar with devices of this type because 
they are used in routine physical examina
tions.

5.. Risks to health: None identified.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the percussor be classified 
into class I (general controls) because 
the Commissioner believes that gener
al controls are sufficient to provide a 
reasonable assurance of the safety and 
effectiveness of the device.

The Commissioner is also proposing 
that the percussor be exempted from 
good manufacturing practice regula
tions under section 520(f) of the act 
and from recordkeeping and reporting 
requirements in good manufacturing 
practice regulations, because all de
fects related to the safety and effec
tiveness of the device are readily de
tectable prior to use. The F D A ’s good 
manufacturing practice regulations for 
medical devices (21 CFR Part 820) 
were published in the F e d e r a l  R e g is 
t e r  of July 21, 1978 (43 FR 31508).

Therefore, under provisions of the 
Federal Food, Drug, and Cosmetic Act 
(sec. 513, 701(a), 52 Stat. 1055, 90 Stat. 
540-546 (21 U.S.C. 360C 371(a))) and 
authority delegated to him (21 CFR
5.1), the Commissioner proposes to 
amend Part 882 in Subpart B by 
adding new § 882.1700 as follows:

§ 882.1700 Percussor.
(a ) Identification. A  percussor is a 

small hammerlike device used by a 
physician to provide light blows to a 
body part. A  percussor is used as a di
agnostic aid during physical examina
tions.

(b ) Classification. Class I (general 
controls). Exempt from the good man
ufacturing practice regulations in Part 
820 of this chapter, including record
keeping and reporting requirements in' 
Part 820 of this chapter.

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu

ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doe. 78-32883 Filed 11-27-78; 8:45 am)

[4110-03-M ]

[21 CFR Port 882]

[Docket No. 78N-1026]

MEDICAL DEVICES

Classification of Pinwheefs

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying pin wheels into class I (gen
eral controls). The PD A  is also pub
lishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a 
device into class I is to require that 
the device meet only the general con
trols applicable to all devices. After 
considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (^LFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.
FOR FURTH ER  INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORMATION:

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FDA advisory committee, 
made the following recommendations 
with respect to the classification of 
pinwheels:
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1. Identification: A pinwfreel is a device 
with sharp points on a rotating wheel used 
for testing pain sensation.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tions: The Panel recommends that the pin- 
wheel be classified into class I (general con
trols) because it is a simple mechanical 
device which contains no hazards to health 
and which requires no special material or 
properties.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity with this deivice.

5. Risks to health: None identified.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the pinwheels be classified 
into class I (general controls) with no 
exemptions because the Commissioner 
believes that general controls are suf
ficient to provide reasonable assurance 
of the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§882.1750 as follows:

§ 882.1750 Pinwheel.
(a) Identification. A  pinwheel is a 

device with sharp points on a rotating 
wheel used for testing pain sensation.

(b) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies-of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

(PR Doc. 78-32884 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1027]

MEDICAL DEVICES

Classification of Ocular Plethysmographs

AGENCY: Food and Drug Administra
tion:
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying ocular plethysmographs 
into class III (premarket approval), 
the FDA is also publishing the recom
mendation of the Neurological Device 
Classification Panel that the device be 
classified into class III. The effect of 
classifying a device into class III is to 
provide for each manufacturer of the 
device to submit to FDA a premarket 
approval application at a date to be set 
in a future regulation. Each applica
tion includes information concerning 
safety and effectiveness tests of the 
device. After considering public com
ments, FD A  will issue a final regula
tion classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFORM ATION:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A notice elsewhere in this issue of 
the F e d er a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation, 
the Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
ocular plethysmographs:

1. Identification: An ocular plethysmo- 
graph is a device used to measure or detect 
volume changes in the eye produced by pul
sations of the artery, to diagnose carotid 
artery occlusive disease (restriction on blood 
flow in a carotid artery).

2. Recommended classification: Class III 
(premarket approval). The Panel recom

mends that premarket approval of this 
device be a low priority.

3. Summary of reaons for recommenda
tion: The Panel recommends that the ocular 
Plethysmograph be classified into class III 
(premarket approval) because the device is 
used to detect the life-threatening condition 
that occurs when the brain does not receive 
adequate blood flow through a carotid 
artery. Also, the Panel believes that it is not 
possible to establish an adequate perform
ance standard for this device. The informa
tion derived from the ocular Plethysmo
graph may be used to screen patients for 
the more risky diagnostic procedure of ca
rotid angiography (an invasive radiological 
technique involving injection of radiopaque 
matérial into the patient’s arterial system to 
detect arterial disorders such as carotid 
artery occlusion). If the ocular Plethysmo
graph produces a false positive result, an 
unnecessary carotid angiography prbcedure 
may be performed; however, a false negative 
result could result in the failure to detect 
carotid artery occlusion, the Panel believes 
that the reliability of ocular Plethysmo
graph measurements in detecting the pres
ence or absence of carotid artery occlusion 
has not been sufficiently demonstrated and 
that the device should, therefore, be subject 
to premarket approval to assure satisfactory 
performance of the device and thus to pro
vide reasonable assurance of its safety and 
effectiveness.

4. Summary'of data on which the recom
mendation is based: the Panel members 
based their recommendation on their clini
cal experience and their knowledge of the 
techniques used in -ocular plethysmography.

5. Risks to health: a. Eye injury. Excessive 
pressure can damage the eye.

b. Misdiagnosis. The device may misdiag
nose the presence or absence of carotid 
artery occclusion because of a poor relation
ship between pulsatile arterial blood flow 
changes and the degree of occlusion.

c. Infection. Eye cups that are not sterile 
can cause infections.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that ocular plethysmographs be 
classified into class III (premarket ap
proval).

The Commissioner believes that the 
device presents a potential unreason
able risk of illness or injury to the pa
tient, especially if practitioners rely 
upon the information derived from 
the device to diagnose carotid artery 
occclusion. Furthermore, the device is 
for a use (screening for carotid angio
graphy) which is of substantial impor
tance in preventing impairment of 
human health. The Commissioner be
lieves that insufficient information 
exists to determine that general con
trols are sufficient to provide reason
able assurance of the safety and effec
tiveness of the device and that insuffi
cient information exists to establish a 
performance standard that will pro
vide such assurance. Therefore, the 
Commissioner is proposing that ocular 
plethysmographs be classified into 
class III (premarket approval).
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The Commissioner has obtained ad
ditional data and information describ
ing the application of ocular plethys- 
mographic devices. There are two 
techniques used to diagnose an occlu
sion of the carotid artery: pulse delay 
detection and ophthalmic artery pres
sure measurement.

The pulse delay detection technique 
gives inaccurate diagnostic informa
tion when a patient has symmetrical 
bilateral occlusive disease of the carot
id artery, disease of the eye globe, oc
clusive disease of the ophthalmic 
artery, or arteriosclerotic lesions that 
do not alter blood flow (Ref. 1). A  
study of 210 carotid arteries reported 
that this technique is 81 percent accu
rate when results from it are com
pared with those of carotid angio
graphy (Ref.l). In another study in
volving 936 caparisons with results of 
carotid angiography, 7 percent of diag
noses were false negatives (significant 
occlusion that was not detected), and 8 
percent of diagnoses were false posi
tives (patients without significant oc
clusive disease were indicated by the 
technique to have occlusion) (Ref. 2).

The systolic ophthalmic artery pres
sure measurement technique causes a 
transient elevation of intraocular pres
sure that is 400 percent to 500 percent 
above normal (Refs. 3 through 5). This 
technique does n o t ' accurately diag
nose patients with less than 70 percent 
occlusion of the carotid artery (Ref. 
1). Greater sensitivity is reported 
when the carotid artery is compressed 
manually (Refs. 1 and 3). However, be
cause the carotid compression tech
nique presents risks of cardiac ar
rhythmia or neurologic deficit, ade
quate assurance of safety is not possi
ble.

R e f er e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (address above), and may be 
seen by interested persons from 9 a.m. 
to 4 p.m., Monday through Friday, 
except on Federal Holidays:

1. Dean, R. and J. Yao, “Hemodynamic
Measurements in Peripheral Vascular Dis
ease,” Current Problems in Surgery, 12:52- 
56, 1976. .

2. Karchner et al., “Oculoplethysmo
graphy: An Adjunct to Arteriography in the 
Diagnosis of Extracranial Carotid Occlusive 
Disease,” American journal of Surgery, 
132:728-732, 1976.

3. Gee, W. et al., “Measurement of Collat
eral Cerebral Hemispheric Blood Pressure 
by Ocular Pneumoplethysmography,” 
American Journal of Surgery, 130:121-127, 
1975.

4. Gee, W. et al., “Simultaneous Bilateral 
Determination of the Systolic Pressure of 
the Ophthalmic Arteries by Ocular 
Pneumoplethysmography,” Investigative 
Ophthalmology and Visual Science, 16:86- 
89, 1977.

5. Gee, W. et al., "Noninvasive Diagnosis 
of Carotid Occlusion by Ocular

Pneumoplethÿsmography,” Stroke, 7:18-21, 
1976.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1790 as follows:

§ 882.1790 Ocular plethysmograph.
(a ) Identification. An ocular plethys

mograph is a device used to measure 
or detect volume changes in the eye 
produced by pulsations of the artery, 
to diagnose carotid artery occlusive 
disease Crestrictions on blood flow in 
the carotid artery).

(b ) Classification. Class III (premar
ket approval).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32885 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1028]

MEDICAL DEVICES

Classification of Rheoencephalographs

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying rheoencephalographs into 
class III (premarket approval). The 
FD A  is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class III. The effect of 
classifying a device into class III is to 
provide for each manufacturer of the 
device to submit to FDA a premarket 
approval application at a date to be set 
in a future regulation. Each applica
tion includes information concerning 
safety and effectiveness tests of the

device. After considering public com
ments; FDA will issue a final regula
tion classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1978.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.
FOR FURTH ER  INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de- 
yelopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
rheoencephalographs:

1. Identification: A rheoencephalograph is 
a device used to estimate a patient’s cerebral 
circulation (blood flow in the brain) by elec
trical impedance methods with direct elec
trical connections to the scalp or neck area.

2. Recommended classification: Class III 
(premarket approval). The Panel recom
mends that premarket approval of this 
device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the 
rheoencephalograph be classified into class 
III because satisfactory performance has 
never been demonstrated, and the Panel be
lieves that it is not possible to establish an 
adequate performance standard for this 
device. Although electrical standards would 
be sufficient to control electric shock 
hazard, the device design presents an inher
ent risk of misdiagnosis of cerebral circula
tory status. The device, therefore, should be 
subject to premarket approval to assure 
that manufacturers demonstrate satisfac
tory performance of the device and thus 
assure its safety and effectiveness.

4. Summary of data on which the recom
mendation is based: The Panel members are 
familiar with the literature on this device. 
Some of the panel members have witnessed 
its clinical application. Dr. William Jar- 
zembski, one of the Panel members, pro
vided some detailed information concerning 
his research on this device.

5. Risks to health: a. Erroneous clinical 
conclusions. The device may indicate that 
cerebral circulation is normal, when in fact 
it may be very abnormal.

b. Electrical shock. Excessive current 
could cause injury, and malfunction of the 
device could result in an electrical shock.
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c. Skin reaction. The electrode materials 
and conductive media may irritate the skin.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that rheoencephalographs be clas
sified into class III (premarket approv
al). The Commissioner has reviewed 
the Panel recommendation and has 
obtained additional data and informa
tion describing the application of cra
nial impedance techniques (rheoence- 
phalograph) to measure cranial blood 
flow. Some of the literature states 
that this measurement is feasible but 
has not been sufficiently refined to be 
practical (Refs. 1 through 3). However, 
Hill et al. (Ref. 4) assert that the theo
retical basis for this measurement is 
erroneous and that the pulsatile signal 
obtained from these devices is due to 
an unrelated phenomenon.

The Commissioner believes that the 
device presents a potential unreason
able risk of illness or injury to the pa
tient if practitioners rely upon the in
formation derived from the device to 
diagnose conditions which result in ab
normal cerebral blood flow. The Com
missioner concurs that insufficient in
formation exists to determine that 
general controls are sufficient to pro
vide reasonable assurance of the 
safety and effectiveness of the device, 
and he believes that insufficient infor
mation exists to establish a perform
ance standard that will provide such 
assurance.

R e f er e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (HFC-20), Pood and Drug Ad
ministration, Room 4-65, 5600 Fishers 
Lane, Rockville, Md. 20857, and may 
be viewed by interested persons from 9 
a.m. to 4 p.m., Monday through 
Friday, except on Federal holidays:

(1) Jarzembski, W. B., “Pathological Im
plications of Transcranial Impedence 
Change,” (prepublication draft).

(2) Jarzembski, W. B., “Evaluation of Spe
cific Cerebral Impedance and Cerebral Cur
rent Density,” Annals of New York Academy 
of Science, 170:476-490, 1970.

(3) Geddes, L. A. and H. E. Hoff, “The 
Measurement of Physiologic Events by Elec
trical Impedance,” American Journal of 
Medical Electronics, 3:16-27, 1964.

(4) Hill, R. V. et al., “Electrical Impedance 
Plethysmography: A Critical Analysis,” 
Journal of Applied Physiology, 22:161-68, 
1967.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 9.0 Stat. 540-546 
(21 U.S.C. 360c, 371(a)) and authority 
delegated to him (21 CFR 5.1), the 
Commissioner proposes to amend Part 
882 in Subpart B  by adding new 
§882.1825 as follows:

PROPOSED RULES

§ 882.1825 Rheoencephalograph.
(a ) Identification. A  rheoencephalo

graph is a device used to estimate a pa
tient’s cerebral circulation (blood flow 
in the brain) by electrical impedance 
methods with direct electrical connec
tions to the scalp or neck area.

(b ) Classification. Class III (premar
ket approval).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Room 4-65, 5600 Fish
ers Lane, Rockville, Md. 20857, written 
comments regarding this proposal. 
Four copies of all cornmènts shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[PR Doc. 78-32886 Piled 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1029]

MEDICAL DEVICES

Classification of Physiological Signal 
Amplifiers

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying physiological signal ampli
fiers into class II (performance stand
ards). The FDA is also publishing the 
recommendation of the Neurological 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class 
II is to provide for the future develop
ment of one or more performance 
standards to assure the safety and ef
fectiveness of the device. After consid
ering public comments, FDA will issue 
a final regulation classifying the 
device. These actions are being taken 
under the ̂  Medical Device Amend
ments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

55667

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers’ Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SU PPLEM ENTAR Y INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d er a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the> classification of 
physiological signal amplifiers:

1. Identification: A physiological 'signal 
amplifier is a general purpose device used to 
electrically amplify signals derived from 
various physiological sources (e.g., the elec
troencephalogram).

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the phys
iological signal amplifier be classified into 
class II (performance standards) to assure 
that the device is electrically safe because 
the amplifier makes a low-resistance con
nection with the patient and there is a 
hazard of dangerous electrical shock. The 
Panel believes that general controls will not 
provide sufficient control of the device’s 
characteristics. The Panel believes that a 
standard will provide reasonable assurance 
of the safety and effectiveness of the device 
and that there is sufficient information to 
establish a standard to provide such assur
ance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their expe
rience and their knowledge of these devices.

5. Risks to health: Electrical shock: Leak
age of electric current can produce danger
ous electrical shock.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the physiological signal am
plifier be classified into class II (per
formance standards). The Commis
sioner believes that a performance 
standard is necessary for this device 
because general controls by them
selves are insufficient to control the 
risks to health. A  performance stand
ard would provide reasonable assur
ance of the safety and effectiveness of 
the device. The Commissioner also be
lieves that there is sufficient informa
tion to establish a standard to provide 
reasonable assurance of the safety and 
effectiveness of the device.
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Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a) 52 Stat. 1055, 90 Stat. 540546 
(21 U.S.C. 360c, 371(a)) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1835 as follows:

§ 882.1835 Physiological signal amplifiers.
(a ) Identification. A  physiological 

signal amplifier is a* general purpose 
device used to electrically amplify sig
nals derived from various physiologi
cal sources (e.g., the electroencephalo
gram).

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32887 FBed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1030]

MEDICAL DEVICES

Classification of Physiological Signal 
Conditioners

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulaton 
classifying physiological signal condi
tioners into class II (performance 
standards). The FDA is also publish
ing the recommendation of the Neuro
logical Device Classification Panel 
that the device be classified into class 
II. The effect of classifying a device 
into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are

PROPOSED RULES

being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SU PPLEM ENTAR Y  INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
physiological signal conditioners:

1. Identification: A physiological signal 
conditioner is a device such as an integrator 
or differentiator used to modify physiologi
cal signals for recording or processing.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that this 
device be classified into class II (perform
ance standards) to assure a sufficient degree 
of accuracy for its intended function. Also, 
electrical safety standards are needed to 
prevent excessive leakage current when 
used with other electrical hospital equip
ment. The Panel believes that general con
trols will not provide sufficient control of 
the device characteristics. The Panel be
lieves that a standard will provide reason
able assurance of the safety and effective
ness of the device and that there is suffi
cient information to establish a standard to 
provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their expe
rience and indicate that these hazards are 
widely recognized.

5. Risks to health: a. Electrical shock: Use 
of this device with other hospital equipment 
might result in leakage current and electri
cal shock of the patient.

b. Inaccurate diagnosis. Inadequate accu
racy or distortion of the physiological signal 
could result in false information.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the physiological signal condi
tioner be classified into class II (per

formance standards). The Commis
sioner believes that a performance 
standard is necessary for this device 
because general controls by them
selves are insufficient to control the 
risks to health. A  performance stand
ard would provide reasonable assur
ance of the safety and effectiveness of 
the device. The Commissioner also be
lieves that there is sufficient informa
tion to establish a standard to provide 
reasonable assurance of the safety and 
effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§882.1845 as follows:

§ 882.1845 Physiological signal condition
er.

(a ) Identification. A  physiological 
signal conditioner is a device such as 
an integrator or differentiator used to 
modify physiological signals for re
cording and processing.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment: Received comments may be seen 
in the above office between the hous 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32888 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Port 882]

' [Docket No. 78N-1031]

MEDICAL DEVICES

Classification of Physiological Signal Telemetry 
Systems

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying physiological signal telem
etry systems into class II (perform-
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ance standards). The FD A  is also pub
lishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class n  is to »provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After' considering public comments, 
FDA will issue â  final regulation clas
sifying the device. These actions are 
being taken under .the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d er a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk CHFA-305), Food and 
Drug Administration, Rm. 4-65, :5600 
Fishers Lane, Rockville, M D 20857.
FOR FURTHER INFO R M ATIO N  
CONTACT:

James R. ‘Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department - of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
MD 20910, 301-427-7226.

SUPPLEM ENTARY INFORM ATION: 

P a n e l  R e g o m m e n d a t iq n

A proposal elsewhere in this issue of 
the fed er a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
physiological signal telemetry systems:

1. Identification: A physiological signal te
lemetry system consists of transmitters, re
ceivers, and other components used for re
motely monitoring or measuring physiologi
cal signals by means of radio or telephone 
transmission systems.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
Standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that this 
device be classified into class I I  (perform
ance standards) to ensure that the device 
performs with a sufficient degree of accura
cy. The Panel believes that electrical safety 
Standards are also needed to prevent exces
sive leakage current when the device is used 
with other electrical hospital equipment. 
The Panel believes that general controls 
will not provide sufficient control of the 
device characteristics. The Panel believes 
that a standard will provide reasonable as
surance of the safety and effectiveness of 
the device and that there is sufficient infor
mation to establish a standard to provide 
such assurance.

4. Summary of data on which the recom
mendation is based: The .Panel members 
based their recommendation on their expe

rience with this device and state that users 
are familiar with the identified risks to 
health presented by this device.

5. Risks to health: a. Electrical shock: Use 
of this device with other hospital equipment 
might cause excessive leakage current that 
would be hazardous to the patient.

b. Inaccurate diagnosis, inadequate accu
racy or distortion of the physiological signal 
could result in false information and, there
fore, inaccurate diagnosis.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the physiological signal te
lemetry system be classified into class 
II (performance standards). The Com
missioner believes that a performance 
standard is necessary for this device 
because general controls by them
selves are insufficient to control the 
risks to health. A  performance stand
ard would provide reasonable assur
ance of the safety and effectiveness of 
the device. The Commissioner also be- 

* lieves that there is sufficient informa
tion to establish a standard to provide 
reasonable-assurance of the safety and 
effectiveness Of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act Csecs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and authority 
delegated to him (21 CFR 5.1), the 
Commissioner proposes to amend Part 
882 in Subpart B by adding new 
§ 882.1855 as follows:

§ 882.1855 Physiological signal telemetry 
system.

(a ) Identification: A physiological 
signal telemetry system consists of 
transmitters, receivers, and other com
ponents used for remotely monitoring 
or measuring physiological signals by 
means of radio or telephone transmis
sion systems.

(b ) Classification. Class H  (perform
ance standards).

Interested person® may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets-in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 aim. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78 32889 Filed 11-27-78: 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-10323 

MEDICAL DEVICES

Classification of Evoked Response Electrical 
Stimulators

A G E N C Y : Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 

.public comment a proposed regulation 
classifying evoked response electrical 
stimulators into Class H  (performance 
standards). The FDA is also publish
ing the recommendation of the Neuro
logical Device Classification Panel 
that the device be classified into class 
II. The effect of classifying a device 
into class II  is to provide for the 
future development of one or more 
performance standards to assure the 

\safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29. 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d er a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food antj. 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.
FOR FURTHER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427r7226.

SUPPLEM ENTAR Y INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
evoked response electrical stimulators:

1. Identification: An evoked response elec- 
trial stimulator is a device used to apply an 
electrical stimulus to a patient by means of 
skin electrodes for the purpose of measuring 
the evoked response.

2. ^Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.
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3. Summary of reasons for recommenda
tion: The Panel recommends that this 
device be classified“ into class II (perform
ance standards) because its electrical cur
rent may cause burns to the body if the 
output parameters are not controlled. The 
Panel believes that the device is safe when 
the electrical output is limited according to 
established parameters. The Panel believes 
that performance standards can be estab
lished to control the risks of this device and 
that the provisions of general controls are 
not sufficient to assure its safety and effec
tiveness. The Panel believes that perform
ance standards will provide reasonable as
surance of the safety and effectiveness of 
the device and that there is sufficient infor
mation to establish a standard to provide, 
such assurance.
. 4. Summary of data on which recom
mendation is based: The Panel members 
based jtheir recommendation on their clini
cal experience and judgment. Electrical sti
mulators for evoked response measurements 
have been widely used.

5. Risks to health: a. Local burns. Improp
er electrode surface area or excessive cur
rent can cause burns.

b. Electrical shock. Leakage current can 
produce electrical shock.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the evoked response electrical 
stimulator be classified into class II 
(performance standards). The Com
missioner believes that a performance 
standard is necessary for this device 
because general controls by them
selves are insufficient to control the 
risks to health. A performance stand
ard would provide reasonable assur
ance of the safety and effectiveness of 
the device The Commissioner also be
lieves that there is sufficient informa
tion to establish a standard to provide 
reasonable assurance of the safety and 
effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1870 as follows:

§ 882.1870 Evoked respose electrical sti
mulators.

(a ) Identification. An evoked re
sponse electrical stimulator is a device 
used to apply an electrical stimulus to 
be patient by means of skin electrodes 
for the purpose of measuring the 
evoked response.

(b ) Classification: Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Room 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals

may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32890 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Port 882]

[Docket No. 78N-1033]

MEDICAL DEVICES

Classification of. Evoked Response Mechanical 
Stimulators

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying evoked response mechani
cal stimulators into class II (perform
ance standards). The FD A  is also pub
lishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FD A  will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-43Q), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in  this issue of 
the F ed er a l  R e g is t e r  provides back

ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
evoked response mechanical stimula
tors:

1. Identification: An evoked response me
chanical stimulator is a device used to pro
duce a mechanical stimulus or a series of 
mechanical stimuli for the purpose of meas
uring a patient’s evoked response.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tions: The Panel recommends that this 
device be classified into class II (perform
ance standards) to protect the patient 
against the possibility of electrical shock 
hazard from an external electrical source. 
The Panel believes that general controls 
will not provide sufficient control of the de
vice’s characteristics. The Panel believes 
that a standard will provide reasonable as
surance of the safety and effectiveness of 
the device and that there is sufficient infor
mation to establish a standard to provide 
such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience and scientific knowledge re
garding the problems posed by electrical de
vices.

s 5. Risks to health: Electrical shock: Use of 
this device with other hospital equipment 
might produce “sneak” circuits that could 
result in hazardous leakage current to the 
patient.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the evoked response mechani
cal stimulator be classified into class II 
(performance standards). However, he 
is aware that evoked response averag
ing techniques require the stimulator 
to be synchronized with the recording 
device to permit proper interpretation 
of the evoked response record. The 
Commissioner believes, therefore, that 
the functional characteristics of this 
device are important to its effective
ness and should also be addressed in a 
standard. The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1),

FEDERAL REGISTER, VOL. 43, NO. 229— TUESDAY, NOVEMBER 28, 1978



PROPOSED HULES 55671

the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1880 as follows:

§882.1880 Evoked response mechanical 
stimulator.

(a) Identification. An evoked re
sponse mechanical stimulator is a 
device used to produce a mechanical 
stimiiii or a series of mechanical stim
uli for the purpose of measuring a pa
tient’s evoked response.

(b) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
’ W illtam F. R andolph, 

Acting Associate Commissioner 
for Regulatory Affairs.

[PR Doc. 78-32891 Ftted 11-27-78; 8:45 am]

[4110 -03-M ]

[21 CFR Port 882]

[Docket No. 78N-1034]

M ED IC A L DEVICES

Classification of Evoked Response Photic 
Stimulators

AGENCY: Food and Drug Administra
tion. ,
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying evoked response photic sti
mulators into class II (performance 
standards). The FDA is also publish
ing the recommendation of the Neuro
logical Device Classification Panel 
that the deviee be classified into class 
II. The effect of classifying a device 
into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula

tion based on this proposal become ef
fective 30 days after the date of its 
publication m the F ederal R egister.
ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTHER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-43Q), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D 20910, 301-427-7226.

SU PPLEM ENTAR Y INFORM ATION: 

P anel R ecommendation

A proposal elsewhere in this issue of 
the Federal R egister provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
evoked response photic stimulators:

1. Identification: An evoked response 
photic stimulator is a device used to apply a 
brief light stimulus to a patient’s eye for use 
in evoked response measurements or elec
troencephalogram activation.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the 
evoked response photic stimulator be classi
fied into class II (performance standards) 
because an excessively intensive light source 
may damage the retina, and the possibility 
of flashlamp implosion requires that protec
tion be provided. Also, the Panel believes 
that electrical safety standards are needed 
to eliminate shock hazards, especially when 
the device is used with other electrical 
equipment. The Panel believes that general 
controls will not provide sufficient control 
of the device’s characteristics. The Panel be
lieves that a standard will provide reason
able assurance of the safety and effectivenss 
of the device and that there is sufficient in
formation to establish a standard to provide 
such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their expej 
rience and state that these hazards are 
widely recognized.

5. Risks to health: a. Retinal damage. An 
intense light source could burn the retina.

b. Eye and face injury. Glass from an im
ploding lamp could be projected toward the 
face.

c. Electrical shock. Use of this deviee with 
other hospital equipment might produce 
“sneak” circuits that could result in hazard
ous leakage current to the patient.

P roposed Classification

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the evoked response photic 
stimulator be classified into class U

(performance standards). In addition 
to the hazards cited by the Panel, the 
Commissioner believes that this device 
has performance characteristics which 
should be controlled to insure that it 
performs its intended function. Fail
ure of the device to perform satisfacto
rily can result in erroneous diagnosis 
of various neurological disorders. The 
Commissioner believes that a perform
ance standard is necessary for this 
device because general controls by 
themselves are insufficient to control 
the risks to health. A performance 
standard would provide reasonable as
surance of the safety and effectivenss 
of the device. The Commissioner also 
believs that there is sufficient infor- * 
mation to establish a standard to pro
vide reasonable assurance of the 
safety and effectiveness of the device.

Therefore, under provisions of the 
Federal Food, Drug, and Cosmetic Act 
(secs. 513, 701(a), 52 Stat. 1055, 90 
Stat. 540-546 ( 21 U.S.C. 360c, 371(a))) 
and under authority delegated to him 
(21 CFR 5.1), the Commissioner pro
poses to amend Part 882 in Subpart B 
by adding new § 882.1890 as follows:

§ 882.1890 Evoked -response photic stimu
lator.

(a ) Identification. An evoked re
sponse photic stimulator is a device 
used to apply a brief light stimulus to 
a patient’s eye for use in evoked re
sponse measurements or for electroen
cephalogram (EEG ) activation.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be sefen 
in the above office between the hours 
of 9 a.m. and 4 p,m„ Monday through 
Friday.

Dated: November 15, 1978.
W illiam  F. R andolph, 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32892 Filed 11-27-78; 8:45 anil
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[4110-03-M ]
[21 CFR Part 882]

[Docket No. 78N-1035]

MEDICAL DEVICES

Classification of Evoked Response Auditory 
Stimulators

AGENCY: Pood and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Pood and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying evoked response auditory 
stimulators into class II (performance 
standards). The FD A  is also publish
ing the recommendation of the Neuro
logical Device Classification Panel 
that the device be classified into class 
II. The effect of classifying a device 
into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SU PPLEM ENTAR Y INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
evoked response auditory stimulators:

1. Identification: An evoked response audi
tory stimulator is a device that produces a 
sound stimulus for use during evoked re
sponse measurements or electroencephalo
gram activation.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

PROPOSED RULES

3. Summary of reasons for recommenda
tion: The Pannel recommendations that 
evoked response auditory stimulators be 
classified into class II (performance stand
ards) because the device applies to the ear 
acoustic energy which should be carefully 
limited to prevent hearing loss and other 
injury, and the performance of the device 
should meet standards to ensure that an ac
curate result is obtained. Electric shock haz
ards are present with this device and should 
be controlled by standards. The Panel be
lieves that general controls will not provide 
sufficient control of the device’s characteris
tics. The Panel believes that a standard will 
provide reasonable assurance of the safety 
and effectiveness of the device and that 
there is sufficient information to establish a 
standard to provide such assurance.

4. Summary of data on which the recom
mendation is based: Audiometry and evoked 
response measurements are used clinically 
on a routine basis. The Panel members 
based their recommendation on their clini
cal experience and their knowledge of this 
technique.

5. Risks to health: a. Hearing damage: Ex
cessive sound intensity can injure the ear.

b. Electrical shock: Use of this device with 
other hospital equipment might produce 
“sneak” circuits that could result in hazard
ous leakage current to the patient.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the evoked response auditory 
stimulator be classified into class II 
(performance standards). In addition 
to the risks to health cited by the 
Panel, the Commissioner believes that 
there are risks associated with the fact 
that a failure of this device to perform 
accurately is not necessarily apparent 
to the physician and may result in 
failure to detect hearing loss. The 
Commissioner believes that a perform
ance standard is necessary for this 
device because general controls by 
themselves are insufficient to control 
the risks to health. A  performance 
standard would provide reasonable as
surance of the safety and effectiveness 
of the device. The Commissionr also 
believes that there is sufficient infor
mation to establish a standard to pro
vide reasonable assurance of the 
safety and effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs.' 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1900 as follows:

§ 882.1900 Evoked response auditory sti
mulator.

(a ) Identification. An evoked re
sponse auditory stimulator is a device 
that produces a sound stimulus for use 
in evoked response measurements or 
electroencephalogram activation.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32893 Filed 11-27-78; 8:45 am]

[4110-03-M ]
[21 CFR Part 882]

[Docket No. 78N-1036]

MEDICAL DEVICES

Classification of Ultrasonic Scanner Calibration 
Test Blocks

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying ultrasonic scanner calibra
tion test blocks into class I (general 
controls). The FDA is also publishing 
the recommendation of the Neurologi
cal Device Classification Panel that 
the device be classified into class I. 
The effect of classifying a device into 
class I is to require that the device 
meet only the general controls appli
cable to all devices. After considering 
public comments, FDA will issue a 
final regulation classifying the device. 
These actions are being taken under 
the Medical Device Amendments of 
1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ed e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857.
FOR  FUR TH ER  INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Avenue, Silver Spring, 
Md. 20910, 301-427-7226.
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SUPPLEM ENTARY INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g iste r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of ul
trasonic scanner calibration test 
blocks:

1. Identification: An ultrasonic scanner 
calibration test block is a block of material 
with known properties used to calibrate ul
trasonic scanning devices (e.g., the echoen- 
cephalograph).

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: This device consists of a block of mate
rial of known thickness and composition 
that is used to calibrate ultrasonic scanning 
devices. Because the^device makes no con
tact with the patient, the Panel believes 
that it does not present a risk to the patient 
and, therefore, the Panel recommended 
that it be classified into class I (general con
trols).

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on experience 
with ultrasonic scanning devices.

5. Risks to health: None identified.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the ultrasonic scanner cali
bration test blocks be classified into 
class I (general controls) with no ex
emptions because the Commissioner 
believes that general controls are suf
ficient to provide a reasonable assur
ance of safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§882.1925 as follows:

§ 882.1925 Ultrasonic scanner calibration 
test block.

(a) Identification. An ultrasonic 
scanner calibration test block is a 
block of material with known proper
ties used to calibrate ultrasonic scan
ning devices (e.g., the echoencephalo- 
graph).

(b) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Room- 4-65, 5600 Fish
ers Lane, Rockville, Md. 20857, written 
comments regarding this proposal.

Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32894 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1037]

MEDICAL DEVICES

Classification of Tremor Transducers

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying tremor trnasducers into 
class II (performance standards). The 
FDA is also publishing the" recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect, of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written jcomments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FUR TH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g iste r  provides back

ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
tremor transducers:

1. Identification: A tremor transducer is a 
device used to measure the degree of tremor 
caused by certain diseases.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tions: Tremor transducers are used to quan
tify what would otherwise be a subjective 
estimate. The physiological measurement 
which is performed does not need to be pre
cise. However, because the device is electri
cally powered, the Panel recommends that 
it be classified into class II (performance 
standards) to assure electrical safety. The 
Panel believes that general controls will not 
provide sufficient control of the device’s 
characteristics. The Panel believes that a 
standard will provide reasonable assurance 
of the safety and effectiveness of the device 
and that there is sufficient information to 
establish a standard to provide such assur
ance.

4. Summary of data on which the recom
mendation is based: The Panel members be
lieve that the need to control electrical haz
ards is well known.

5. Risks to health: Electrical shock: Exces
sive leakage current could injure the pa
tient. ♦

P ro po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the tremor transducer be clas
sified into class II (performance stand
ards). The Commissioner believes that 
a performance standard is necessary 
for this device because general con
trols by themselves are insufficient to 
control the risks to health. A  perform
ance standard would provide reason
able assurance of the safety and effec
tiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
791(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a)) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart B by adding new 
§ 882.1950 as follows:

§ 882.1950 Tremor transducer.
(a ) Identification. A  tremor trans

ducer is a device used to measure the 
degree of tremor caused by certain dis
eases.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug
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Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32895 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1038]

MEDICAL DEVICES

Classification of Skull Plate Anvils

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying skull plate anvils into class 
I (general controls). The FDA is also 
publishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a 
device into class I is to require that 
the device meet only the general con
trols applicable to all devices. After 
considering public, comments, FDA  
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal R e g ist e r ."

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration^ Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SU PPLEM ENTAR Y INFORM ATION:

PROPOSED RULES

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g iste r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
skull plate anvils:

1. Identification: A skull plate anvil is a 
device used to form alterable skull plates in 
the proper shape to fit the curvature of a 
patient’s skull.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that the skull 
plate anvil be classified into class I because 
general controls are sufficient to provide 
reasonable assurance of the safety and ef
fectiveness of the device. The device is used 
only as a tool to alter skull plates and does 
not come into contact with the patient. The 
Panel believes that the device is constructed 
with generally acceptable materials and pre
sents no health hazards.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity with this device and the conditions .of 
its use:

5. Risks to health: None identified.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the skull plate anvil be 
classified into class I (general controls) 
with no exemptions because the Com
missioner believes that general con
trols are sufficient to provide reason
able assurance of the safety and effec
tiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act- (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part .882 by adding new Subpart E— 
Neurological Surgical Devices—con
sisting at this time of §882.4030, to 
read as follows:

Subparfs C and D— [Reserved]

Subpart E— Neurological Surgical Devices

§ 882.4030 Skull plate anvil.
(a ) Identification. A  skull plate anvil 

is a device used to form alterable skull 
plates in the proper shape to fit the 
curvature of a patient’s skull.

(b ) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals

may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heating of this docu
ment. Received comments may be seen 
in the above office between the hours 
9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[PR Doc. 78-32896 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1039]

MEDICAL DEVICES

Classification of Ventricular Cannulas

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying ventricular cannulas into 
class I (general controls). The FDA is 
also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class I. The effect of classifying a 
device into class I is to require that 
the device meet only the general con
trols applicable to all devices. After 
considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under thè Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R eg ister .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORMATION.

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification
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Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
ventricular cannulas:

1. Identification: A ventricular cannula is 
a device used to puncture the ventricles of 
the brain for aspiration or for injection This 
device is frequently referred to as a ventric
ular needle.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that the ven
tricular cannula be classified into class I be
cause general controls are sufficient to pro
vide reasonable assurance of the safety and 
effectiveness of the device. The ventricular 
cannula is a simple device that is frequently 
used in the practice of neurosurgery. The 
Panel does not believe that this device re
quires performance standards to control the 
identified risks to health.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity with the device, which is routinely 
used in neurosurgery.

5. Risks to health: (a) Tissue or blood 
vessel damage. Brain tissue or intracranial 
blood vessels may be damaged if the ventric
ular cannula has sharp or uneven edges or 
burrs, (b) Infection. Since the cannula is in
serted into the brain, infection may occur if 
the cannula is not sterile.

. P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the ventricular cannula be 
classified into class I (general controls) 
with no exemptions because the Com
missioner believes that general con
trols are sufficient to provide reason
able assurance of the safety and effec
tiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))f and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4060 as follows:

§ 882.4060 Ventricular cannula.
(a) Identification. A  ventricular can

nula is a device used to puncture the 
ventricles of the brain for aspiration 
or for injection. This device is fre
quently referred to as a ventricular 
needle.

(b) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Room 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in

PROPOSED RULES

brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

{PR Doc. 78-32897 Piled 11-27-78; 8:45 am]

[4 H 0 -0 3 -M ]

[21 CFR Part 882]

[Docket No. 78N-1040]

MEDICAL DEVICES

Classification of Ventricular Catheters

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying ventricular catheters into 
class II (performance standards). The 
FDA is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FD A  will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Avenue, Silver Spring, 
Md. 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation

55675

with respect to the classification of 
ventricular catheters:

1. Identification: A ventricular catheter is 
a device used to gain access to the cavities of 
the brain for injection of material into, or 
removal of material from, the brain.

2. Recommend classification: Class II (per
formance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summay of reasons for recommenda
tion: The Panel recommends that the ven
tricular catheter be classified into class II 
(performance standards) because the Panel 
believes that standards are necessary to con
trol the surface properties of the catheter 
to avoid injury and to insure that the cath
eter can be sterilized. The Panel believes 
that the catheter should be constructed of 
materials that are suitable for chronic (long 
term) implantation because it is often neces
sary for the device to remain in the patient 
for an extended period of time. The Panel 
believes that general controls will not pro
vide sufficient control over these character
istics. The Panel believes that a perform
ance standard will provide reasonable assur
ance of the safety and effectiveness of the 
device and that there is sufficient informa
tion to establish a standard to provide such 
assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity .with the device.

5. Risks to health: (a) Tissue or blood 
vessel damage: Brain tissue or intracranial 
blood vessels may be damaged if the ventric
ular catheter has sharp or uneven edges or 
burrs, (b) Infection: Since the catheter in
serted into the brain, infection may occur if 
the catheter is not sterile.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the ventricular catheter be 
classified into class II (performance 
'standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4100 as follows:

§ 882.4100 Ventricular catheter.
(a ) Identification. A  ventricular 

catheter is a device used to gain access 
to the cavities of the brain for injec
tion of material into, or removal of 
material from, the brain.
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(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), .Food and Drug 
Administration, Room 4-65, 5600 Fish
ers Lane, Rockville, Md. 20857, written 
comments regarding this proposal. 
Pour , copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32898 Filed 11-27-78; 8:45 am]

[4110-Q3-M]

[21 CFR Part 882]

[Docket No. 78N-1041]

MEDICAL DEVICES

Classification of Neurosurgical Chairs

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public eomment a proposed regulation 
classifying neurosurgical chairs into 
class I (general controls). The FD A  is 
also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class I. The effect of classifying a 
device into class I is to require that 
the device meet only the general con
trols applicable to all devices. After 
considering public comments, FDA  
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare,

8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
neurosurgical chairs:

1. Identification: A neurosurgical chair is 
an operating room chair used to position 
and support a patient during neurosurgery.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that the neur
osurgical chair be classified into class I be
cause the device is used only to position and 
support the patient during surgery, and 
therefore general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device. The Panel 
believes that the user can control the possi
ble hazard of chair position instability 
through proper maintenance. The Panel 
does not believe that this device requires a 
performance standard to control the identi
fied risks to health.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience.

5. Risks to health: Chair position instabil
ity: Chair position instability may allow 
sudden movement of the patient during the 
operation.

P r o p o s e ) C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the. neurosurgical chair be 
elassifed into class I (general controls) 
with no exemptions because the Com
missioner believes that general con
trols are sufficient to provide reason
able assurance of the safety and effec
tiveness of the devioe.

Therefore; under the Federal Food, 
Drug, arid Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to "him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4125 as follows:

§ 882.4125 Neurosurgical chair.
(a ) Identification. A  neurosurgical 

chair is an operating room chair used 
to position and support a patient 
during neurosurgery.

(b ) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written

comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be indentified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32899 Füed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1042]

MEDICAL DEVICES

Classification of Scalp Clips

AGENCY: Food and Drug Administra
tion.

ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying scalp clips into class II 
(performance standards). The FDA is 
also publishing the recommendation 
of the Neurological Deriee Classifica
tion Panel that the deriee be classified 
into class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R eg ister .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FUR TH ER  INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORMATION:
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P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g iste r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
scalp clips:

1. Identification: A scalp clip is a plastic or 
metal clip used to stop bleeding during sur
gery on the scalp.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the scalp 
clip be classified into class II (performance 
standards) because performance standards 
are necessary to control the amount of pres
sure applied by the clip to the point of con
tact. These devices are used to clip tempor
ally tissue or blood vessels during surgery of 
the head. The clips are not left in the pa
tient but are removed upon completion of 
the surgery. The Panel believes that general 
controls will not provide sufficient control 
over the amount of pressure applied by the 
clip. The Panel believes that a performance 
standard will provide reasonable assurance 
of the safety and effectiveness of the device 
and that there is sufficient information to 
establish a standard to provide such assur
ance; ,v

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience with these devices.

5. Risks to health: (a) Necrosis of the 
scalp: Injury to the scalp tissue may occur if 
the clip applies excessive pressure at the 
point of contact, (b) Failure of hemostasis: 
The pressure of the clip must be sufficient 
to prevent bleeding in the area applied

P ro po sed  C l a s s if ic a t io n

The commissioner agrees with the 
Panel’s recommendation and is pro
posing that the scalp clip be classified 
into class II (performance standards). 
The Commissioner believes that a per
formance standard is necessary for 
this device because general controls by 
themselves are insufficient to control 
the risks to health. A  performance 
standard would provide reasonable as
surance of the safety and effectiveness 
of the device. The Commissioner also 
believes that there is sufficient infor
mation to establish a standard to pro
vide reasonable assurance of the 
safety and effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 701 
(a), 52 stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371 (a ))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§882.4150 as follows:

PROPOSED RULES

§882.4150 Scalp clip.

(a ) Identification. A  scalp clip is a 
plastic or metal clip used to stop bleed
ing during surgery on the scalp.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32900 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1043)

MEDICAL DEVICES

Classification of Aneurysm Clip Appliers

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying aneurysm clip appliers into 
class II (performance standards). The 
FDA is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.

55677

FOR FURTHER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D 20910, 301-427-7226.

SU PPLEM ENTAR Y INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R eg ister  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of an
eurysm clip appliers:

1. Identification: An aneurysm clip applier 
is a device used by the surgeon for holding 
and applying intracranial aneurysm clips.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a high priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the aneu
rysm clip applier be classified into class II 
(performance standards) because it is a spe
cialized surgical tool that must be very reli
able. Its design may be quite simple, but a 
high degree of precision is needed to mini
mize the risk associated with clipping intra
cranial aneurysms. Although various types 
of this device that are quite satisfactory 
have been marketed, the Panel believes that 
performance standards are needed to ensure 
the degree of reliability, precision, and suit
ability necessary for adequate safety. The 
Panel believes that general controls will not 
provide sufficient control over these charac
teristics. Elsewhere in this issue of the Fed
eral Register, the Panel is recommending 
that aneurysm clips be classified into class 
II and that they be given a high priority for 
development of standards. The Panel also 
recommends that the development of per
formance standards for the aneurysm clip 
applier be given a high priority because of 
the importance of the device to safe aneu
rysm clip surgery. The Panel believes that a 
performance standard will provide reason
able assurance of the safety and effective
ness of the device and that sufficient infor
mation is available to establish a standard 
to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their exten
sive experience with the device, which is fre
quently used in aneurysm surgery.

5. Risks to health: (a) Blood vessel injury: 
If the device has sharp edges, the edges can 
cut a blood vessel. Mechanical action of the 
clip applier can shear a blood vessel, (b) 
Hemorrhage: Failure of the device to prop
erly control the clip can result in a poorly 
applied clip that allows the aneurysm to 
leak, (c) Death: Improper manipulation of 
the clip can result in a rupture of the aneu
rysm, which is likely to be fatal.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro-
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posing that the aneurysm clip applier 
be classified into class II (performance 
standard). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves ^je insufficient 
to control the risks to health. A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4175 as follows:

§ 882.4175 Aneurysm clip applier.
(a ) Identification. An aneurysm clip 

applier is a device used by the surgeon 
for holding and applying intracranial 
aneurysm clips.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32901 Filed 11-27-78; 8:45 am]

[4 1 10 -0 3 -M ]

[21 CFR Part 882]

[Docket No. 78N-1044]

MEDICAL DEVICES

Classification of Clip Forming/Cutting 
Instruments

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying clip forming/cutting instru
ments into class I (general controls).

PRpPOSED RULES

The FDA is also publishing the recom
mendation of the Neurological Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class I is to re
quire that the device meet only the 
general controls applicable to all de
vices. After considering public com
ments, FDA will issue a final regula
tion classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SU PPLEM ENTAR Y  INFORM ATION : 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g iste r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
clip forming/cutting instruments:

1. Identification: A clip forming/cutting 
instrument is a device used by the physician 
to make tissue clips from wire stock.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that the clip 
forming/cutting instrument be classified 
into class I because general controls are suf
ficient to provide reasonable assurance of 
the safety and effectiveness of the device. A 
clip forming/cutting instrument is a simple 
device used to cut pieces of wire in order to 
make tissue clips for use in surgery. The 
Panel believes that the device presents no 
health hazards.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity and clinical experience.

5. Risks to health: None identified.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the clip forming/cutting 
instrument be classified into class I 
(general controls) with no exemptions 
because the Commissioner believes 
that general controls are sufficient to

provide reasonable assurance of the 
safety and effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4190 as follows:

§ 882.4190 Clip forming/cutting instru
ment..

(a ) Identification. A  clip forming/ 
cutting instrument is a device used by 
the physician to make tissue clips 
from wire stock.

(b ) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[PR Doc. 78-32902 Piled 11-27-78; 8:45 am]

[4 1 10 -03 -M ]

[21 CFR Part 882]

[Docket No. 78N-1045]

MEDICAL DEVICES

Classification of Clip Removal Instruments

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying clip removal instruments 
into class I (general controls). The 
FDA is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class I is to re
quire that the device meet only the 
general controls applicable to all de
vices. After considering public com
ments, FDA will issue a final regula
tion classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
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DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FU RT HE R INFORMATION 
CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SUPPLEMENTARY INFORMATION: 
P a n e l  R e c o m m e n d a t i o n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the fallowing recommendation 
with respect to the classification of 
clip removal instruments:

1. Identification: A clip removal instru
ment is a device used to remove surgical 
clips from the patient.

2. Recommended classification: Glass I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that the clip 
removal instrument be classified into class I 
because general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device. The Panel 
believes that this simple device presents no 
health hazards.

4. Summary of data on which the recom
mendation is based: The Panel' members 
based their recommendation on their clini
cal experience.

5. Risks to health: None identified.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the clip removal instru
ment be classified into class I (general 
controls) with no exemptions bécause 
the Commissioner believes that gener
al controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device.
Therefore, under the Federal Food, 

Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4200 as follows:

§ 8 8 2 .4 2 0 0  Clip removal instrument.
(a) Identification. A clip removal in

strument is a device used to remove 
surgical clips from the patient.

PROPOSED RULES

(b ) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32903 Filed 11-27-78; 8:45 am]

[4 1 10-Q 3-M ]

[21 CFR Part 882}

[Docket No. 78N-1046]

MEDICAL DEVICES

Classification of C lip  Racks

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying clip racks into class I (gen
eral controls). The FDA is also pub
lishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a 
device into class I is to require that 
the device meet only the general con
trols applicable to all devices. After 
considering public comments, FDA  
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare,

55679

8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SU PPLEM ENTAR Y INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
clip racks:

1. Identification: A clip rack is a device 
used to hold or store surgical clips during 
surgery.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that the clip 
rack be classified into class I because gener
al controls are sufficient to provide reason
able assurance of the safety and effective
ness of the device. The device is used for 
storing clips and does not come into direct 
contact with the patient.

4. ASummary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience.

5. Risks to health: None identified.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the clip rack be classified 
into class I (general controls) with no 
exemptions because the Commissioner 
believes that general controls are suf
ficient to provide reasonable assurance 
of the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4215 as follows:

§ 882.4215 C lip  rack.

(a ) Identification. A  clip rack is a 
device used to hold or store surgical 
clips during surgery.

(b ) Classification. Class I (general 
controls).

Interested persons may, on or before. 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours
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55680 PROPOSED RULES

of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32904 Filed 11-27-78; 8:45 am]

[4 1 10 -03 -M ]

[21 CFR Part 882 

[Docket No. 78N-1047]

MEDICAL DEVICES

Classification of Cryogenic Surgical Devices

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying cryogenic surgical devices 
into class II (performance standards). 
The FDA is also publishing the recom
mendation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class. II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public co- 
ments, FDA will issue a final regula
tion classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION :

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g iste r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
cryogenic surgical devices:

1. Identification: A cryogenic surgical 
device is a device used to destroy nervous 
tissue or produce lesions in nervous tissue 
by the application of extreme cold to the se
lected site.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Sumary of reasons for recommendation: 
The Panel recommends that cryogenic sur
gical devices be classified into class II (per
formance standards) because the tempera
ture of the device probe must be controlled 
assure satisfactory performance. The Cryo
genic surgical device is used to destroy selec
tively very small parts of the brain or spinal 
cord. The size of the destroyed area is deter
mined by the temperature of the tip of the 
device probe, and the destroyed area must 
be precisely controlled to minimize the risk 
of causing a neurologic deficit or of failing 
to obtain a good therapeutic result. The 
Panel believes that general controls will not 
provide sufficient control over these charac
teristics. The panel believes that a perform
ance standard will provide reasonable assur
ance of the safety and effectiveness of the 
device and that there is sufficient informa
tion to establish a standard to provide such 
assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience with these devices.

5. Risks to health: (a) Inappropriate size 
lesions. Inaccurate control of the tempera
ture can result in a lesion that is either too 
large or too small. A lesion that is too small 
does not produce a good therapeutic result 
and a lesion that is too large may cause a 
neurological deficit, (b) Electrical shock. 
Leakage current from the thermal element 
or from the monitoring element can injure 
the patient.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the cryogenic surgical 
device be classified into class II (per
formance standards). The Commis
sioner believes that a performance 
standard is necessary for this device 
because general controls by them
selves are insufficient to control the 
risks to health. A  performance stand
ard would provide reasonable assur
ance of the safety and effectiveness of 
the device. The Commissioner also be
lieves that there is sufficient informa
tion to establish a standard to provide 
reasonable assurance of the safety and 
effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4250 as follows:

§ 882.4250 Cryogenic surgical device.
(a ) Identification. A  cryogenic surgi

cal device is a device used to destroy 
nervous tissue or produce lesions in

nervous tissue by the application of 
extreme cold to the selected site.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies.of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978 I 
W i l l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32905 Filed 11-27-78; 8:45 am]

[4 1 10 -0 3 -M ]

[21 CFR Part 882]

[Docket No. 78N-1048]

MEDICAL DEVICES

Classification of Dowel Cutting Instruments

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying dowel cutting instruments 
into class I (general controls). The 
FDA is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class I. The effect of 
Classifying a device into class I is to re
quire that the device meet only the 
general controls applicable to all de
vices. After considering public com
ments, FD A  will issue a final regula
tion classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R eg ister .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FUR TH ER  INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food aftd Drug 
Administration, Department of

FEDERAL REGISTER, VOL. 43, NO. 229— TUESDAY, NOVEMBER 28, 1978



PROPOSED RULES 55681

Health, Education, and Welfare*
8757 Georgia Ave., Silver Spring,
M D 20910, 301-427-7226.

SUPPLEM ENTARY INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
dowel cutting instruments:

1. Identification: A dowel cutting instru
ment is a device used to cut dowels of bone 
for bone grafting.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that the dowel 
cutting instrument be classified into class I 
because general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device. The dowel 
cutting instrument'is a very simple device 
that has no inherent hazard.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience with this device.

5. Risks to health: None identified.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the dowel cutting instru
ments be classified into class I (gener
al controls) with no exemptions be
cause the Commissioner believes that 
general controls are sufficient to pro
vide reasonable assurance of the 
safety and effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4375 as follows:

§ 882.4275 Dowel cutting instrument.
(a) Identification. A  dowel cutting 

instrument is a device used to cut 
dowels of bone for bone grafting.

(b) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be indentified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen

in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15,1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[PR Doc. 78-32906 Piled 11-27-78; 8:45 am]

[41 10 -03 -M ]

[21 CFR Part 882]

[Docket No. 78N-1049]

MEDICAL DEVICES

Classification of Manual Drills, Burrs, 
Trephines, and Their Accessories

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying manual drills, burrs, tre
phines, and their accessories into class 
II (performance standards). The FD A  
is also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that these devices be classi
fied into class II. The effect of classi
fying a device into class II  is to provide 
for the future development of one or 
more performance standards to assure 
the safety and effectiveness of the 
device. After considering public com
ments, FD A  will issue a final regula
tion classifying the devices. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FUR TH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave.r, Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFO RM ATIO N :

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F ederal  R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation

with respect to the classification of 
manual drills, burrs, trephines, and ac
cessories:

1. Identification: Manual drills, burrs, tre
phines, and their accessories are manually 
operated bone cutting and drilling instru
ments that are used without a power source.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for these devices be a low priority.

3. Summary of. reasons for recommenda
tion: The Panel recommends that manual 
drills, burrs, trephines, and their accessories 
be classified into class II to require guards 
that will prevent the device tips from plung
ing into the brain. The Panel believes that 
general controls will not provide sufficient 
control over this characteristic. The Panel 
believes that a performance standard will 
provide reasonable assurance of the safety 
and effectiveness of these devices and that 
there is sufficient information to establish a 
standard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity with these devices, which are routine
ly used in neurosurgical procedures.

5. Risks to health: Penetration of brain 
tissue: The device can cause brain injury by 
plunging into the brain after entry through 
the skull.

P r o po se d  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that manual drills, burrs, tre
phines, and accessories be classified 
into class II (performance standards). 
The Commissioner believes that a per
formance standard is necessary for 
these devices because general controls 
by themselves are insufficient to con
trol the risks to health. A  performance 
standard would provide reasonable as
surance of the safety and effectiveness 
of the devices. Thé Commissioner also 
believes that there is sufficient infor
mation to establish a standard to pro
vide reasonable assurance of the 
safety and effectiveness of the devices.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat; 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4300 as follows:

§ 882.4300 Manual drills, burrs, trephines, 
and their accessories.

(a ) Identification. Manual drills, 
burrs, trephines, and their accessories 
are manually operated bone cutting 
and drilling instruments that are used 
without a power source.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written
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comments regarding this proposal. 
Four copies of all -comments shall be 
submitted, except that individuals 
may submit single ¡copies of comments, 
and shall be identified with the Hear
ing Cleric docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[PR Dec. 78-32907 Piled 11-27-78; 8:45 am]

[4T 1 0 -03 -W ]

[21 CFR Port 882]

[Docket No. 78N-1050]

MEDICAL DEVICES

Classification of Powered Compound Drills, 
Burrs, Trephines, and Their Accessories

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying powered compound drills, 
burrs, trephines, and their accessories 
into class II (performance standards). 
The FDA is also publishing the recom
mendation of the Neurological Device 
Classification Panel that these devices 
be classified into class II. The effect of 
classifying a device into class n  is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a final regu: 
lation classfying these devices. These 
actions are being taken under the 
Medical Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposed that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4r65, 5600 
Fishers Lane, Rockville, M D 20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SU PPLEM ENTAR Y INFORM ATION:

PROPOSED RULES

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g iste r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
powered compound drills, burrs, tre
phines, and their accessories:

1. Identification: Powered compound ■ 
drills, burrs, trephines, and their accessories 
are bone cutting and drilling instruments 
that use a power source and employ a clutch 
mechanism to prevent the instrument’s tip 
from plunging into the brain.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for these devices be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that powered 
compound drills, burrs, trephines and their 
accessories he classified into class II (per
formance standards) because standards are 
necessary to control the performance of the 
•clutch used to prevent the device from acci
dentally plunging into the brain. Failure of 
the clutch mechanism could result in brain 
damage if the tip accidentally plunges into 
the brain. The Panel believes that general 
controls will not provide sufficient control 
over this characteristic. The Panel believes 
that a performance standard will provide 
reasonable assurance of the safety and ef
fectiveness of these devices and that there is 
sufficient information to establish a stand
ard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their exten
sive experience with these devices; they are 
widely used and the hazards are well known.
Tj. Risks to health: Penetration' of brain 

tissue: Accidental penetration of brain 
tissue can cause brain injury if the clutch 
fails.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that powered compound drills, 
burrs, trephines, and accessories be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for these devices because general 
controls by themselves are insufficient 
to control the risks to health. A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the devices. The Com
missioner also believes that there is 
sufficient information to establish a 
standard to provide reasonable assur
ance of the safety and effectiveness of 
the devices.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR, 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4305 as follows:

§ 882.4305 Powered compound drills, 
burrs, trephines, and their accessories.

(a ) Identification. Powered com
pound drills, burrs, trephines, and 
their accessories are bone cutting and 
drilling instruments that use a power 
source and employ a clutch mecha
nism to prevent the instrument’s tip 
from plunging into the brain.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32908 Filed 11-27-78; 8:45 am]

[4 1 10 -03 -M ]

[21 CFR Port 882]

[Docket No. 78N-105U 

MEDICAL DEVICES

Classification of Powered Simple Drills, Burrs, 
Trephines, and Their Accessories

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying powered simple drills, 
burrs, trephines, and their accesories 
into class II (performance standards). 
The FDA is also publishing the recom
mendation of the Neurological Device 
Classification Panel that the devices 
be classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the devices. These 
actions are being taken under the 
Medical Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef-
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fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.
FOR FURTHER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
MD 20910, 301-427-7226.

SUPPLEM ENTARY INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
powered simple drills, burrs, trephines, 
and their accessories:

1. Identification: Powered simple drills, 
burrs, trephines, and their accessories are 
bone cutting and drilling instruments used 
with a power source but without a clutch 
mechanism.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for these devices be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that powered 
simple drills, burrs, trephines, and their ac
cessories be classified into class II (perform
ance standards) because standards are nec
essary to assure safe design. The Panel be
lieves that guards are needed to prevent the 
tool cutting tip from accidentally plunging 
into the brain and that general controls will 
not provide sufficient control over this char
acteristic. The Panel believes that a per
formance standard will provide reasonable 
assurance of the safety and effectiveness of 
the devices and that there is sufficient in
formation to establish a standard to provide 
such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their expe
rience with these devices. The devices are 
widely used, and the hazards are well 
known.

5. Risks to health: Penetration of brain 
tissue: The tip of the cutting tool can acci
dentally plunge into the brain tissue caus
ing brain injury if the device lacks guards to 
prevent plunging.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that powered simple drills, 
burrs, trephines, and their accessories 
be classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A  per

formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4310 as follows:

§ 882.4310 Powered simple drills, burrs, 
trephines, and their accessories.

(a ) Identification. Powered simple 
drills, burrs, trephines, and their ac
cessories are bone cutting and drilling 
instruments used with a power source 
but without a clutch mechanism.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments? 
and shall be indentified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

IFR Doc. 78-32909 Filed 11-27-78; 8:45 am]

[4 1 1 0 -0 3 -M ]

[21 CFR Port 882]

(Docket No. 78N-10521 

MEDICAL DEVICES

Classification of Drill Handpieces (Brace)

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regula
tions classifying drill handpiece 
(brace) into class II (performance 
standards). The FDA is also publish
ing the recommendation of the Neuro
logical Device Classification Panel 
that the device be classified into class 
II. The effect of classifying a device 
into class II is to provide for the

future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FD A  will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FUR TH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A  Proposal elsewhere in this issue of 
the F ederal  R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
drill handpieces (brace):

1. Identification: A drill handpiece (brace) 
is a hand holder, which is used without a 
power source, for drills, burrs, trephines, or 
other cutting tools.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that drill 
handpieces (brace) be classified into class II 
(performance standards) because a standard 
is needed that requires the device to have a 
guard that prevents the tip of the drill from 
being accidentally plunged into the brain. 
The Panel believes that general controls 
will not provide sufficient control over this 
characteristic. The Panel believes that a 
performance standard will provide reason
able assurance of the safety and effective
ness of the device and that there is suffi
cient information to establish a standard to 
provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their expe
rience with the drill handpiece. These are 
common surgical tools that have been used 
by neurosurgeons for many years.

5. Risks to health: Penetration of brain 
tissue: The drill tip can accidentally plunge 
into the brain causing brain injury.

P r o po se d  C l a s s if ic a t io n

The Commissioner ageees with the 
Panel’s recommendation and is pro-
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posing that the drill handpiece (brace) 
be classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 C FR  5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4325 as follows:

§ 882.4325 Drill handpiece (brace).
(a) Identification. A  drill handpiece 

(brace) is a hand holder, which is used 
without a power source, for drills, 
burrs, trephines, or other cutting 
tools.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32910 Filed 11-27-78; 8:45 am]

[4110-03-M]

[21 CFR Part 882]

[Docket No. 78N-1053]

M ED IC A L DEVICES

Classiftcatton o f Electric Drill Motors

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regula
tions classifying electric drill motors 
into class II (performance standards).

The FD A  is also publishing the recom
mendation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments o f 1976.
DATED: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ed er a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm 4-65, 5600 
Fishers Lane, Rockville, Md. 20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring, Md
20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recbmmendation 
with respect to the classification of 
electric drill motors:

1. Identification: An electric drill motor is 
an electrically operated power source used 
with removable rotating surgical cutting 
tools or drill bits.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that electric 
drill motors be classified into class II (per
formance standards) because performance 
standards are necessary to prevent excessive 
current leakage and electrical shock haz
ards. The Panel believes that general con
trols will not provide sufficient control over 
these characteristics. The Panel believes 
that a performance standard will provide 
reasonable assurance of the safety and ef
fectiveness of the device and that there is 
sufficient information to establish a stand
ard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their expe
rience with the device. These devices have 
been used for many years and are very fa
miliar to the Panel members.

5. Risks to health: (a) Electrical shock: 
The patient or the physician may receive an 
electrical shock from the device, (b) patient

injury: If the device is unwieldy, poorly bal
anced, or too heavy, the physician may be 
unable to control it, and the patient may be 
injured.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that electric drill motors be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish, a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
791(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposed to amend 
Part 882 in Subpart E by adding new 
§ 882.4360 as follows:

§ 882.4360 Electric drill motor.

(a ) Identification. An electric drill 
motor is an electrically operated 
power source used with removable ro
tating surgical cutting tools or drill 
bits.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
Janurary 29, 1979, submit to the Hear
ing Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, Md 20857, written 
comments regarding this proposal. 
Four' copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.

- W il l ia m  F. R a n d o l p h , 
Acting Associate Commissioner 

for Regulatory Affairs. 
[FR Doc. 78-32911 Filed 11-27-78; 8:45 ami
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[4110-03-M]

[21 CFR Port 882]

[Docket No. 78N-1054]

M ED tCA L DEVICES

Classification of Pneumatic Drill M otors

AGENCY: Pood and Drug Administra
tion.
ACTION: Proposed Rule.
SUMMARY: The Pood and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying pneumatic drill motors into 
class II (performance standards). The 
FDA is also publishing the recommen
dation of the Neurological Device 
Classification Panel that these device 
be classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the devices. These 
actions are being taken under the 
Medical Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after th§ date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTHER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
MD 20910, 301-427-7226.

SUPPLEMENTARY INFORM ATION:

exhausting the gas used to power the device 
and the method of pressure regulation used 
with the device should be controlled to 
assure safety. The Panel believes that gen
eral controls will not provide sufficient con
trol over these characteristics. The Panel 
believes that a performance standard will 
provide reasonable assurance of the safety 
and effectiveness of the device and that 
there is sufficient information to establish a 
standard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity with these device. These devices are

v routinely used and have been in use for 
many years.

5. Risks to health: (a) Air emboli: The gas 
which is exhausted from the drill motor 
may cause emboli if directed toward the 
wound site: (b) Infection and contamina
tion: The exhaust gas may carry contami
nants into the wound site, (c) Patient 
injury: The device may explode, and the pa
tient may be injured if the pressure regula
tion fails.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that pneumatic drill motors be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A  per
formance standard would provide rea
sonable assurance of the sâfety and ef
fectiveness of the devices. The Com
missioner also believes that there is 
sufficient information to establish a 
standard to provide reasonable assur
ance of the safety and effectiveness of 
the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4370 as follows: .

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ed er a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
pneumatic drill motors:

1. Identification: A pneumatic drill motor 
is a pneumatically operated power source 
used with removable rotating surgical cut
ting tools or drill bits.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for these devices be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that pneumat
ic drill motors be classified into class II (per
formance standard) because the method of

§ 882.4370 Pneumatic drill motor.
(a ) Identification. A  pneumatic drill 

motor is a pneumatically operated 
power source used with removable ro
tating surgical cutting tools or drill 
bits.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk doeket number found in 
brackets in the heading of this docu
ment. Received comments may be seen

in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32912 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1055]

M E D IC A L  DEVICES

Classification of Radiofrequency Lesion 
Generators

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying radiofrequency lesion gen
erators into class II (performance 
standards). The FD A  is also publish
ing the recommendation of the Neuro
logical Device Classification Panel 
that the device be classified into class 
II. The effect of classifying a device 
into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation
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with respect to the classification of ra
diofrequency lesion generators:

1. Identification: A radiofrequency lesion 
generator is a device used to produce lesions 
in the nervous system or other tissue by the 
direct application of radiofrequency cur
rents to selected sites.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a high priority.

3. Summary of reasons for recommenda
tion: The Panel recommerids that the radio
frequency lesion generator be classified into 
class II (performance standards) because 
the electrical characteristics of the lesion 
generator must be controlled to assure satis
factory performance. The radiofrequency 
lesion generator is used to selectively de
stroy very small parts of the brain, spinal 
cord, or other tissue. The size of the de
stroyed area must be precisely controlled to 
minimize the risk of causing a neurological 
deficit or of failing to obtain a good thera
peutic result. The Panel believes that gener
al controls will not provide sufficient con
trols over these characteristics. The Panel 
believes that a performance standard will 
provide reasonable assurance of the safety 
and effectiveness of the device and that 
there is sufficient information to establish a 
standard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience using these devices.

5. Risks to health: (a) Excessive destruc
tion of normal tissue. Inaccurate or unreli
able control of the lesioning current can 
produce an excessively large lesion that may 
produce a neurological deficit in the patient.
(b) Failure to produce, lesions of appropriate 
size. Inaccurate or unreliable control of the 
lesioning current can result in a lesion that 
is too small to produce a therapeutic result.
(c) Electrical shock. Excessive leakage cur
rent can injure the patient, (d) Bums. Im
proper design of the return (inactive) elec
trode can cause bums.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the radiofrequency lesion 
generator be classified into class II 
(performance standards). The Com
missioner believes that a performance 
standard is necessary for this device 
because general controls by them
selves are insufficient to control the 
risks to health. A  performance stand
ard would provide reasonable assur
ance of the safety and effectiveness of 
the device. The Commissioner also be
lieves that there is sufficient informa
tion to establish a standard to provide 
reasonable assurance of the safety and 
effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4400 as follows:

PROPOSED RULES

§ 882.4400 Radiofrequency lesion gener
ator.

(a ) Identification. A  radiofrequency 
lesion generator is a device used to 
produce lesions in the nervous system 
or other tissue by the direct applica
tion of radiofrequency currents to se
lected sites.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above <5ffice between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32913 Fifed 11-27-78; 8:45 am]

[4110-03-M]

[21 CFR Part 882]

[Docket No. 78N-1057]

M E D IC A L  DEVICES

Classification o f Neurosurgical Headrests

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying neurosurgical headrests 
into class I (general controls). The 
FD A  is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class I is to re
quire that the device meet only the 
general controls applicable to all de
vices. After considering public com
ments, FDA will issue a final regula
tion classifying the device. These ac
tions are being taken under the Medi-' 
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and

Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FURTH ER  INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SU PPLEM ENTAR Y INFORMATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ed e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
neurosurgical headrests:

1. Identification: A neurosurgical headrest, 
is a device used to support the patient’ŝ 
head during a surgical procedure.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that the neur
osurgical headrest be classified into class I 
because general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device because of 
the simplicity’’of the device design. The 
Panel believes that performance standards 
are not necessary for the neurosurgical 
headrest because the user can control the 
risks to health identified for this device by 
carefully positioning the patient’s head.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their expe
rience with this device.

5. Risks to health: Eye or ear damage. If 
the physician improperly positions the 
neurosurgical headrest, it may place exces
sive pressure on the patient’s eye or ear.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the neurosurgical headrest 
be classified into class I (general con
trols) with no exemptions because the 
Commissioner believes that general 
controls are sufficient to provide rea
sonable assurance of the safety and ef
fectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4440 as follows:

§ 882.4440 Neurosurgical headrest.
(a ) Identification. A  neurosurgical 

headrest is a device used to support 
the patient’s head during a surgical 
procedure.
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(b) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA--305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978,
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32914 Filed 11-27-78; 8:45 am]

[4TT0-03-M]
[21 CFR Part 882J 

[Docket No. 78N-10581 

M ED IC A L DEVICES

Classification of Neurosurgical H ead Holder 
(Skull C la m p )

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying the neurosurgical head 
holder (skull clamp) into class II (per
formance standards). The FDA is also 
publishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards' to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical

Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D 20910, 301-427-7226.

SU PPLEM ENTAR Y  INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
the neurosurgical head holder (skull 
clamp):

1. Identification: A neurosurgical head 
holder (skull clamp) is a device used to 
clamp the patient’s skull to hold the head 
and neck in a particular position during sur
gical procedures.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the neur
osurgical head holder (skull clamp) be clas
sified into class II (performance standards) 
to prevent penetration of the skull clamp 
points into the brain.. The Panel believes 
that performance standards are necessary 
to ensure that the locking mechanism is 
suitable and to ensure that corrosion resis
tant materials are used. The Panel believes 
that general controls will not provide suffi
cient control over these characteristics. The 
Panel believes that a performance standard 
will provide reasonable assurance of the 
safety and effectiveness of the device and 
that there is sufficient information to estab
lish a standard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience.

5. Risks to health: Patient injury. Exces
sive spring pressure or improper skull clamp 
pin design may allow penetration of the pin 
points into the brain. Premature release of 
pins may result in a sudden movement of 
the patient’s head.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the neurosurgical head 
holder (skull clamp) be classified into 
class II (performance standards). The 
Commissioner believes that a perform
ance standard is necessary. for this 
device because general controls by 
themselves are insufficient to control 
the risks to health. A  performance 
standard would provide reasonable as
surance of the safety and effectiveness 
of the device. The Commissioner also 
believes that there is sufficient infor
mation to establish a standard to pro
vide reasonable assurance of the 
safety and effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat., 1055, 90 Stat. 540-546

(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart, E by adding new 
§ 882.4460 as follows:

§ 882.4460 Neurosurgical head holder 
(skull clamp).

(a ) Identification. A  neurosurgical 
head holder (skull clamp) is a device 
used to clamp the patient’s skull to 
hold the head and neck in a particular 
position during surgical procedures.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32915 Filed 11-27-78; 8:45 am]

[4110-03-M]

[21 CFR PaH  882]

[Docket No.. 78N-I059]

M ED IC A L DEVICES

Classification of C ra nioplasty M aterial Forming 
Instruments

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying cranioplasty material form
ing instruments into class I (general 
controls). The FD A  is also publishing 
the recommendation of the Neurologi
cal Device Classification Panel that 
the device be classified into class I. 
The effect of classifying a device into 
class I is to require that the device 
meet only the general controls appli
cable to all devices. After considering 
public comments, FD A  will issue a 
final regulation classifying the device. 
These actions are being taken under 
the Medical Device Amendments of 
1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula-
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tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d er a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.

FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Gerogia Ave., Silver Spring,
M D  20910, 301-427-7226.

SU PPLEM ENTAR Y INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and PD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
cranioplasty material forming instru
ments:

1. Identification: Cranioplasty material 
forming instruments are rollers used in the 
preparation and forming of cranioplasty 
(skull repair) materials.

2. Recommended classification: Class I 
(general .controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that the crani- 
plasty material forming instrument be clas
sified into class I because general controls 
are sufficient to provide reasonable assur
ance of safety and effectiveness of the 
device. The device is a simple roller that 
does not come into direct contact with the 
patient.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity with this device and its use.

5. Risks to health: None identified.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the cranioplasty material 
forming instrument be classified into 
class I (general controls) with no ex
emptions because the Commissioner 
believes that general controls are suf
ficient to provide reasonable assurance 
of the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(aU) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4500 as follows:

PROPOSED RULES

§ 882.4500 Cranioplasty material forming 
instrument.

(a ) Identification. Cranioplasty ma
terial forming instruments are rollers 
used in the preparation and forming 
of cranioplasty (skull repair) materi
als.

(b ) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm, 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit copies of comments, and 
shall be identified with the Hearing 
Clerk docket number found in brack
ets in the heading of this document. 
Received comments may be. seen in 
the above office between the hours of 
9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32916 Filed 11-27-78; 8:45 am]

[4110-03-M ]
[21 CFR Port 882]

[Docket No, 78N-1061]

M E D IC A L  DEVICES

Classification o f Microsurgi<ftil Instruments

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying microsurgical instruments 
into class I (general controls). The 
FD A  is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class I is to re
quire that the device meet only the 
general controls applicable to all de
vices. After considering public com
ments, FDA will issue a final regula
tion classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.

FOR  FURTH ER  INFORM ATION  
CONTACT:

James-R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R eg ister  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Glassification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of mi
crosurgical instruments:
■ 1. Identification: A microsurgical instru
ment is a nonpowered surgical instrument 
used in neurological microsurgery proce
dures.

2. Recommended classification: Class I 
(general controls), The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that microsur
gical instruments be classified into class I 
because general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the devices. The Panel 
believes that the hazards associated with 
these devices depend primarily upon the 
skill of the user.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on the fact 
that these devices are common surgical in
struments which have been in use for many 
years.

5. Risks to health: None identified.

P r o po se d  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that microsurgical instruments 
be classified into class I (general con
trols) with no exemptions because the 
Commissioner believes that general 
controls are sufficient to provide rea
sonable assurance of the safety and ef
fectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.45.25 as follows:

§ 882.4525 Microsurgical instrument.
(a ) Identification. A  microsurgical 

instrument is a nonpowered surgical 
instrument used in neurological micro
surgery procedures.

(b ) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), and Drug Ad-
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ministration, Rm 4-65, 5600 Fishers 
Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office betwèen the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32917 Filed 11-27-78; 8:45 am]

[4110-03-M]

[21 CFR Part 882]

[Docket No. 78N-10623 

M ED IC A L DEVICES

Classification of N o npo w ered Neurosurgical 
Instruments

AGENCY: Food and Drug Administra
tion. ,
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying nonpowered neurosurgical 
instruments into class I (general con
trols). The FDA is also publishing the 
recommendation of the Neurological 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class 
I is to require that the device meet 
only the general controls applicable to 
all devices. After considering public 
comments, FDA will issue a fihal regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposed become ef
fective 30 days after the date of its 
publication in the F ed er a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.
FOR FURTH ER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
MD 20910, 301-427-7226.

SUPPLEM ENTARY INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ed e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
nonpowered neurosurgical instuments:

1. Identification: A nonpowered neurosur
gical instrument is a hand instrument or an 
accessory to a hand instrument used in 
neurosurgical procedures to cut, hold, or 
manipulate tissue. It includes specialized 
chisels, osteotomes, curettes, dissectors, ele
vators, forceps, gouges, hooks surgical 
knives, rasps, scissors, separators, spatulas, 
spoons, blades, blade holders, blade break
ers, probes, etc.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that
nonpowered surgical instruments be classi
fied into class I because general controls are 
sufficient to provide reasonable assurance 
of the safety and effectiveness of these 
simple devices.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on the fact 
that these devices are common surgical in
struments which have been in routine use 
for many years.

5. Risks to health: None identified.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the nonpowered neurosur
gical instrument be classified into class 
I (general controls) with no exemp
tions because the Commissioner be
lieves that general controls are suffi
cient to provide reasonable assurance 
of the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4535 as follows:

§ 882.4535 Nonpowered neurosurgical in
struments.

(a ) Identification. A  nonpowered 
neurosurgical instrument is a hand in
strument or an accessory to a hand in
strument used during neurosurgical 
procedures to cut, hold, or manipulate 
tissue. It includes specialized chisels, 
osteotomes, curettes, dissectors, eleva
tors, forceps, gouges, hooks, surgical 
knives, rasps, scissors, separators, spat
ulas, spoons, blades, blade holders, 
blade breakers, probes, etc.

(b ) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29. 1979, submit to the Hear

ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be see 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32918 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR P A R T 882]

[Docket No. 78N-1063]

M E D IC A L  DEVICES

Classification o f Shunt System  Im plantation 
Instruments

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying shunt system implantation 
instruments into class I (general con
trols). The FDA is also publishing the 
recommendation of the Neurological 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class 
I is to require that the device meet 
only the general controls applicable to 
all devices. After considering public 
comments, FD A  will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FUR TH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D  20910, 301-427-7226.

SU PPLEM EN TAR Y  INFORM ATION:
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P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
•the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
shunt system implantation instru
ments:

1'. Identification: A shunt system implan
tation instrument is an instrument used in 
the implantation of cerebrospinal fluid 
shunts, and includes tunneling instruments 
for passing shunt components under the 
skin.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that shunt 
system implantation instruments be classi
fied into class I because general controls are 
sufficient to provide reasonable assurance 
of their safety and effectiveness. Although 
this device has a special purpose, it is a 
simple hand instrument that has no inher
ent hazards associated with it.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their own 
surgical experience.

5. Risks to health: None identified.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that shunt system implantation 
instruments be classified into class I 
(general controls) with no exemptions 
because the Commissioner believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C.. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4545 as follows:

§ 882.4545 Shunt system implantation in
strument.

(a ) Identification. A shunt system 
implantation instrument is an instru
ment used in the implantation of cere
brospinal fluid shunts, and includes 
tunneling instruments for passing 
shunt components under the skin.

(b ) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the „Hear

ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32919 Filed 11-27-78; 8:45 am]

[4110-03-M]
[21 CFR Part 882]

[Docket No. 78N-1064]

M ED IC A L DEVICES

Classification of Stereotaxic Instruments

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying stereotaxic instruments 
into class II (performance standards). 
The FDA is also publishing the recom
mendation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Springs, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ed e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee,

made the following recommendation 
with respect to the classification of 
stereotaxic instruments:

1. Identification: A stereotaxic instrument 
is a device consisting of a rigid frame with a 
calibrated guide mechanism for precisely 
positioning probes or other devices within a 
patient’s brain, spinal cord, or other part of 
the nervous system.

2. Recommended classification: Class II 
(performance standards).'The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that stereo
taxic instruments be classified into class II 
(performance standards) because of the im
portance of ensuring the rigidity, precision, 
and accuracy of this instrument. In addi
tion, the patient may be injured if the probe 
is not precisely positioned or if the instru
ment is not stable. The Panel believes that 
general controls will not provide sufficient 
control over these characteristics. The 
Panel believes that a performance standard 
will provide reasonable assurance of the 
safety and effectiveness of the device and 
that there is sufficient information to estab
lish a standard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their expe
rience with this device, which has been used 
by neurosurgeons for many years.

5. Risks to health: Tissue damage. Im
proper calibration of the device could result 
in surgical error and damage to brain tis
sues. Instability of the device or its base or 
inadequate rigidity could result in tissue 
damage if the device is moved suddenly or 
becomes miscalibrated. If the device does 
not hold the skull properly in place, the 
head cbuld move and tissue damage from 
miscalibration could result.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
panel recommendation and is propos
ing that the stereotaxic instrument be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is necesff 
sary ' for this device because general 
controls by themselves are insufficient 
to control the risks to health. A per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (Secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4560 as follows:

§ 882.4560 Stereotaxic instrument.
(a ) Identification. A  stereotaxic in

strument is a device consisting of a 
rigid frame with a calibrated guide 
mechanism for precisely positioning
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probes or other devices within a pa
tient’s brain, spinal cord, or other part 
of the nervous system.

(b) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305) Food and Drug 
Administration, Em. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  F . R a n d o l p h  

Acting Associate Commissioner for 
Regulatory Affairs. 

[PR Doc. 78-32920 Piled 11-27-78; 8:45 am]

[4110-03-M]

[21 CFR Part 882]

[Docket No. 78N-1065]

MEDICAL DEVICES

Classification of Leukotomes

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying leukotomes into class I 
(general controls). The FDA is also 
publishing the recommendation of the 
Neurological Device Classification 
Panel that the device be^classified into 
class I. The effect of "“classifying a 
device into class I is to require that 
the device meet only the general con
trols applicable to all devices. After 
considering public comments, FDA  
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical

PROPOSED RULES

Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F ederal  R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
leukotomes:

1. Identification: A leukotome is a device 
used to cut sections out of the brain.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that the leuko
tome be classified into class I because gener
al controls are sufficient to provide reason
able assurance of safety and effectiveness of 
the device.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience and judgment.

5. Risks to health: None identified.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the leukotome be classi
fied into class I (general controls) with 
no exemptions because the Commis
sioner believes that these controls are 
sufficient to provide reasonable assur
ance of the safety and effectiveness of 
the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4600 as follows:

§ 882.4600 Leukotome.
(a ) Identification. A  leukotome is a 

device used to cut sections out of the 
brain.

(b ) Recommended classification. 
Class I (general controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours

55691

of 9 a.m. and 4 p.m„ Monday through 
Friday.

Dated: November 15,1978.
W i l l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32921 Piled 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Port 882]

[Docket No. 78N-1066]

MEDICAL DEVICES

Classification of Neurosurgicol Suture Needles

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying neurosurgical suture nee
dles into class I (general controls). The 
FD A  is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class I is to re
quire that the device meet only the 
general controls applicable to all de
vices. After considering public com
ments, FDA will issue a final regula
tion classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
neurosurgical suture needles:

1. Identification: A neurosurgical suture 
needle is a needle used in suturing during
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neurosurgical procedures or in the repair of 
nervous tissue.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no 'exemptions.

3. Summary of reasons for recommenda
tion: the Panel recommends that neurosur
gical suture needles be classified into class I 
because general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device. This device 
is a very simple device, and the materials 
which have been used in the needles have 
all been generally acceptable.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on the fact 
that this device is essentially equivalent to 
other suture needles that have been used 
for many years. The neurosurgeon members 
have had extensive experience with such 
suture needles.

5. Risks to health: None identified.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the neurosurgical suture 
needle be classified into class I (gener
al controls) with no exemptions be
cause the Commissioner believes that 
general controls are sufficient to pro
vide reasonable assurance of the 
safety and effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
vthe Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4650 as follows:

§ 882.4650 Neurosurgical suture needle.
(a ) Identification. A  neurosurgical 

suture needle is a needle used in sutur
ing during neurosurgical procedures or 
in the repair of nervous tissue.

(b) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[PR Doc. 78-32922 Piled 11-27-78; 8:45 am]

[4 1 10-03-M ]

[21 CFR Part 882]

[Docket No. 78N-10873

MEDICAL DEVICES

Classification of Cottonoid Paddies

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying cottonoid paddies into class 
II (performance standards). The FDA  
is also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class H. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments, by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
. Devices (HFK-430), Food and Drug 

Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
cottonoid paddies:

1. Identification: A cottonoid paddie is a 
cotton pad used during surgery to protect 
nervous tissue, absorb fluids, or stop bleed
ing.
' 2. Recommended classification: Class II 

(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that cottonoid 
paddies be classified into class II (perform
ance standards) because the device may

fragment and leave bits of cotton or fiber 
within the surgical wound and the Panel be
lieves that performance standards are 
needed to control this hazard. The Panel 
also believes that cottonoid paddies should 
have radiopaque markers and suture tails in 
case the device is accidentally left within 
the patient. The Panel believes that general 
controls will not provide sufficient control 
over these characteristics. The Panel be
lieves that a standard will provide reason
able assurance of the safety and effective
ness of the device and that there is suffi
cient information to establish a standard to 
provide such assurance.

4. Summary of data on which the recom
mendation is based: The panel members 
based their recommendation on their famil
iarity and experience with this device, 
which is used frequently in neurosurgery. 
One of the Panel members stated that he 
has seen pieces of fiber from these devices 
in tissue specimens taken from patients.

5. Risks to health: (a) Foreign body mate
rials in the patient. Fragmentation of the 
device, leaving fibers or fragments 6f cotton 
in the patient, may result in a foreign body 
reaction, (b) Tissue reaction. Scarring or 
other adverse tissue reactions may result if 
the material remains in the body or is toxic.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the cottonoid paddie be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 36jQc, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4700 as follows:

§ 882.4700 Cottonoid paddies.
(a ) Identification. A  cottonoid 

paddie is a cotton pad used during sur
gery to protect nervous tissue, absorb 
fluids, or stop bleeding.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in
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brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32923 Filed 11-27-78; 8:45 am]

[4110-03-M]

[21 CFR Part 882]

[Docket No. 78N-10681 

MEDICAL DEVICES

Classification of Radiofrequency Lesion Probes

AGENCY: Food and-Drug Administra
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying radiofrequency lesion 
probes into class II (performance 
standards). The FDA is also publish
ing the recommendation of the Neuro
logical Device Classification Panel 
that the device be classified into class 
II. The effect of classifying a device 
into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTHER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
MD 20910, 301-427-7226.

SUPPLEM ENTARY INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee,

made the following recommendation 
with respect to the classification of ra
diofrequency lesion probes:

1. Identification: A radiofrequency lesion 
probe is a device that is connected to a ra
diofrequency (RF) lesjon generator to deliv
er the RF energy to the site within the ner
vous system where a lesion is desired.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a high priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that this 
device be classified into class II (perform
ance standards) to provide for a perform
ance standard that minimizes the amount of 
coincidental destruction by the device of 
normal tissue. The Panel believes that gen
eral controls will not provide sufficient con
trol over this characteristic. The Panel be
lieves that a performance standard will pro
vide reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a stand
ard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience with these devices.

5. Risks to health: Excessive destruction 
of normal tissue. A probe that does not have 
the correct dimensions may cause unneces
sary destruction of nervous tissue.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the radiofrequency lesion 
probe be classified into class II (per
formance standards). The Commis
sioner believes that a performance 
standard is necessary for this device 
because general controls by them
selves are insufficient to control the 
risks to health. A  performance stand
ard would provide reasonable assur
ance of the safety and effectiveness of 
the device. The Commissioner also be
lieves that there is sufficient informa
tion to establish a standard to provide 
reasonable assurance of the safety and 
effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4725 as follows:

§ 882.4725 Radiofrequency lesion probe.
(a ) Identification. A  radiofrequency 

lesion probe is a device connected to a 
radiofrequency (R F ) lesion generator 
to deliver the R F energy to the site 
within the nervous system where a 
lesion is desired.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written

comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32924 Filed 11-27-78; 8:45 ami

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-10691

MEDICAL DEVICES

Classification of Skull Punches

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying skull punches into class I 
(general controls). The FD A  is also 
publishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a 
device into class I is to require that 
the device meet only the general con
trols applicable to all devices. After 
considering public comments, FDA  
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION :

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R eg ister  provides back-
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ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
skull punches:

1. Identification: A skull punch is a device 
used to punch holes through a patients 
skull to allow fixation of cranioplasty plates 
or bone flaps by wire or other means.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that the skull 
punch be classified into class I because gen
eral controls are sufficient to provide rea
sonable assurance of the safety and effec
tiveness of the device.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity with this device and their knowledge 
of its design and the conditions of its use.

5. Risks to health: None identified.

P ro po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the skull punch be classi
fied into class I (general controls) with 
no exemptions because the Commis
sioner believes that general controls 
are sufficient to provide reasonable as
surance of the safety and effectiveness 
of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4750 as follows:

§ 882.4750 Skull punch.

(a ) Identification. A  skull punch is a 
device used to punch holes through a 
patient’s skull to allow fixation of 
cranioplasty plates or bone flaps by 
wire or other means.

(b ) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32925 Filed 11-27-78; 8:45 am]

[4 n <W )3 -M ]

[21 CFR Part 882]

[Docket No. 78N-1070]

MEDICAL DEVICES

Classification of Self-Retaining Retractors

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying self-retaining retractors 
into class II (performance standards). 
The FD A  is also publishing the recom
mendation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FD A  will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FUR TH ER  IN FO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFO RM ATIO N :

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
self-retaining retractors:

1. Identification: A self-retaining retractor 
is a self-locking device used to hold the 
edges of a wound open during neurosurgery.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that this 
device be classified into class II (perform
ance standards) to protect against injuring 
the patient by sudden movement because of 
failure of the device’s locking mechanism. 
The Panel believes that general controls 
will not provide sufficient control over this 
characteristic. The Panel believes that a 
standard will provide reasonable assurance 
of the safety and effectiveness of the device 
and that there is sufficient information to 
establish a standard to provide such assur
ance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience with this device, which is 
routinely used in neurosurgery.

5. Risks to health: Patient injury. Serious 
injury could result if the locking mechanism 
fails, allowing the retractor to collapse sud
denly thereby disrupting the surgery.

P r o po se d  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the self-retaining retractor 
be classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 ip Subpart E by adding new 
§ 882.4800 as follows:

§ 882.4800 Self-retaining retractor.
(a ) Identification. A  self-retaining 

retractor a is self-locking device used 
to hold the edges of a wound open 
during neurosurgery.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours
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of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  F . R a n d o l p h , 

Acting Associate Commissioner, 
for Regulatory Affairs. 

[FR Doc. 78-32926 Filed 11-27-78; 8:45 am]

[4110-03-M]

[21 CFR PART 882]

[Docket No. 78N-1071]

MEDICAL DEVICES

Classification of Manual Rongeurs

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comments a proposed regula
tion classifying manual rongeurs into 
class II (performance standards). The 
FDA is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering publie 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken’under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTHER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
MD 20910, 301-427-7226.

SUPPLEM ENTARY INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal R e g iste r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
manual rongeurs:

1. Identification: A manual rongeur is a 
manually operated instrument used for cut
ting or biting bone during surgery involving 
the skull or spinal column.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the 
manual rongeur be classified into class II 
(performance standards) because of the 
need to control the variability in design and 
the high incidence of breakage of the ron
geur jaws. Rongeurs that are represented to 
be of a particular design frequently vary 
considerably from the purported design and, 
in fact, may vary from year to year. The 
Panel believes that performance standards 
are needed to ensure that the thickness of 
the rongeur jaws and the material used in 
their construction are sufficient to prevent 
them from breaking. The Panel believes 
that general controls will not provide suffi
cient control over these characteristics. The 
Panel believes that a performance standard 
will provide reasonable assurance of the 
safety and effectiveness of the device and 
that there is sufficient information to estab
lish a standard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience with this device.

5. Risks to health: Residual foreign 
matter in patient. If rongeur jaws break be
cause the metal is too thin or too brittle, 
pieces of metal may enter the patient’s 
head.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel's recommendation and is pro
posing that the manual rongeur be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to himJJ21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Spbpart E by adding new 
§ 882.4840 as follows:.

§ 882.4840 Manual rongeur.
(a ) Identification. A  manual rongeur 

is a manually operated instrument 
used for cutting or biting bone during 
surgery involving the skull or.spinal 
column.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear

ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
Regulatory Affairs.

[FR Doc. 78-32927 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Port 882]

[Docket No. 78N-1072]

MEDICAL DEVICES

Classification of Powered Rongeurs

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying powered rongeurs into class 
II (performance standards). The FDA  
is also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FD A  will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:
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P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g iste r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
powered rongeurs:

1. Identification: A powered rongeur is a 
powered instrument used for cutting or 
biting bone during surgery involving the 
skull or spinal column.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the 
powered rongeur be classified into class II 
(performance standards) because of the 
need to control the variability in design and 
high incidence of breakage of the rongeur 
jaws. Rongeurs that are represented to be of 
a particular design frequently vary consider
ably from the purported design and, in fact, 
may vary from year to year. The Panel be
lieves that performance standards also are 
needed to ensure that the thickness of the 
rongeur jaws and the material used in their 
construction are sufficient to prevent them 
from breaking. The Panel believes that gen
eral controls will not provide sufficient con
trol over these characteristics. The Panel 
believes that a performance standard will 
provide reasonable assurance of the safety 
and effectiveness of the device and that 
there is sufficient information to establish a 
standard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience with this device.

5. Risks to health: Residual foreign 
matter in patient. If the rongeur jaws break 
because the metal is too thin or too brittle, 
pieces of metal may enter the patient’s 
head.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the powered rongeur be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4845 as follows:

PROPOSED RULES

§ 882.4845 Powered rongeur.
(a ) Identification. A  powered ron

geur is a powered instrument used for 
cutting or biting bone during surgery 
involving the skull or spinal column.
jCb) Classification. Class II (perform

ance standards).
Interested persons may, on or before 

January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets, in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

W i l l ia m  F. R a n d o l p h , 
Acting Associate Commissioner 

for Regulatory Affairs.

[FR Doc. 78-32928 Filed 11-27-78; 8:45 ami

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1073J 

MEDICAL DEVICES

Classification of Skullplate Screwdrivers

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying skullplate screwdrivers into 
class I (general controls). The FD A  is 
also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class I. The effect of classifying a 
device into class I is to require that 
the device meet only the general con
trols applicable to all devices. After 
considering public comments, FDA  
will issue a final regulation classifying 
the device. .These actions are being 
taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the Federal Register.
ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION: 

Panel Recommendation

A proposal elsewhere is this issue of 
the Federal Register provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
skullplate screwdrivers:

1. Identification: A skullplate screwdriver 
is a tool used by the surgeon to fasten cran
ioplasty plates or skullplates to a patient’s 
skull by screws.

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions.

3. Summary of reasons for recommenda
tion: The Panel recommends that the skull
plate screwdriver be classified into class I 
because general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device.

Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their exten
sive experience with these devices.

5. Risks to health: None identified.

Proposed Classification

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the skullplate screwdriver 
be classified into class I (general con
trols) with no exemptions because the 
Commissioner believes that general 
controls are sufficient to provide rea
sonable assurance of the safety and ef
fectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4900 as follows:

§ 882.4900 Skullplate screwdriver.
(a ) Identification. A  skullplate 

screwdriver is a tool used by the sur
geon to fasten cranioplasty plates or 
skullplates to a patients skull by 
screws.

(b ) Classification. Class I (general 
controls).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear-
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ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32929 Filed 11-27-78; 8:45]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1074]

MEDICAL DEVICES

Classification of Sponges for Internal Use

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying sponges for internal use 
into class II (performance standards). 
The FDA is also publishing the recom
mendation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
MD 20910, 301-427-7226.

SUPPLEM ENTARY INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee,

made the following recommendation 
with respect to the classification of 
sponges for internal use:

1. Identification: A sponge for internal use 
is a device used for absorbing blood or other 
fluids inside the body during surgery. It is 
not left in the body cavity after surgery.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that sponges 
for internal use be classified into class II 
(performance standards) because they come 
into direct contact with the surgical wound 
and may contaminate the wound or produce 
a tissue reaction if the sponge materials are 
not suitable. The Panel believes that gener
al controls will not provide sufficient con
trols over these characteristics. The Panel 
believes that a performance standard will 
provide reasonable assurance of the safety 
and effectiveness of the device and that 
there is sufficient information to establish a 
standard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their expe
rience with this device, which has been used 
for absorption in surgical wounds for many 
years.

5. Risks to health: (a) Foreign body mate
rial in patients: If the sponge should frag
ment while in the patient, portions of the 
sponge may be left in the patient upon clo
sure of the wound, (b) Tissue reaction: If 
not biocompatible, the sponge materials 
may cause adverse tissue reaction.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the sponge for internal use 
be classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart E by adding new 
§ 882.4925 as follows:

§ 882.4925 Sponge (internal use).
(a ) Identification. A  sponge for in

ternal use is a device used for absorb
ing blood or other fluids inside the 
body during surgery. It is not left in 
the body cavity after surgery.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 560.0 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing. Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  F . R a n d o l p h ;

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32930 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Port 882]

[Docket No. 78N-1075]

MEDICAL DEVICES

Classification of Methyl Methacrylate for 
Aneurysmorrhaphy

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying methyl methacrylate for 
aneurysmorrhaphy (repair of aneu
rysms which are balloonlike sacs 
formed on blood vessels) into class II 
(performance standards). Thè FD A  is 
also publishing the recommendation 
of the Neurosurgical Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifing a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FD A  will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug
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Administration, Department of
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issure 
of the F ederal  R e g iste r  provides 
background information concerning 
the development of the proposed regu
lation. The Neurological Device Classi
fication Panel, an FDA advisory com
mittee, made the following recommen
dation with respect to the classifica
tion of methyl methacrylate for an- 
eiirysmorrhaphy: *

1. Identification: Methyl methacrylate for 
aneurysmorrhaphy (repair of aneurysms, 
which are balloonlike sacs formed on blood 
vessels) is a self-curing acrylic used to 
encase and reinforce intracranial aneurysms 
that are.not amenable to conservative man
agement, removal, or abliteration by aneu
rysm clip.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a high priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that methyl 
methacrylate for aneurysmorrhaphy be 
classified into class II (performance stand
ards) because sufficient scientific and medi
cal data are available to establish the safety 
and effectiveness of methyl methacrylate 
for this use. The Panel believes that pre
market approval of this device is unneces
sary because, although this product is im
planted, methyl methacrylate has been used 
extensively for aneurysmorrhaphy and has 
been shown to be safe and effective. The 
hazards associated with the use of methyl 
methacrylate can be avoided by controlling 
its chemical composition and by following 
adequate preparation procedures. The Panel 
believes that general,controls will not pro
vide sufficient control over these character
istics. The Panel believes that a perform
ance standard will provide reasonable assur
ance of the safety and effectiveness of the 
device and that there is sufficient informa
tion to establish a standard to provide such 
assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their exten
sive clinical experience in repairing aneu
rysms, their familiarity with the large 
amount of literature that has been pub
lished on aneurysm repair, and testimony 
from Dr. Shelley Chou, Professor of Neuro
surgery at the University of Minnesota 
Medical School. Dr. Chou presented infor
mation pertaining to several chemical sub
stances that have been employed for aneur
ysmorrhaphy. He pointed out the methyl 
methacrylate has been successfully used 
since 1956 for encasing aneurysms. The 
Panel was also informed that the American 
Society for Testing and Materials (ASTM) is 
presently working to develop standards for 
the formulation of methyl methacrylate 
that is to be used for neurosurgery.

5. Risks to health: (a) Immediate or de
layed rupture of the aneurysm. Variations 
in the chemical composition and formula
tion of the polymer can result in an unpre
dictable setting time, (b) Injury to sur

rounding normal tissue. Variation in the 
composition of the material or the proce
dures used may result in excess heat that 
may injure adjacent tissue, (c) Tissue toxic
ity. Impurities in some formulations may be 
toxic.

P r o po se d  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that methyl methacrylate for 
aneurysmorrhaphy be classified into 
class II (performance standards).

The Commissioner haar reviewed the 
Panel recommendation to classify 
methyl methacrylate for aneurysmorr
haphy into class II and has obtained 
additional data and information on 
the safety and effectiveness of this 
material. Methyl methacrylate has 
been used generally for various medi
cal applications for approximately 40 
years and has been used extensively 
for cranioplasty (repair of the skull) 
and in dentistry. This material has 
been employed since 1956 for encase
ment of intracranial aneurysms that 
cannot be treated by clipping or other 
more conventional means (Ref. 1). 
Hayes and Leaver reported in 1966 on 
40 patients with aneurysms that were 
successfully treated without major 
complications with this material (Ref.
2). In 1968, Hammond reported on a 
total of 85 patients with 102 aneu
rysms that were encased with poly
methyl methacrylate and noted two 
cases of hemorrhage from aneurysms 
that were not completely encased by 
the material (Ref. 3).

Although methyl methacrylate has 
been shown to produce an inflamma
tory reaction, in rabbit brain, that 
gradually lessens with time (Ref. 4), 
the material is generally regarded as 
safe for implantation (Ref, 5).

A  temperature of 130° F  may be pro
duced by the polymerization of the 
methyl methacrylate, and concern has 
been expressed about the effect of this 
heat on structures adjacent to the an
eurysm, such as blood vessels or the 
optic nerve. Hayes and Leaver, howev
er, reported no evidence of such inju
ries and stated that the heat is easily 
handled by irrigating the aneurysm 
(Ref, 2). There is also an increase risk 
of rupturing the aneurysm during 
methyl methacrylate encasement be
cause more dissection to free the aneu
rysm from the surrounding tissue is 
required for methyl methacrylate en
casement than is required for clipping 
(Ref. 2).

The Commissioner believes that pre
market approval is unnecessary for 
this implanted material because there 
is sufficient information to establish a 
performance standard that will pro
vide reasonable assurance of the 
safety and effectiveness of the materi
al for use in treating intracranial an
eurysms. The Commissioner also be

lieves that general controls alone will 
not provide such assurance.

R eferences

The following information has been 
placed in the office of the Hearing 
Clerk (HFA-305), Food and Drug Ad
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, M D  20857, and may 
be seen by interested persons, from 9 
a.m. to 4 p.m., Monday through 
Friday.

L Dutton, J. E. M., “Intracranial Aneu
rysm: A New Method of Surgical Treat
ment,” British Medical Journal, 2:585-586, 
1956.

2. Hayes, G. J. and R. C. Leaver, “Methyl 
Methyacrylate Investment of Intracranial 
Aneurysms,” Journal of Neurosurgery, 
25:79-80,.1966.

3. Hammon, W. M„ “Intracranial Aneu
rysm Encasement,” Journal of Neurology, 
Neurosurgery and Psychiatry, 31:524-547, 
1968.

4. Tsuchiya, G., et al., “Reactions of 
Rabbit Brain and Peripheral Vessels to 
Plastic Used in Coating Arterial Aneu
rysms,” Journal of Neurosurgery, 28:409- 
416, 1968.

5. Lee, H. and K. Neville, “Handbook of
Biomedical Plastics,” Pasadena Technology 
Press, Pasadena, Calif., pp. 8-4 and 14-2 to 
14-32. j, V —-

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Fart 882 by adding new Subpart F, in
cluding § 882.5030, to read as follows:

Subpart F— Neurological Therapeutic Devices

§ 882.5030 Methyl methacrylate for aneur
ysmorrhaphy.

(a ) Identification. Methyl methacry
late for aneurysmorrhaphy (repair of 
aneurysms, which are balloonlike sacs 
formed on blood vessels) is a self
curing acrylic used to encase and rein
force intracranial aneurysms that are 
not amenable to conservative manage
ment, removal, or obliteration by an
eurysm clip.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit^ single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.
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Dated: November 15, 1978.

W il l ia m  F . R a n d o l p h , 
Acting Associate Cortimissioner 

for Regulatory Affairs. 
[FR Doc. 78-32931 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR PART 882]

[Docket No. 781 -̂1076]

MEDICAL DEVICES

Classification of Biofeedback Devices

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying biofeedback devices into 
class II (performance standards). The 
FDA is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FD A  will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments, to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
MD 20910, 301-427-7226.

SUPPLEM ENTARY INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g iste r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
biofeedback devices:

1. Identification: A biofeedback device is 
an instrument that provides a visual or au
ditory signal corresponding to the status of

one or more of a patient’s physiological par
ameters (e.g., brain alpha wave activity, 
muscle activity, skin temperature, etc.) so 
that the patient can control voluntarily 
these physiological parameters.

2. Recomnjended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that biofeed
back devices be classified into class II (per
formance standards) because they are elec
trically powered and are attached to pa
tients by means of electrodes, thus exposing 
patients to risk of electrical shock. The 
Panel also believes that the device should be 
required to meet performance standards to 
assure that the device reliably measures the 
physiological parameter that it is intended 
to measure. The Panel notes that biofeed
back has been reported to be useful for 
treating a variety of medical conditions, 
such as retraining muscles in paralyzed pa
tients, treatment of stress and migraine 
headache, and reduction of blood pressure. 
The Panel recommends that the device’s la
beling include a warning stating that if the 
device is used in the diagnosis or treatment 
of disease, it should be used only by, or 
after consulting with, a physician. However, 
the Panel believes that use for nonmedical 
conditions (e.g., relaxation training) need 
not be under the supervision of a physician. 
The Panel believes that general controls 
will not provide sufficient control over the 
electrical safety and performance character
istics of this device. The Panel believes that 
a performance standard will provide reason
able assurance of the safety and effective
ness of the device and that there is suffi
cient information to establish a standard to 
provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their per
sonal knowledge of the devices and tech
niques used in biofeedback and on presenta
tions made to the Panel by researchers in 
biofeedback. Dr. Charles Stroebel, Institute 
of Living, Hartford, Connecticut, and Dr. 
Kenneth Greenspan, New York State Psy
chiatric Institute, appeared before the* 
Panel to present their opinions on biofeed
back. Dr. Stroebel warned that indications 
and claims for biofeedback must be judged 
carefully because of the sensational reports 
in the lay press. Dr. Greenspan stressed 
that a patient should not be treated with 
biofeedback for medical conditions without 
an adequate medical examination because 
failure to diagnose some conditions may 
result in failure to institute appropriate 
treatment. Dr. Greenspan reported that 
stress and migraine headaches have been 
treated with 60 to 80 percent success after 1 
year’s followup. Dr. Greenspan also noted 
that he was concerned because of the lack 
of well-controlled studies for some of the in
vestigational uses of biofeedback.

5. Risks to health: (a) Electrical shock. 
The patient may receive an electrical shock 
because the device is electrically powered 
and connected to the patient by means of 
electrodes, (b) Errors in treatment. If the 
device is used to treat medical conditions, 
the patient may become worse if the practi
tioner relies on the device and it does not 
perform properly.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that biofeedback devices be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

The Commissioner has also consid
ered the Panel’s recommendation that 
a warning label stating that if the 
device is used in the diagnosis or treat
ment of disease it should be used only 
by, or after consulting with, a physi
cian, be affixed to the device or accom
pany the device. The Commissioner 
agrees with the Panel that biofeed
back devices should be used for diag
nosing or treating diseases or other 
medical conditions only by, or after 
consulting with, a physician. In the 
past, FDA has allowed unrestricted 
(over-the-counter) marketing of bio
feedback devices only if no medical 
claims are made for the devices. The 
FDA does not regard a claim for use in 
relaxation training as a medical claim. 
The FDA regards a biofeedback device 
as misbranded if medical claims are 
made for the device and the device is 
not labeled for use only by or on the 
order of a physician or other licensed 
practitioner. The Commissioner in
tends to continue this policy for bio
feedback devices and believes that this 
policy essentially satisfies the Panel’s 
recommendation.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F by adding new 
§ 882.5050 as follows:

§ 882.5050 Biofeedback device.
(a ) Identification. A  biofeedback 

device is an instrument that provides a 
visual or auditory signal corresponding 
to the status of one or more of a pa
tient’s physiological' parameters (e.g., 
brain alpha wave activity, muscle ac
tivity, skin temperature, etc.) so that 
the patient can control voluntarily 
these physiological parameters.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish-
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ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Pour copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  P. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32932 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Port 882]

[Docket No. 78N-10771 

MEDICAL DEVICES 

Ciosslfication of Bite Blocks

AGENCY: Pood and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying bite blocks into class II 
(performance standards). The FD A  is 
also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the. Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.
FOR FURTH ER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F ederal  R e g iste r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
bite blocks:

t  Identification: A bite block is a device 
inserted into a patient’s mouth to protect 
the tongue and teeth while the patient is 
having convulsions.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that bite 
blocks be classified into class II (perform
ance standards) because the design of the 
device and the material of which it is made 
must be adequate to prevent injury to the 
patient’s teeth or gums and to prevent the 
patient from biting off a piece of the device 
and swallowing it. The Panel believes that 
general controls will not provide sufficient 
control over these characteristics. The 
Panel believes that a performance standard 
will provide reasonable assurance of the 
safety and effectiveness of the device and 
that there is sufficient information to estab
lish a standard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity with the device, which has been in use 
for many years.

5. Risks to health: (a) Injury to teeth and 
tongue. Improper design, excessively hard 
material, or improper application may 
permit injury to the patient’s teeth or 
tongue, and the patient may aspirate or 
swallow teeth if the device causes them to 
be knocked out. (b) Aspiration of material. 
If the material is too weak, the patient may 
bite off a piece and aspirate or swallow it.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that bite blocks be classified 
into class II (performance standards). 
The Commissioner believes that a per
formance standard is necessary for 
this device because general controls by 
themselves are insufficient to control 
the risks to health. A  performance 
standard would provide reasonable as
surance of the safety and effectiveness 
of the device. The Commissioner also 
believes that there is sufficient infor
mation to establish a standard to pro
vide reasonable assurance of the 
safety and effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5070 as follows:

§ 882.5070 Bite Block.
(a ) Identification. A  bite block is a 

device inserted into a patient's mouth 
to protect the tongue and teeth while 
the patient is having convulsions.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four Copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc.78-32933 Filed 11-27-78; 8:45 am)

[4110-03-M ]

[21 CFR Port M 2 ]

[Docket No. 78N-10781

MEDICAL DEVICES W

Classification of Intravascular Occluding 
Catheters

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying intravascular occluding 
catheters into class III (premarket ap
proval). The FD A  is also publishing 
the recommendation of the Neurologi
cal Device Classification Panel that 
the device be classified into class III. 
The effect of classifying a device into 
class III is to provide for each manu
facturer of the device to submit to 
FD A  a premarket approval application 
at a date to be set in a future regula
tion. Each application includes infor
mation concerning safety and effec
tiveness tests of the device. After con
sidering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amend
ments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .
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ADDRESS: Written comments to the 
Hearing Clerk .(HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.

FOR FU R TH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave„ Silver Spring M D.
20910, 301-427-7226.

SUPPLEM ENTARY INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R eg ister  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of in
travascular occluding catheters:

1. Identification: An intravascular occlud
ing catheter is a catheter with an inflatable 
.or detachable balloon tjp that is used to 
block a blood vessel to treat malformations, 
■eg.,vanenrysms (balloonlike sacs formed on 
blood vessels), of intracranial blood vessels.

2. Recommended classification: Class III 
(premarket approval). The Panel recom
mends that premarket approval of this 
device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the intra
vascular occluding catheter be classified 
into class III (premarket approval) because 
the device is used to treat severe and life- 
threatening conditions and presents a po
tential unreasonable risk of illness or injury 
to the patient. The Panel believes that 
there is not sufficient information available 
to determine whether general controls will 
assure the safety and effectiveness of the 
device, nor is there sufficient scientific and 
medical data available so that performance 
standards can be established that will 
assure the safety and effectiveness of the 
device. Therefore, the device should be sub
ject to premarket approval to ensure that 
manufacturers demonstrate satisfactorily, 
the safety and effectiveness of the device.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on the fact 
that there are few data available on this 
device. Although the Panel members are 
aware of the use of this device in investiga
tional programs, they believe that there is 
not enough information or data to demon
strate that its safety and effectiveness can 
be adequately controlled by means other 
than premarket approval.

5. Risks to health: (a) Infarction of ner
vous tissue. If the catheter is not controlla
ble or if the balloon or tip should fail or un
expectedly come loose from the catheter, 
use of the device may cause infarction of 
nervous tissue (death of nervous tissue due 
to stoppage of circulation) and other serious 
injury to the brain andi other nervous tissue, 
(b) Hemmorhage. The catheter or improper 
balloon inflation may injure a blood vessel 
and result in bleeding, (c) Thrombogenesis. 
Blood coagulation and clotting may result if

the material of which .the catheter is con
structed is not compatible with blood.

P ro po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel's recommendation and is .pro
posing 'that the intravascular occlud
ing catheter be classified into class III 
(premarket approval). The device is 
used to treat severe and life-threaten
ing conditions, and ithe Commissioner 
believes that it presents a potential 
unreasonable risk of illness or injury 
to the patient if the device should fail 
or if the practitioner is unable to con
trol the ballon tip. Furthermore, the 
device is for a use (treatment of vascu
lar malformations) Which is of sub
stantial importance in preventing im
pairment of human health. The Com
missioner concurs that insufficient in
formation exists to determine whether 
general controls are sufficient to pro
vide reasonable assurance of the 
safety and effectiveness of the device, 
and he believes that insufficient infor
mation exists to establish a perform
ance standard that will provide such 
assurance.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513. 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F by adding new 
.§ 882.5150 as follows:

§ 882.5150 Intravascular occluding cath
eter.

(a ) Identification. An intravascular 
occluding catheter Is a catheter with 
an inflatable or detachable ballon tip 
that is used to block a blood vessel to 
treat malformations, eg., aneurysms 
(balloonlike sacs formed on blood ves
sels) of intracranial blood vessels.

(b ) Classification. Class III (premar
ket approval). ...

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15,1978.
W i l l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

CFR Doc. 78-32934 Filed 11-27-78; 8:45 am]

[4T10-03-M ]

121 CFR Part 882]

[Docket No. 78N-1079]

MEDICAL DEVICES

Classification-of Carotid Artery Clamps

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The -Food and Drug Ad
ministration (FD A ) is issuing for 
public .comment a proposed regulation 
classifying carotid artery clamps into 
class II (performance standards). The 
FDA is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
Classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a, final regu
lation classifying the device. These ac
tions are being taken under the Medi- 
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau. of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D  20910, 301-427-7226.

SUPPLE M E N TA R Y  INFORM ATION :

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ederal  R e g ist e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of ca
rotid artery clamps:

1. Identification: A carotid artery clamp is 
a device that is surgically placed around a 
patient's carotid artery (the principal artery 
in the neck that supplies blood to the brain) 
and has a removable adjusting mechanism 
that protrudes through the skin of the pa
tient’s neck. The clamp is used to occlude 
the Ratient's carotid artery to treat intra
cranial aneurysms 7 balloon like sacs formed 
on blood vessels) or other intracranial vas
cular malformations that are difficult to 
attack directly by reducing the blood pres-
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sure and blood flow to the aneurysm or 
other malformation.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the carot-; 
id artery clamp be classified into class II 
(performance standards) because the per
formance of the device-must be controlled 
to assure that the blood pressure reduction 
can be performed smoothly and because the 
material used in the device must be com
patible with tissue. The clamp is used for oc
clusion of the carotid artery in patients with 
aneurysms that are difficult to attack di
rectly. The Panel believes that biocompati
ble materials are necessary for this device 
because the clamp is implanted into the pa
tient. The Panel believes that general con
trols will not provide sufficient control over 
these characteristics. The Panel believes 
that a performance standard will provide 
reasonable assurance of the safety and ef
fectiveness of the device and that there is 
sufficient information to establish a stand
ard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their per
sonal clinical experience with this device. 
This device has been in use for several dec
ades to treat intracranial aneurysms.

5. Risks to health: (a) Brain injury. Poor 
control of the pressure reduction may result 
in stroke and injury to the brain, (b) Blood 
vessel injury. The carotid artery could be 
damaged if the control assembly does not 
easily couple with and uncouple from the 
clamp, (c) Tissue toxicity. The material used 
to construct the device may cause an ad
verse tissue reaction if it is not biocompati
ble.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the carotid artery clamp be 
classified into class II (performance 
standards).

The Commissioner has reviewed the 
Panel recommendation to classify the 
carotid artery clamp into class II (per
formance standards) and has obtained 
additional data and information on 
the device to determine if reasonable 
assurance of the safety and effective
ness of the device can be provided by 
performance standards.

Carotid artery occlusion is an estab
lished technique for the treatment of 
intracranial aneurysms, and the carot
id artery clamp is an integral part of 
this treatment.

According to Tindall (Ref. 1), liga
tion (constriction) of the carotid 
artery as a treatment for intracranial 
aneurysms has a long history dating 
back to 1805. It was in the 1950’s, how
ever, that adjustable clamps allowing 
gradual occlusion of the artery were 
introduced (Refs. 1 and 2). W ith the 
advent of adjustable clamps, carotid li
gation became more widely practiced 
in neurosurgery. Tindall believes that 
the clamp’s ability to occlude the 
artery gradually has contributed to a

lower incidence of neurological deficits 
in patients treated by carotid ligation. 
Several clamp designs have been intro
duced to further refine the technique 
of carotid ligation (Refs. 1 and 3).

Tindall lists indications and contra
indications for carotid ligation and de
scribes the procedure in detail (Ref. 1) 
Tindall also discusses complications of 
this technique. The most severe com
plication is the possibility of cerebral 
ischemia (insufficient blood flow to 
the brain). Tindall states that 38 pa
tients out of a series of 220 (11.5 per
cent) exhibited signs of cerebral ische
mia. After the clamp was opened, 5 of 
the patients were left with permanent 
neurological deficits, 15 died, and the 
rest recovered normally (no data were 
available on two patients). Other com
plications listed by Tindall include 
erosion of the artery, infection, hem
orrhage from the neck wound, and 
nerve injury. Tindall believes that the 
procedure, although characterized by 
rather serious complications, is none
theless an effective treatment for 
some types of aneurysms because of 
the far greater dangers of death or 
neurological injury presented by the 
untreated aneurysm and because of 
the difficulties involved in a direct sur
gical attack on the aneurysm.

Although most clamps are construct
ed of stainless steel, there is at least 
one report of brass (a biologically un
acceptable material) being used as a 
component in a clamp (Ref. 3). Howev
er, no reports regarding the biological 
compatibility of carotid artery clamps 
have been found.

Although it is conceivable that, if 
not designed properly, the mechanism 
used to couple the adjusting stem to 
the clamp could injure the blood 
vessel, no reports of such injury have 
been found in the literature. Virtually 
all complications that have been re
ported are related to the risks associat
ed with the carotid ligation procedure 
rather than to any particular device. 
The carotid artery clamp allows more 
gradual occlusion than does ligation 
by suture.

The Commissioner believes that pre
market approval is not necessary for 
this implanted device because there is 
sufficient information available to es
tablish a performance standard that 
will provide reasonable assurance of 
the safety and effectiveness of the 
device. The Commissioner also be
lieves that a performance standard is 
necessary for this device because gen
eral controls will not provide such as
surance.

R efer ences

The following information has been 
placed in the office of the Hearing 
Clerk (HFC-20), Food and Drug Ad
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, M D  20857, and may

be viewed by interested persons from 9 
a.m. to 4 p.m., Monday through 
Friday.

1. Tindall, G. T., “Management of Aneu
rysms of Anterior Circulation by Carotid 
Artery Occlusion,” in Neurological Surgery, 
Vol. 2, Edited by J. R. Youmans, W. B. Sun
ders Co., Philadelphia, PA, pp. 768-786, 
1973.

2. Mount, Lester A., “Results of Treat
ment of Intracranial Aneurysms Using the 
Selverstone Clamp,” Journal of Neurosur
gery, 16:611-618, 1959. .

3. Fuster, B., et al., “An Adjustable Clamp 
for use in Carotid Ligation,” Acta Neurolo- 
gica Latinoamericana, 16:224-230, 1970.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5175 as follows:

§ 882.5175 Carotid artery clamp.

(a ) Identification. A  carotid artery 
clamp is a device that is surgically 
placed around a patient’s carotid 
artery (the principal artery in the 
neck that supplies blood to the brain) 
and has a removable adjusting mecha
nism that protrudes through the skin 
of the patient’s neck. The clamp is 
used to occlude the patient’s carotid 
artery to treat intracranial aneurysms 
(balloonlike sacs formed on blood ves
sels) or other intracranial vascular 
malformations that are difficult to 
attack directly by reducing the blood 
pressure and blood flow to the aneu
rysm or malformation.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32935 Filed 11-29-78; 8:45 am]
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[4T10-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1080]

MEDICAL DEVICES

Classification of Aneurysm Clips

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying aneurysm clips into class II 
(performance standards). The FDA is 
also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ederal  R e g ist e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD-20857.
FOR FURTH ER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
MD 20910, 301-427-7226.

SUPPLEM ENTARY INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere is this issue of 
the F ederal R e g iste r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, on FD A  advisory committee, 
made the following recommendation 
with respect to the classification of an
eurysm clips:

1. Identification: An aneurysm clip is a
device used to occlude an intracranial aneu
rysm (a ballonlike sac formed on a blood 
vessel) to prevent it from bleeding or burst
ing. . I ■  H  ■  v ■  i

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a high priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the aneu
rysm clip be classified into Class II (perform

ance standards) because the performance of 
the clip needs to be reliable and the materi
al used to construct the d ip  needs to be bio
compatible. The Panel believes that general 
controls will not provide sufficient control 
over these characteristics. Although the an
eurysm clip is an implanted device, the 
Panel believes that premarket approval is 
not necessary because sufficient informa
tion exists to establish a performance stand
ard that will provide reasonable assurance 
of the safety and effectiveness of the device.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience with aneurysm surgery and 
with this devioe. J. T. McPadden, M.D., a 
Panel member, has personal experience in 
the development of spring-loaded aneurysm 
clips, and has written about their problems 
and their successful application (Refs. 1, 2, 
and 3). A. U. Daniels, Ph. D., of the Utah 
Biomedical Test Laboratory (UBTL), pre
sented to the Panel the results of a survey 
that showed that aneurysm clips are mar
keted in a great variety of designs, but that 
the manufacturers seldom specify the oper
ating characteristics of the various types. 
John Tew, M D ., of the Mayfield Neurologi
cal Institute, presented to the Panel a 
review of aneurysm clip development and 
discussed the steps required to develop a 
standard. Dr. Tew, who is also chairman of 
the Working Group on Aneurysm and Blood 
Vessel Clips under the American Society for 
Testing and Materials (STM), discussed the 
progress ASTM is making toward develop
ing a standard.

5. Risks to health: (a) Slippage of the clip 
may result in hemorrhage and possible 
death. If the clip does not maintain suffi
cient pressure, or if the jaw design does not 
provide sufficient friction, the clip may 
open or slide off the aneurysm after oper
ation and allow the aneurysm to‘bleed, (b) 
cutting of the aneurysm or its parent vessel. 
In some designs, the “crotch” part of a d ip  
may cut the arterial wall, or a clip having a 
sharp edge may accidentally cut the artery,
(c) Tissue tbxicity. Clips constructed of 
metals that are not biocompatible may. 
cause an adverse tissue reaction.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that aneurysm clips be classified 
into class II (performance standards).

The Commissioner has reviewed the 
Panel recommendation and has sought 
other data and documentation on an
eurysm clips to deteripine if reason
able assurance of the safety and effec
tiveness of the device can be assured 
by performance standards. The Com
missioner has found a considerable 
body of evidence to support the Panel 
recommendation. According to Fox, 
the first attempt to “clip” aneurysms 
probably occurred in 1911 and in
volved use of a soft metal device (Ref. 
4). Spring clips, which were first em
ployed in 1952 .and have subsequently 
undergone improvements, have gained 
wide acceptance (Ref. 5 and 6). Since 
the late 1960’s, the mortality rate for 
correction and intracranial aneurysms 
has decreased from approximately 25 
percent to less than 5 percent due to

several techniques that reduce the dis
tance that the brain is moved during 
surgery (Ref. 7). Aneurysm d ip s  have 
played a part in this improved mortal
ity rate because they provide a means 
to repair large defects in an artery 
under the brain by access through a 
small opening (Ref. 3). Although fail
ures of aneurysm clips are rare, they 
do occur (Ref. 8). Unsuccessful oper
ations are more frequently related to 
incomplete occlusion of the aneurys
mal sac because the clip slipped or was 
not applied properly (Ref. 9). Neuro
surgeons have expressed a need for 
some means of comparing the charac
teristics of various clips (Ref. 10 and 
11). A  recent report describes a 
method and an Instrument for testing 
aneurysm clips that may satisfy this 
need (Ref. 12).

Although the aneurysm clip is an 
implanted device that is of substantial 
importance in preventing impairment 
of human health, the Commissioner 
believes that premarket approval is 
not necessary because there is suffi
cient information to establish a per
formance standard that will provide 
reasonable assurance of the safety and 
effectiveness of the device. The Com
missioner also believes that general 
controls alone will not provide such as
surance.

R eferences

The following information has been 
placed in the office of the Hearing 
Clerk (HFA-305), Food and Drug Ad
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, M D 20857, and may 
be viewed by interested persons from 9 
a.m. to 4 p.m., Monday through 
Friday.

1. McFadden, J. T., “Chocked-Clip Aneur- 
ysmorrhaphy,” Surgery, Gynecology and 
Obstetrics, 132:898, 1971.
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; pies in Neurosurgery,” Journal of Neurosur
gery, 31:373-385, 1969.

4. Fox, J. L., “Vascular Clips for the Mi- 
crosurgical Treatment of Stroke,” Stroke, 
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Clip,” Journal of Neurosurgery, 35:97-100, 
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30:763, 1969.
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Advances in Intracranial Aneurysm Sur
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72:104-106, 1976.

8. Servo, A., “Delayed Breaking of a Hei
fetz Aneurysm Clip,” Journal of Neurosur
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10. DeLong, W. B., “A Simple Method of 
Measuring Aneurysm Clip Tension,” Jour
nal of Neurosurgery, 47:788-789, 1977.

11. Sugita, K., et al, “Comparative Study 
of the Pressure of Various Aneurysm Clips,” 
Journal of Neurosurgery, 44:723-727, 1976.

12. Aneurysm Clip Data Collection and In 
Vitro Testing, final Report TR 1603-003, 
Task Order No. 24 of Contract No. 223-74- 
5253, Utah Biomedical Test Laboratory, Salt 
Lake City, Utah 84108, May 10, 1978.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5200 as follows;

§ 882.5200 Aneurysm clip.
(a ) Identification. An aneurysm clip 

is a device used to occlude an intra
cranial aneurysm (a ballonlike sac 
formed on a blood vessel) to prevent it 
from bleeding or bursting.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l i a m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32936 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Port 882]

[Docket No. 78N-1081J 

MEDICAL DEVICES

Classification of Implanted Malleable Clips

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying implanted malleable clips 
into class II (performance standards). 
The FDA is also publishing the recom
mendation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to

PROPOSED RULES

provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FD A  will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. the Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FO R  FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georjgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SU PPLEM EN TAR Y  INFORM ATION : 

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FD A  advisory committee, 
made the following recommendation 
with respect to the classification of im
planted malleable clips:

1. Identification: A implanted malleable 
clip is a bent wire or staple that is forcibly 
closed with a special instrument to occlude 
a blood vessel or aneurysm (a balloonlike 
sac formed on a blood vessel), stop bleeding, 
or hold tissue or a mechanical device in 
place in a patient.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that implanted 
malleable clips be classified into class II 
(performance standards) because the device 
Must be biologically compatible with tissue 
and must be structurally sound so that it 
will hold after application. The Panel rec
ommends that a standard prohibit construc
tion of implanted malleable clips from ster
ling silver because of the toxicity of this ma
terial. The Panel believes that general con
trols will not provide sufficient control over 
these characteristics. Although the implant
ed malleable clip is an implanted device, the 
Panel believes that premarket approval is 
not necessary because sufficient informa
tion exists to establish a performance stand
ard that will provide reasonable assurance 
of the safety and effectiveness of the device.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their per
sonal clinical experience with this device. 
Implanted malleable clips have been used in 
neurosurgery since the early 1900’s. Dr. J.

T. McFadden, one of the Panel members, 
has published several journal articles on im
plantable metallic devices used in neurosur
gery, such as the implanted malleable clip 
(Refs. 1, 2, 3, and 4). He has shown that 
clips made of sterling silver are especially 
reactive in tissue (Ref. 1).

5. Risks to health: (a) Local tissue.reac
tion. An adverse tissue reaction may occur if 
the material used in the clip is not biocom
patible. (b) Hemorrhage. Bleeding may 
occur if the clip is not structurally sound or 
fails to stay in place.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that implanted malleable clips be 
classified into class II (performance 
standards).

The Commissioner has reviewed the 
Panel recommendation and has ob
tained additional data and. informa
tion on implanted malleable clips to 
determine if reasonable assurance of 
the safety and effectiveness of the 
device can be assured by performance 
standards.

According to Fox, metal clips for use 
in neurosurgery were first described in 
1911 (Ref. 5). Fox also described the 
different designs for malleable clips 
that have been used in neurosurgery. 
These clips were constructed of either 
sterling silver or tantalum. McFadden 
(Refs. 1, 2, and 3) states that tantalum 
produces the least tissue reaction, and 
Fox (Ref. 5) notes that the advantages 
of tantalum for malleable clip con
struction have been known since the 
1940’s. Although McFadden has shown 
that sterling silver produces the most 
tissue reaction of any of the metals 
commonly used in neurosurgery (Refs. 
1, 2, and 3) clips made of sterling silver 
were very popular for many years and 
are still being marketed today.

The Commissioner believes that the 
establishment of performance stand
ards for the implanted malleable clip 
is feasible considering the simplicity of 
the device and the existence of accept
able materials for its construction. 
However, the Commissioner requests 
comments on whether a performance 
standard established for implanted 
malleable clips should exclude the use 
of sterling silver as a material for con
structing these devices, and whether, 
even before such a standard is estab
lished, FD A  should consider regula
tory action to remove sterling silver 
implanted malleable clips from the 
market.

Although the malleable clip is an im
planted device, the Commissioner be
lieves that premarket approval is not 
necessary because there is sufficient 
information to establish a perform
ance standard that will provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that general con-
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trols alone will not provide such assur
ance.

References

The following information has been 
placed in the office of the Hearing 
Clerk (HFA-305), Food and Drug Ad
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, M D  20857, and may 
be viewed by interested persons, from 
9 a.m. to 4 p.m., Monday through 
Friday.

1. McFadden, J. T., "Tissue Reactions to 
Standard Neurosurgical Metallic Implants,” 
Journal of Neurosurgery, 36:598-603, 1972.

2. McFadden, J. T., “Metallurgical Princi
ples in Neurosurgery,” Journal of Neurosur
gery, ” 31:373-385, 1969.

3. McFadden, J. T., "Neurosurgical Metal
lic Implants,” Journal of Neurosurgical 
Nursing, 3:123-130, 1971.

4. McFadden, J. T., “Chocked-clip Aneur- 
ysmorrhaphy,” Surgery, Gynecology and 
Obstetrics, 132:898, 1971.

5. Fox, J. L., “Vascular Clips for the Mi- 
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Therefore, under the Federal Food, 
Drug, and Cosmetic Act <secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5225 as follows:

§ 882.5225 Implanted malleable clip.

(a) Identification. An implanted 
malleable clip is a bent wire or staple, 
that is forcibly closed with a special 
instrument to occlude a blood vessel or 
aneurysm (a balloonlike sac formed on 
a blood vessel), stop bleeding, or hold 
tisssue or a mechanical device in place 
in a patient.

(b) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W illiam F. Randolph,

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32937 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

' (Docket No. 78N-1082]

MEDICAL DEVICES

Classification of Aversive Conditioning Devices

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying aversive conditioning de
vices into class II (performance stand
ards). The FD A  is also publishing the 
recommendation of the Neurological 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class 
II is to provide for the future develop
ment of one or more performance 
standards to assure the safety and ef
fectiveness of the device. After consid
ering public comments, FD A  will issue 
a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amend
ments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the Federal Register.
ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FUR TH ER  IN FO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFO RM ATIO N :

Panel Recommendation

A  proposal elsewhere in this issue of 
the Federal Register provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
aversive conditioning devices:

1. Identification: An aversive conditioning 
device is an instrument used to administer 
an electrical shock or other noxious stimu
lus to a patient to modify undersirable be
havioral characteristics.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the aver
sive conditioning device be classified into 
class II (performance standards) because 
the device may apply an electrical current 
that may be hazardous to the patient. The 
Panel believes that general controls will not 
provide adequate control over this charac
teristic. The Panel believes that a perform
ance standard will provide reasonable assur
ance of the safety and effectiveness of the 
device and that there is sufficient informa
tion to establish a standard to provide such 
assurance.

4. Summary of data on which the recom- 
mendaton is based: The Panel members 
based their recommendation oh their famil
iarity with these techniques. As summarized 
below, the risks to health presented by the 
device are well known.

Risks to health: (a) Worsened psychologi
cal condition. The patient’s mental condi
tion may become worse if aversive condi
tioning is administered incorrectly or if the 
patient is not carefully selected for this 
treatment, (b) Electrical shock. Leakage cur- 
rent from the device may injure the patient, 
(c) Patient injury. An aversive shock applied 
to the patient may be harmful or lethal if 
excessive current is used or if it is applied 
incorrectly.

Proposed Classification

The Commissioner agrees with the 
Panel recommendation and is propos
ing that aversive conditioning devices 
be classified into class II (performance 
standards). Electrical shocking devices 
frequently have been used for aversive 
conditioning to treat various condi
tions (Refs. 1, 2, and 4). A  loud bell 
that is electrically activated by the 
presence of moisture on a pad in the 
patient’s bed has been used to treat 
enuresis (bedwetting) (Ref. 3). The 
Commissioner agrees with the Panel 
that these devices may apply an elec
trical current to the patient that may 
be hazardous. The Commissioner be
lieves that a performance standard is 
necessary for this device because gen
eral controls by themselves are insuffi
cient to control the risks to health 
presented by the device. A  perform
ance standard would provide reason
able assurance of the safety and effec
tiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.
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The following information has been 
placed in the office of the Hearing 
Clerk (HFA-305), Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, and 
may be seen by interested persons, 
from 9 a.m. to 4 p.m., Monday through 
Friday.
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sion Therapy,” Behavioral Engineering, 
3:29-34, 1975

3. Thome, D. E. “Instrumented Behavior 
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Conditioning,” Proceedings of the 23rd 
Annual Conference on Engineering in Medi
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Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F, by adding new 
§ 882.5235 as follows:

§ 882.5235 Aversive conditioning device.
(a ) Identification. An aversive condi

tioning device is an instrument used to 
administer an electrical shock or other 
noxious stimulus to a patient to 
modify undersirable behaviorial char
acteristics. '

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[PR Doc. 78-32938 Piled 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Port 882]

[Docket No. 78N-1083]

MEDICAL DEVICES

Classification of Burr Hole Covers

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying burr hole covers into class 
II (performance standards). The FDA  
is also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifying a

PROPOSED RULES

device into class II is to provide for 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D  20910, 201-427-7226.

SUPPLEM ENTAR Y  INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
burr hole covers:

1. Identification: A burr hole cover is a 
plastic or metal device used to cover or plug 
hole drilled into the skull during surgery 
and to reattach cranial bone removed 
during surgery.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the burr 
hole cover be classified into class II (per
formance standards) because the material 
used in the device must be biocompatible 
and must be strong enough to protect the 
brain. The Panel believes that general con
trols will not provide sufficient control over 
these characteristics. The device is a simple 
plastic or metal plug. The Panel believes 
that, although the burr hole cover is an im
plant, premarket approval is not necessary 
to provide reasonable assurance of the 
safety and effectiveness of the device be
cause sufficient information exists to devel
op a performance standard that will provide 
such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on the person
al clinical experiences of the Panel members 
with these devices and their knowledge of 
the techniques, devices, and materials used 
in cranioplasty (repair of the skull).

5. Risks to health: (a) Local tissue reac
tion. The material used to construct the

device may have a toxic effect if it is not 
biocompatible, (b) Structural failure. The 
material may fracture or break and expose 
the brain to injury if the material is not 
strong enough.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the burr hole cover be classi
fied into class II (performance stand
ards).

The Commissioner has reviewed the 
Panel recommendation to classify burr 
hole covers into class II (performance 
standards) and has obtained additional 
data and information to determine 
whether reasonable assurance of the 
safety and effectiveness of the device 
can be provided by performance stand
ards. There is a limited amount of 
published literature that deals directly 
with burr hole covers (Refs. 1 and 2). 
However, the materials used in burr 
hole covers (silicone, tantalum, and 
acryiic) alsb have been used extensive
ly in other applications, e.g., cranial 
repair, and have been found to elicit 
minimal local tissue reaction (Refs. 3 
and 4), Complications from use of burr 
hole covers are similar to those from 
use of other cranioplasty devices. Ero
sion of the skin over the implant due 
to friction pressure (Ref. 4), latent in
fection (Ref. 5), and discomfort or 
headache caused by the thermal con
ductivity of metallic implants (Ref. 4) 
have been reported in the literature as 
complications from use of various cra
nial implants and probably would 
occur also with the use of burr hole 
covers. The Major hazard associated 
with burr hole covers, as with other 
implants, is the potential risk of exces
sive tissue reaction if a material is 
used that is not biocompatible; howev
er, the literature suggests that this 
hazard is minimal because the materi
als used to construct burr hole covers 
have been reported to have satisfac
tory biocompatibility (Refs. 3, 4, and 
6). FDA has found no reports in the 
literature of structural problems with 
burr hole covers.

The Commissioner agrees with the 
Panel that general controls will not 
provide reasonable assurance of the 
safety and effectiveness of the device. 
The Commissioner also agrees that 
premarket approval is not necessary 
for this implanted device because 
there is sufficient information to es
tablish a performance standard that 
will provide reasonable assurance of 
the safety and effectiveness of the 
device.

R e f e r e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (HFA-305), Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, and 
may be seen by interested persons,
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from 9 a.m. to 4 p.m., Monday through 
Friday.

1. Todd, E. M. and B. L. Crue, “Burr-Hole 
Buttons for Fixation of Craniotomy Bone,” 
Journal of Neurosurgery, 20:448-449, 1963.

2. Vallfors, B. and D. Forster, “An Alter
native Method for the Fixation of Bone 
Flaps After Craniotomy, “Journal of Neuro
surgery, 37:620, 1972.

3. Lee, H. and K. Neville, “Handbook of 
Biomedical Plastics,” Pasadena Technology 
Press, Pasadena, CA, pp. 8-4 and 14-2 to 14- 
32,1971.

4. Timmons, R. L., “Cranial Defects and 
Their Repair,” Neurological Surgery, Vol. 2, 
Edited by J. R. Youmans,'W. B. Saunders 
Co., Philadelphia, PA, pp. 993-1008, 1973.

5. Mirabile, J. C., et al., “Delayed Infec
tion Following Tantalum Cranioplasty: Case 
Report,” Military Medicine, 139:398-9, 1974.

6. McFadden, J. T., “Tissue reactions to 
Standard Neurosurgical Metallic Implants,” 
Journal of Neurosurgery, 35:593-603, 1972.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(2.1 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5250 to read as follows:

§ 882.5250 Burr hole cover.
(a) Identification. A  burr hole cover 

is a plastic or metal device used to 
cover or plug holes drilled into the 
skull during surgery and 'to reattach 
cranial bone removed during surgery.

(b) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h ,

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32939 Filed 11-27-78; 8:45 am]

[4110-03-M]

[21 CFR Part 882]

[Docket No. 78N-1084]

MEDICAL DEVICES

Classification of Nerve Cuffs

AGENCY: Food and Drug Administra
tion.

ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying nerve cuffs into class III 
(premarket approval). The FD A  is also 
publishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class III. The effect of classifying a 
device into class III is to provide for 
each manufacturer of the device to 
submit to FDA a premarket approval 
application at a date to be set in a 
future regulation. Each application in
cludes information concerning safety 
and effectiveness tests of the device. 
After considering public comments, 
FD A  will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring M D  
20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
nerve cuffs:

1. Identification: A nerve cuff is a tubular 
silicone rubber sheath used to encase a 
nerve for aid in repairing the nerve (e.g., to 
prevent ingrowth of scar tissue) and for cap
ping the end of the nerve to prevent the for
mation of neuroma (tumors).

2. Recommended classification: Class III 
(premarket approval). The Panel recom
mends that premarket approval of this 
device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that the nerve 
cuff be classified into class III (premarket 
approval) because satisfactory performance 
has not been demonstrated for this implant
ed device and the Panel believes that there 
is not sufficient information available to es
tablish a performance standard that will 
assure its safety and effectiveness. The 
Panel also believes that there is not suffi

cient information available on this device to 
show that general controls are sufficient to 
assure its safety and effectiveness. The 
Panel has changed its recommendation con
cerning the classification of this device. At 
the Panel meeting of August 20-21, 1977, 
the Panel members recommended that the 
nerve cuff be classified into class II (per
formance standards) because the device is 
simple in design and uses a material (sili
cone) that is widely accepted as biocompati
ble. However, at the Panel meeting on April 
21, 1978, the Panel reassessed its previous 
recommendation and recommended that the 
nerve cuff be classified instead into class III 
(premarket approval) because the device is 
an implant and there is serious doubt that 
the device is safe and effective when used to 
repair nerves. The device, therefore, should 
be subject to premarket approval to assure 
that manufacturers demonstrate satisfac
tory performance of the device and thus 
assure its safety and effectiveness.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their per
sonal experience with nerve cuffs, and fa
miliarity with the literature on this device. 
A recent report (Ref. 1) states that better 
results are obtained by stitching the nerve 
together without the use of the nerve cuff.

5. Risks to health: (a) Tissue reaction: The 
material that is used to construct the device 
may have a toxic effect if it is not biocompa
tible: (b) Infection: Infection may result if 
the device is not sterile, (c) Neuroma forma
tion: The device may act as an irritant 
which may cause excess growth of neural 
tissue, (d) Foreign body contamination: 
Contaminants in the material of which the 
device is constructed may cause it to disinte
grate and contaminate the nerve site.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the nerve cuff be classified 
into class III (premarket approval).

The Commissioner has reviewed the 
Panel’s recommendation and has ob
tained additional data and informa
tion on the safety and effectiveness of 
this device. The Commissioner believes 
that the published literature (Refs. 1, 
2, and 3) supports the Panel’s recom
mendation that the nerve cuff be clas
sified into class III. In addition to the 
risks to health cited by the Panel, Szal 
and Milles report that swelling of the 
nerve after surgery may result in de
struction of the repaired nerve if the 
diameter of the cuff is not sufficiently 
large (Ref. 1). Szal and Milles also 
report that the nerve cuff might, 
under some conditions, actually 
impede the healing of the nerve.

The Commissioner believes that this 
implanted device presents a potential 
unreasonable risk of illness or injury 
to the patient if it is ineffective. Fur
thermore, the device is for a use (aid 
in repairing nerves) which is of sub
stantial importance in preventing im
pairment of human health. The Com
missioner concurs that insufficient in
formation exists to determine that 
general controls will provide reason
able assurance of the safety and effec-
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tiveness of the device, and he believes 
that insufficient information exists to 
establish a performance standard that 
will provide such assurance.

R e f er e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (HPA-305), Pood and Drug Ad
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, M D  20857, and may 
be seen by interested persons, from 9 
a.m. to 4 p.m., Monday through 
Friday.

1. Szal, G. J. and T. Milles, "Surgical Re
pairs of Facial Nerve Branches,” Archives of 
Otolaryngology, 101:160-165, 1975.

2. Midgley, R. D. and F. M. Woolhouse, 
"Silicon.e Rubber Sheathing as an Adjunct 
to Neural Anastomosis,” Surgical Clinics of 
North America, 48:1149-1154, 1968,

3 Bucker, T. B. and George J. Haynes, 
"Experimental Improvements in the Use of 
Silastic Cuff for Peripheral Nerve Repair,” 
Journal of Neurosurgery, 28:582-587, 1968.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5257 as follows:

§ 882.5275 Nerve cuff.

(a ) Identification. A  nerve cuff is a 
tubular silicone rubber sheath used to 
encase a nerve for aid in repairing the 
nerve (e.g., to prevent ingrowth of scar 
tissue) and for capping the end of the 
nerve to prevent the information of 
neuroma (tumors).

(b ) Classification. Class III (premar
ket approval).

Interested persons may, on or before 
January 29, 1979 submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted,. except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78 32940 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Far! 882]

[Docket No. 78N-1085]

MEDICAL DEVICES

Classification of Methyl Methacrylate for 
Cranioplasty

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying methyl methacrylate for 
cranioplasty (skull repair) into class II 
(performance standards). The FD A  is 
also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FD A  will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposed that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SU PPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
methyl methacrylate for cranioplasty:

1. Identification: Methyl methacrylate for 
cranioplasty (skull repair) is self-curing 
acrylic that a surgeon uses to repair a skull 
defect in a patient. At the time of surgery, 
the surgeon initiates polymerization of the 
material and forms it into a plate or other 
appropriate shape to repair the defect.

2. Recommended classification: Class II 
(performance standards). The Panel recom

mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that methyl 
methacrylate for cranioplasty be classified 
into class II (performance standards) be
cause scientific and medical data are availa
ble to establish the safety and effectiveness 
of methyl methacrylate for this use. Al
though methyl methacrylate for cranio
plasty is implanted in the patient’s skull, 
the Panel believes that premarket approval 
of this device is not necessary because 
methyl methacrylate has been used exten
sively for cranioplasty and has been shown 
to be safe and effective. The hazards associ
ated with the use of methyl methacrylate 
can be avoided by controlling its chemical 
composition and by following preparation 
procedures. The panel believes that general 
controls will not provide sufficient control 
over these characteristics.

The Panel believes that a performance 
standard will provide reasonable assurance 
of the safety and effectiveness of the device 
and that there is sufficient information to 
establish a standard to provide such assur
ance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their per
sonal clinical experience with cranioplasty 
plates and the materials used in cranio
plasty. Methyl methacrylate has been used 
since the 1940’s for repairing skull defects 
and is widely used today (Ref. 1). Some 
Panel members have served on the subcom
mittee under the American Society for Test
ing and materials (ASTM) that is develop
ing standards for cranioplasty materials.

5. Risks to health: (a) Heat damage of 
tissue: The material generates heat as it 
polymerizes and hardens. If the material is 
not cooled, adjacent tissue can be injured by 
the heat, (b) Loss of brain protection: If the 
cranioplasty plate is made from material 
that is not sufficiently strong, it may be 
earily broken and allow brain injury, (c) 
Tissue toxicity: Impurities in some formula
tions may be toxic.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the methyl methacrylate 
for cranioplasty be classified into class 
II (performance standards).

The Commissioner has reviewed the 
Panel recommendation to classify 
methyl methacrylate for cranioplasty 
into class II (performance standards) 
and has obtained additional data and 
information on the safety and effec
tiveness of this material.

The medical literature contains ex
tensive reports on acrylic cranioplasty, 
including a thorough review by Tim
mons (Ref. 1) of the repair of cranial 
defects and the methods and materials 
that have been used for cranioplasty 
since the turn of the century. Tim
mons observes that the use of methyl 
methacrylate for repairing cranial de
fects has been common since the 
1940’s and has become very popular 
because its use avoids some of the 
problems of cranioplasty using metal 
plates. For example, acrylic is not ra-
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diopaque and thus Will not interfere 
with future x-ray diagnosis of the pa
tient. In addition, acrylic cranioplasty 
plates also do not conduct heat very 
easily and, thus, avoid the problems of 
headache or patient discomfort that 
have been reported when metal cran
ioplasty plates are exposed to tem
perature extremes (Ref. 1). One of the 
advantages of acrylic is the ease with 
which it can be formed in place to fit 
precisely a skull defect.

Several reports in the medical litera
ture show that there are, however, cer
tain disadvantages and risks involved 
in using acrylic for cranioplasty. The 
polymerization reaction involved in 
forming the acrylic plate produces a 
great deal of heat that can damage the 
brain or other tissue (Refs. 1, 2, and
3). Fortunately, the surgeon can pro
tect the brain from the heat with 
moist cottonoid strips* or can dissipate 
the heat by irrigating with a cold solu
tion (Refs. 1 and 2). A  technique was 
recently reported involving prepara
tion of a plastic of paris model of the 
skull defect and formation and har
dening of the acrylic plate to fit the 
model, without contact with the pa
tient’s skull (Ref. 3).

Another disadvantage of acrylic is 
that it is brittle and can be fractured 
by a relatively minor blow (Refs. 1, 4, 
and 6). To overcome this problem, 
acrylic has been reinforced using 
metal mesh made of stainless steel, 
aluminum, or tantalum (Refs. 1, 5, 6, 
and 7). Stainless steel and tantalum 
are radiopaque, however, and x-ray di
agnosis may be hindered if these mate
rials are used to reinforce acrylic.

There are also complications with 
acrylic cranioplasty that are common 
to all cranioplasty materials,, including 
metals. Infection,- erosion of the skin 
over thé implant, and foreign body re
action to the implant have been re
ported (Refs. 1 and 2). Skin erosion 
over the implant may occur in regions 
where the scalp is thin if the plate has 
sharp or uneven edges. Some degree of 
foreign body reaction occurs with all 
implanted materials. However, methyl 
methacrylate acrylic is generally re
garded as biologically safe for cranio
plasty (Refs. 1, 2, and 8).

The Commissioner agrees with the 
Panel that premarket approval is not 
necessary for this implanted device be
cause there is sufficient information 
available to establish a performance 
standard that will provide reasonable 
assurance of its safety and effective
ness. The Commissioner also agrees 
with the Panel that a performance 
standard is necessary for this device 
because general controls would not 
provide such assurance.

R e f e r e n c e s

Clerk (HFA-305), Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D 20857, and 
may be seen by interested persons, 
from 9 a.m. to 4 p.m., Monday through 
Friday.

1. Timmons, R. L., “Cranial Defects and 
Their Repair,” in  “Neurological Surgery,” 
Vol. 2, Edited by J. R. Youmans, W. B. 
Saunders Co., Philadelphia, PA, pp. 993- 
1008, 1973.

2. Hammon, W. M. and L. G. Kempe, 
“Methyl Methacrylate Cranioplasty: 13 
Years Experience with 417 Patients,” Acta 
Neurochirurgxca, 25:69-77, 1971.

3. Asimacopoulos, T. J., el al., “A New 
Method of Cranioplasty,” Journal o f Neuro
surgery, 47:790-92, 1977.

4. Henry, H. M., et al., “Cerebrospinal 
Fluid Fistula from Fractured Acrylic Cran
ioplasty Plate,” Journal o f  Neurosurgery, 
45:227-8, 1976.

5. Sessions, R. B., et al., "Wire Mesh Foun
dation for Methyl Methacrylate 
Cranioplasty,"Laryngoscope, 84:1020-30
1974.

6. Lake, P. A., et al., “Radiolucent Pros
thesis of Mesh-Reinforced Acrylic,” Journal 
o f Neurosurgery, 27:376-78, 1967.

7. Galicich, J. H. and K. H. Hovind, 
“Stainless Steel Mesh-Acrylic Cranio
plasty,” Journal o f Neurosurgery, 27:376-78 
1967.

8. Lee, H. and K. Neville, “Handbook of 
Biomedical Plastics,” Pasadena Technology 
Press, Pasadenia, California, pp. 8-4 to 8-5 
and 14-2 to 14-32, 1971.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a)* 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F by adding new 
§ 882.5300 as follows:

§ 882.5300 Methyl methacrylate for cran
ioplasty.

(a ) Identification. Methyl methacry
late for cranioplasty (skull repair) is a 
self-curing acrylic that a surgeon uses 
to repair a skull defect in a patient. At 
the time of surgery, the surgeon initi
ates polymerisation of the material 
and forms it into a plate or other ap
propriate shape to repair the defect.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F .  R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

(FR Doc. 78-32941 Filed. 11-27-78; 8:45 ami

[4110-03-M ]

[21 CFR Par« 882]

[Docket No. 78N-10861 

MEDICAL DEVICES

Classification of Preformed Alterable 
Cranioplasty Plates

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing, for 
public comment a proposed regulation 
classifying preformed alterable cranio
plasty plates into class II (perform
ance standards). The FDA is also pub
lishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FUR TH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Deyice Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
preformed alterable cranioplasty 
plates:

The following information has been 
Placed in the office of the Hearing
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J. Identification: A preformed alterable 
cranioplasty plate is a device that is im
planted into a patient to repair a skull 
defect. It is constructed of a material, e.g., 
tantalum, that can be altered or reshaped at 
the time of surgery without changing the 
chemical behavior of the material.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that pre
formed alterable cranioplasty plates be clas
sified into class II (performance standards) 
because the materials that are used in these 
plates must be biocompatible and strong. 
The Panel believes that general controls 
will not provide sufficient control over these 
characteristics. The Panel belteves, howev
er, that the materials that have been used 
for these plates have been proven accept
able through many years of use and that 
biological compatibility of these materials 
can be assured by establishment of stand
ards for the composition of the materials. 
The Panel believes that premarket approval 
is not necessary for this implanted device 
because a standard will provide reasonable 
assurance of the safety and effectiveness of 
the device and that there is sufficient infor
mation to establish a standard to provide 
such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their per
sonal clinical experience with cranioplasty 
plates and the materials used in those 
plates. Some Panel members have served on 
the subcommittee under the American Soci
ety for Testing and Materials (ASTM) that 
is developing standards for cranioplasty ma
terials.

5. Risks to health: (a) Loss of brain protec
tion: If the device is not sufficiently strong, 
it may bend or break and may cause brain 
injury, (b) Tissue toxicity: If the materials 
used to construct the device are not biocom
patible, they may corrode and cause toxic 
reactions.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the preformed alterable 
cranioplasty plate be classified into 
class II (performace standards).

The Commissioner has reviewed the 
Panel’s recommendation to classify 
preformed alterable cranioplasty 
plates into class II (performance 
standards) and has obtained additional 
data and information on the safety 
and effectiveness of the device. The 
Commissioner has found that sur
geons have used several metals and 
plastics for cranioplasty plates. How
ever, the Commissioner believes that 
all commercially available preformed 
cranioplasty plates are constructed of 
vitallium, tantalum, or stainless steel. 
Although aluminum (Ref. 3), silicone 
(Ref. 4), polyethylene (Refs. 2, 5, and 
6), titanium (Refs. 2 and 8), and zir
conium (Ref. 2) have also been used by 
surgeons for cranioplasty plates, the 
Commissioner is unaware of any com
mercially available preformed cranio

plasty plates made of these materials. 
The Commissioner requests comments 
on whether materials other than vital
lium, tantalum, or stainless steel have 
been used in comm'ercially available 
preformed cranioplasty plates.

Several reports in the medical litera
ture discuss corrosion of metals used 
for cranioplasty plates. Most metals 
used for cranioplasty plates are pro
tected form corrosion by a natural 
oxide coating that forms on the metal 
(Ref. 1). If the oxide coating is dis
turbed by cutting, drilling, hammer
ing, or other manipulation during sur
gery, the plate may corrode excessive
ly after implantation. Tantalum has 
an oxide coating that is tough enough 
to permit the plate to be reshaped 
without undergoing excessive corro
sion. McPadden states that tantalum 
can be modified by cutting, bending, 
hammering, drilling, or other manipu
lation without changing the material’s 
chemical behavior. McPadden states 
that stainless steel should never be al
tered when used as an implant (Ref. 
1 ).

Timmons has thoroughly reviewed 
the repair of cranial defects and has 
described the methods and materials 
that have been used for cranioplasty 
since the turn of the century (Ref. 2). 
According to Timmons, the metal tan
talum has been used extensively for 
cranioplasty because of its malleabil
ity, light weight, strength, and biologi
cal inertness. McFadden has reported 
that tantalum produced very little 
tissue reaction compared with other 
popular metals used in neurosurgery 
(Refs. 10 and 11). Tantalum is, howev
er, a radiopaque material, and useful 
x-rays of the skull are difficult to 
obtain after implantation of a tanta
lum plate. *

Complications common to virtually 
all cranioplasty plates, whether metal 
or plastic, are infection, erosion of the 
skin over the implant, and foreign 
body reaction to the implant (Ref. 2). 
Infection requiring removal of the 
plate has been reported as long as 17 
years after implantation (Ref. 9). Skin 
erosion over the implant may occur in 
regions where the scalp is thin because 
the plate has sharp or uneven edges 
(Ref. 2). Some degree of foreign body 
reaction occurs with all implanted ma
terials. If handled properly, however, 
the plastics and metals (with the pos
sible exception of aluminum) that 
have been used for cranioplasty are 
generally regarded as biologically safe 
(Refs. 1 through 11).

Because of the high thermal conduc
tivity of the metal, metal cranioplasty 
plates may cause headache or patient 
discomfort when the plates are ex
posed to temperature extremes (Ref. 
2). In addition, a metal plate may be 
deformed by a blow to the head, al
though this occurrence is rare (Ref. 5).

Another possible drawback of metal 
implants is that they leave a dead 
space between the implant and the 
brain; there has been debate whether 
this dead space might result in brain 
herniation (abnormal protrusion) 
(Ref. 2).

Plastic or acrylic cranioplasty does 
not share some of the problems pre
sented by metal cranioplasty. Plastics 
do not corrode and may be cut or 
modified to fit the particular patient. 
Because plastic and acrylic implants 
do not conduct heat as readily as 
metals, they do not cause tempera
ture-induced headaches. Plastics are, 
however, weaker than metals and need 
to be made thicker to achieve suffi
cient strength. Acrylic plates are brit
tle and easily cracked (Ref. 2). Poly
ethylene and silicone implants, howev
er, are flexible and are less likely to be 
deformed by blows than are metal 
plates.

The Commissioner believes that pre
market approval is not necessary for 
this implanted device because there is 
sufficient information available to es
tablish a performance standard that 
will provide reasonable assurance of 
the safety and effectiveness of the 
device. The Commissioner also be
lieves that a performance- standard is 
necessary for this device because gen
eral controls will not provide such as
surance.

R e f er e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (address above), and may be 
seen by interested persons, form 9 a.m. 
to 4 p.m., Monday through Friday.

1. McPadden, J. T., Neurosurgical Metallic 
Implants,” Journal o f Neurosurgical Nurs
ing, 3:123-130, 1971.

2. Timmons, R. L., “Cranial Defects and 
Their Repair,” Neurological Surgery, Vol. 2, 
Edited by J. R. Youmans, W. B. Saunders 
Co., Philadelphia, PA, pp. 993-1008, 1973.

3. Black, S. P. W., et al., “Aluminum Cran
ioplasty,” Journal o f Neurosurgery, 29:562- 
564, 1968.

4. Courtemanche, A. D. and G. B. Thomp
son, “Silastic Cranioplasty Following 
Cranio-Facial Injuries,” Pastic and Recon
structive Surgery, 41:165-170, 1968.

5. Karvounis, D. C., et al., “The Use of 
Prefabricated Polyethylene Plate for Cran
ioplasty,” Journal o f Trauma, 10:149-154, 
1970.

6. Polisar, R. S. and A. W. Cook, “Use of 
Polyethylene in Cranial Implants,” Journal 
o f Prosthetic Dentistry, 29:310-316,1973.

7/ Simpson, D., “Titanium in Cranio
plasty,” Journal o f Neurosurgery, 22:292- 
293, 1965.

8. Lee, H. and K. Neville, “Handbook of 
Biomedical Plastics,” Chapter 14, Pasadena 
Technology Press, Pasadena, CA, 1971.

9. Merabile, J. C., et al., “Delayed Infec
tion Following Tantalum Cranioplasty: Case 
Report,” M ilitary Medicine, 139:398-399, 
1974.
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10. McFadden, J. T., "Tissue Reactions to 
Standard Neurosurgical Metallic Implants,” 
Journal o f Neurosurgery, 36:595-603, 1972.

11. McPadden, J. T., “Metallurgical Princi
ples in Neurosurgery,” Journal of Neurosur
gery, 31:373-385, 1968.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882, in Subpart F  by adding new 
§ 882.5320 as follows:

882.5320 Preformed alterable cranioplasty 
plate.

(a) Identification. A  preformed al
terable cranioplasty plate is a device 
that is implanted into a patient to 
repair a skull defect. It is constructed 
of a material, e.g., tantalum, that can 
be altered or reshaped at the time of 
surgery without changing the chemi
cal behavior of the material.

(b) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[PR Doc. 78-32942 Piled 11-27-78; 8:45 am]

[4110-03-M]

[21 CFR Part 882]

[Docket No. 78N-1087]

MEDICAL DEVICES

Classification of Preformed Nonalterable 
Cranioplasty Plates

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUMMARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying preformed nonalterable 
cranioplasty plates into class II (per
formance standards). The FDA is also 
Publishing the recommendation of the 
Neurological Device Classification 
Panel that the device be classified into

PROPOSED RULES

class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. the Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SU PPLEM ENTAR Y INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
preformed nonalterable cranioplasty 
plates:

1. Identification: A preformed nonaltera
ble cranioplasty plate is a device that is im
planted into a patient to repair a skull 
defect. It is constructed of a material, e.g., 
stainless steel or vitallium, that cannot be 
altered or reshaped at the time of surgery 
without changing the chemical behavior of 
the material.

2. Recommended classification: Class. II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that pre
formed nonalterable cranioplasty plates be 
classified into class II (performance stand
ards) because the materials that are used in 
these plates must be biocompatible and 
strong. The Panel believes that general con
trols will not provide sufficient control over 
these characteristics. The Panel believes, 
however, that the materials that have been 
used for these plates have been proven ac
ceptable through many years of use and 
that biological compatibility of these mate
rials can be assured by establishment of 
standards for the composition of the materi
als. The Panel believes that premarket ap
proval is not necessary for this implanted 
device because a standard will provide rea
sonable assurance of the safety and effec
tiveness of the device and that there is suffi-
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cient information to establish a standard to 
provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their per
sonal clinical experience with cranioplasty 
plates and the materials used in those 
plates. Some Panel members have served on 
the subcommittee under the American Soci
ety for Testing and Materials (ASTM) that 
is developing standards for cranioplasty ma
terials,

5. Risks to health: (a) Loss of brain protec
tion: If the device is not sufficiently strong, 
it may bend or break and may cause brain 
injury, (b) Tissue toxicity: If the materials 
used to construct the device are not biocom
patible, they may corrode and cause toxic 
reactions.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the preformed nonalterable 
cranioplasty plate be classified into 
class II (performance standards).

The Commissioner has reviewed the 
Panel’s recommendation to classify 
preformed nonalterable cranioplasty 
plates into class II (performance 
standards) and has obtained additional 
data and information on the safety 
and effectiveness of the device. The 
Commissioner has found that several 
metals and plastics have been used by 
surgeons over the years for cranio
plasty plates. However, the Commis
sioner believes that all commercially 
available preformed cranioplasty 
plates are constructed of vitallium, 
tantalum, or stainless steel. The Com
missioner requests comments on 
whether materials other than vital
lium, tantalum, or stainless steel have 
been used in commercially available 
preformed cranioplasty plates.

Several reports in the medical litera
ture discuss corrosion of metals used 
for cranioplasty plates. Most metals 
used for cranioplasty plates are pro
tected from corrosion by a natural 
oxide coating that forms on the metal 
(Ref. 1). If  the oxide coating is dis
turbed by cutting, drilling,' hammer
ing, or other manipulation during sur
gery, the plate may corrode excessive
ly after implantation. Some metals,
e.g., tantalum, have oxide coatings 
that are tough enough to permit re
shaping of the plate without causing 
excessive corrosion.

Several types of stainless steel have 
been used in constructing various im
plantable devices. Scott used Type 316 
stainless steel for cranioplasty plates 
and reports it to be the most corrosion 
resistant of the stainless steels (Ref. 
2). McFadden states, however, that 
stainless steel should never be altered 
by cutting, bending, drilling, or other 
manipulation at the time of surgery 
because of the tendency of stainless 
steel to corrode faster if its external 
oxide coating is disturbed (Ref. 1).
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Vitallium is a very hard alloy of 
cobalt, chromium, and molybdenum 
that has been used in orthopedic im
plantable devices, but has received 
very little attention in neurosurgery 
because it is not malleable and is diffi
cult to work with. McPadden (Ref. 1) 
rates the corrosion resistance of vital
lium as better than stainless steel and 
worse than tantalum. Vitallium cannot 
be altered, and its use in neurosurgery 
has been confined to preformed nonal- 
terable cranioplasty plates and the 
screws for such plates (Refs. 1, 2, and
4),

Complications common to virtually 
all cranioplasty plates are infection, 
erosion of the skin over the implant, 
and foreign body reaction to the im
plant (Ref. 2). Infection requiring re
moval of the plate has been reported 
as long as 17 years after implantation 
(Ref. 5). Skin erosion over the implant 
may occur in regions where the scalp 
is thin because the plate has sharp or 
uneven edges (Ref. 2). Some degree of 
foreign body reaction occurs with all 
implanted materials. If handled prop
erly, stainless, steel and vitallium are, 
however, generally regarded as biologi
cally safe (Refs. 1 through 4). Because 
of the high thermal conductivity of 
the metal, «metal cranioplasty plates 
may cause headache or patient dis
comfort when the plates are exposed 
to temperature extremes (Ref. 2). In 
addition, a metal plate may be de
formed by a blow to the head, al
though this occurrence is rare. An
other possible drawback of metal im
plants is that they leave a dead space 
between the implant and the brain; 
there has been debate whether this 
dead space might result in brain herni
ation (abnormal protrusion) (Ref. 2).

Plastic or acrylic cranioplasty does 
not share some of the problems pre
sented by metal cranioplasty. Plastics 
do not corrode and may be cut or 
modified to fit the particular patient. 
Because plastic and acrylic implants 
do not conduct heat as readily as 
metals, they do not cause tempera
ture-induced headaches. Plastics are, 
however, weaker than metals and need 
to be made thicker to achieve suffi
cient strength. Acrylic plates are brit
tle and easily cracked (Ref. 2). Howev
er, polyethylene and silicone implants 
are flexible and are less likely to be de
formed by blows than are metal 
plates.

The Commissioner believes that pre
market approval is not necessary for 
this implanted device because there is 
sufficient information available to es
tablish a performance standard that 
will provide reasonable assurance of 
the safety and effectiveness of the 
device. The Commissioner also be
lieves that a performance standard is 
necessary for this device because gen

eral controls will not provide such as
surance.

R e f er e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (address above), and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m., Monday through Friday.

1. McPadden, J. T., “Neurosurgical Metal
lic Implants,” Journal o f Neurosurgical 
Nursing, 3:123-130, 1971.

2. Timmons, R. L„ “Cranial Defects and 
Their Repair,” “Neurological Surgery,” Vol. 
2, edited by J. R. Youmans, W. B. Saunders 
Co., Philadelphia, PA, pp. 993-1008, 1973.

3. McPadden, J. T., “Tissue Reactions to 
Standard Neurosurgical Metallic Implants,” 
Journal o f Neurosurgery, 36:595-603, 1972.

4. McPadden, J. T., “Metallurgical Princi
ples in Neurosurgery,” Journal o f Neurosur
gery, 31:373-385, 1968.

5. Merabile, J. C., et al., “Delayed Infec
tion Following Tantalum Cranioplasty: Case 
Report,” M ilitary Medicine, 139:398-399, 
1974.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. .513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F by adding new 
§ 882.5330 as follows:

§ 882.5330 Preformed nonalterable cranio
plasty plate.

(a ) Identification. A  preformed non
alterable cranioplasty plate is a device 
that is implanted in a patient to repair 
a skull defect and is constructed of a 
material, e.g., stainless steel or vital
lium, that cannot be altered or re
shaped at the time of surgery without 
changing the chemical behavior of the 
material.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[PR Doc. 78-32943 Piled 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-10881 

MEDICAL DEVICES

Classification of Cranioplasty Plate Fasteners

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying cranioplasty plate fasteners 
into class II (performance standards). 
The FD A  is also publishing the recom
mendation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into claks II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken under the medi
cal Device Amendments of 1976,
DATES: Comments by January 29, 
1979, The Commissioner of Food and 
Drugs proposes ^hat the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d er a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FURTH ER INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SU PPLEM ENTAR Y  INFORMATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
cranioplasty plate fasteners:

1. Identification: A cranioplasty plate fas
tener is a screw, wire, or other article made 
of tantalum, vitallium or stainless steel used 
to secure a plate to the patient’s skull to 
repair a skull defect.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that cranio
plasty plate fasteners be classified into class
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II (performance standards) because a stand
ard governing the composition of materials 
that are used in the fasteners should re
quire that the materials be both biocompati
ble and compatible with thé material used 
in the cranioplasty plate. The Panel believes 
that general controls will not provide suffi
cient control over these characteristics. The 
Panel believes that, premarket approval is 
not necessary for this implanted devicë be
cause a standard will provide reasonable as
surance of the safety and effectiveness of 
the device and there is sufficient informa
tion to establish a standard to. provide such 
assurance.

4. Summary of data on which the recom
mendation is based: The panel members 
based their recommendation on their per
sonal clinical experience with cranioplasty 
plates and the devices used to fasten those 
plates to the skull. Some Panel members 
have served on the subcommittee under the 
American Society for Testing and Materials 
(ASTM) that is developing standards for 
cranioplasty materials.

5. Risks to health: (a) Tissue toxicity: If 
the material used to construct the cranio
plasty plate fastener is not biocompatible or 
is not compatible with the material used in 
the cranioplasty plate, it may corrode and 
cause a toxic reaction, (b) Loss of structural 
integrity: If the material used to construct 
the cranioplasty plate fastener is not com
patible with the material used in the cranio
plasty plate, corrosion of the fastener and 
plate may weaken the plate, causing the 
brain to be exposed to possible injury.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the cranioplasty plate fas
tener be classified into class II (per
formance standards).

The Commissioner has reviewed the 
Panel recommendation to classify 
cranioplasty plate fasteners into class 
II (performance standards) and has 
obtained additional data and informa
tion on the safety and effectiveness of 
the device. Tantalum, vitallium, and 
stainless steel "in the form of screws, 
metal wedges, and wire have been used 
to fasten cranioplasty plates to the 
skull. McFadden stresses that the 
chemical behavior of stainless steel 
wire will change if it is twisted or tied, 
and corrosion will ultimately occur 
(Refs. 1 and 2). He suggests that tan
talum wire be used if the wire is to be 
buried in tissue. Dispite wide use of 
the cranioplasty plate fastener in 
cranioplasty, FD A  has found no cases 
of complications directly associated 
with the cranioplasty plate fastener. It 
is, however, generally acknowledged 
that the fastener should be construct
ed of the same material as the cranio
plasty plate to avoid galvanic corro
sion (Refs. 1 and 2). The materials 
used for cranioplasty plate fasteners 
are generally regarded as biocompati
ble if handled properly (Refs. 1 
through 4).

The Commissioner believes that pre
market approval is not necessary for 
this implanted device because there is

sufficient information available to es
tablish a performance standard that 
will provide reasonable assurance of 
the safety and effectiveness of the 
device. The Commissioner also be
lieves that a performance standard is 
necessary for this device because gen
eral controls will not provide such as
surance.

R e f er e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (HFA-305), Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, and 
may be seen by interested persons, 
from 9 a.m. to 4 p.m., Monday through 
Friday.

1. McFadden, J. T., “Neurosurgical Metal
lic Implants,” Journal o f  Neurosurgical 
Nursing, 3:123-130,1971.

2. McFadden, J. T., “Metallurgical Princi
ples in Neurosurgery,” Journal o f Neurosur
gery, 31:373-385, 1968.

3. McFadden, J. T., “Tissue Reactions to 
Standard Neurosurgical Metallic Implants,” 
Journal o f  Neurosurgery, 36:598-603, 1972.

4. Timmons, R. L., “Cranial Defects and 
Their Repair,” in  “Neurological Surgery,” 
Vol. 2, Edited by J. R. Youmans, W. B. 
Saunders Co., Philadelphia, PA, pp. 993- 
1008, 1973.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5360 as follows:

§ 882.5360 Cranioplasty plate fastener.
(a ) Identification. A  cranioplasty 

plate fastener is a screw, wire, or other 
article made of tantalum, vitallium, or 
stainless steel used to secure a plate to 
the patient’s skull to repair a skull 
defect.

(b ) Classification. Class II (perform
ance standards).

Interested persons niay, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals^ 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.mi., Monday through 
Friday.

Dated: November 15,1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32944 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Fort M 2 ]

[Docket No. 78N-1089]

MEDICAL DEVICES

Classification of Lotion Temperature Monitors

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying lesion temperature moni
tors into class II (performance stand
ards). The FD A  is also publishing the 
recommendation of the Neurological 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class 
II is to provide for the future develop
ment of one or more performance 
standards to assure the safety and ef
fectiveness of the device. After consid
ering public comments, FD A  will issue 
a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amend
ments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef-, 
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D  20910, 301-427-7226.

SU PPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
lesion temperature monitors:

1. Identification: A lesion temperature 
monitor is a device used to monitor the 
tissue temperature at the site where a lesion 
(tissue destruction) is to be made when a 
surgeon uses a radiofrequency (RF) lesson 
generator and probe.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a high priority.

FEDERAL REGISTER, VOL. 43, NO. 229— TUESDAY, NOVEMBER 28, 1978



55714 PROPOSED RULES

3. Summary of reasons for recommenda
tion: The Panel recommends that the lesion 
temperature monitor be classified into class 
II (performance standards) because the sur
geon uses the device with a radiofrequency 
lesion generator to destroy selectively, for 
therapeutic purposes, very small parts of a 
patient’s brain, spinal cord, or other tissue. 
The Panel believes that the device needs to 
measure the temperature accurately and re
liably because the surgeon relies on the 
lesion temperature monitor to detect the 
temperature of the tissue at the lesion site 
so that the surgeon can control the amount 
of destruction. The Panel believes that gen
eral controls will not provide sufficient con
trol over these characteristics. The Panel 
believes that a standard will provide reason
able assurance of the safety and effective
ness of the device and that there is suffi
cient information to establish a standard to 
provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience.

5. Risks to health: Inappropriate sized le
sions. A temperature indication that is inac
curate or imprecise may lead the surgeon to 
form lesions that are too small or too large. 
Forming a lesion that is too small may not 
have the desired therapeutic benefit, and 
forming a lesion that is too large may de
stroy normal tissue and cause an undesired 
neurological deficit in the patient.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the lesion temperature 
monitors be classified into class II 
(performance standards). The Com
missioner believes that a performance 
standard is necessary for this device 
because general controls by them
selves are insufficient to control the 
risks to health. A  performance stand
ard would provide reasonable assur
ance of the safety and effectiveness of 
the device. The Commissioner also be
lieves that there is sufficient informa
tion to establish a standard to provide 
reasonable assurance of the safety and 
effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F by adding new 
§ 882.5500 as follows:

§ 882.5500 Lesion temperature monitor.
(a ) Identification. A  lesion tempera

ture monitor is a device used to moni
tor the tissue temperature at the site 
where a lesion (tissue destruction) is 
to be made when a surgeon uses a ra
diofrequency (R F ) lesion generator 
and probe.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish

ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32945 Filed 11-27-78; 8:45 am]

[4 1 10-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1090]

M ED IC A L DEVICES

Classification of Central N e rvo us System  fluid 
Shunts and Com ponents

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FJ)A) is issuing for 
public comment a proposed regulation 
classifying central nervous system 
fluid shunts and components into class 
II (performance standards). The FDA  
is also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d er a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTHER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
with respect to the classification cen
tral nervous system fluid shunts and 
components:

1. Identification: A central nervous system 
fluid shunt is a device or combination of de
vices used to divert fluid from the brain or 
other part of the central nervous system to 
an internal delivery site or an external re
ceptacle for the purpose of relieving elevat
ed intracranial pressure or fluid volume 
(e.g., due to hydrocephalus). Components of 
a central nervous system shunt include 
catheters, valved catheters, valves-, connec
tors, and other accessory components in
tended to facilitate use of the shunt or eval
uation of a patient with a shunt.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a high priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that central 
nervous system fluid shunts and their com
ponents be classified into class II (perform
ance standards) because there is sufficient 
information available to establish perform
ance standards that will assure the safety 
and effectiveness of these devices. Shunts 
have been used for many years to treat hy
drocephalus. Hydrocephalus is a condition, 
usually in children,, characterized by an ac
cumulation of cerebrospinal fluid (CSF) in 
the head. The CSF causes the head to en
large and may produce brain damage by 
fluid pressure. The Panel believes that the 
characteristics of central nervous system 
fluid shunts and their components are rea
sonably well established and that the condi
tions being treated are reasonably well un
derstood. Although the Panel believes that 
the materials that have been used in the 
device are generally regarded as safe, it rec
ommends establishment of standards to 
assure consistency in the composition of the 
materials. In addition, the panel believes it 
is important for the physician to know the 
pressure-flow characteristics of the valves 
used in shunts, to compare available valves, 
and to select the correct valve for a particu
lar patient. Accordingly, the Panel recom
mends that the manufacturers of shunt 
valves be required to state, in, standard 
form, the pressure-flow characteristics of 
their valves and to use standard test proce
dures to obtain measurements of those 
characteristics. The panel believes that gen
eral controls will not provide sufficient con
trol over the above characteristics. The 
Panel believes that a performance standard 
will provide reasonable assurance of the 
safety and effectiveness of devices in this 
category, which includes internal, totally 
implanted shunts: external temporary de
vices that drain CSF to an external recepta
cle; and components of both internal and 
external shunts. The Panel recommends 
that internal and external shunts and their

\ components be classified in a single classifi
cation regulation because the shunts share 
the same characteristics that should, be ad
dressed in performance standards and be
cause the components are used with a shunt
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as a system. The Panel notes that a stand
ard is being developed by the American So
ciety for Testing and Materials (ASTM) and 
recommends that this standard, when com
pleted, be adopted by the FDA.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their famil
iarity with the relevant literature on these 
devices and on testimony and advice from 
Dr. Larry page, a Panel consultant. There 
has been extensive literature published on 
these devices in the 27 years of their clinical 
use. The published literature shows that al
though use of shunts is associated with 
death rates and mental retardation rates 
that may seem high, these rates are much 
lower than those for patients with untreat
ed hydrocephalus. The death rate for pa
tients with untreated hydrocephalus is 40 to 
70 percent, compared with a death rate of 5 
to 35 percent for patients treated with ven
triculoatrial shunts (Ref. 1). The mental re
tardation rate among survivors with un
treated hydrocephalus is 50 to 85 percent 
compared with a mental retardation rate of 
20 to 50 percent among treated survivors 
(Ref. 1). The complications associated with 
these devices have been extensively report
ed in the literature and are well known to 
the Panel members.

5. Risks to health: (a) Abnormal intra
cranial pressure: Mechanical malfunction
ing of the shunt or its components (e.g., 
blockage of the catheter or valve) may 
result in elevated intracranial pressure and 
the return of symptoms of hydrocephalus, 
(b) Tissue toxicity: Adverse tissue reactions 
may result if the shunt or component mate
rials are not biocapatible. (c) Perforation of 
viscus: The tip of the catheter may punc
ture the bladder or other organs if the cath
eter material is too stiff, (d) Infection: In
fection may result if the shunt or its compo
nents are not sterile or introduce contami
nants into the patient.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the central nervous system 
fluid shunts and their components be 
classified into class II (performance 
standards).

The Commissioner has reviewed the 
Panel recommendation to classify cen
tral nervous system fluid shunts and 
their components into class II (per
formance standards) and has obtained 
additional data and information on 
the safety and effectiveness of these 
devices. Shunting devices have been 
used for several decades to treat hy
drocephalus and other conditions that 
result in an increased intracranial 
pressure because of an abnormal accu- • 
mulation of fluid in the bentricles 
(cavities) of the brain. If untreated, 
this condition usually results in death 
or sever mental retardation of the pa
tient.

Several methods of shunting have 
been used to relieve the pressure of 
excess cerebrospinal fluid (CSP). All 
methods consist of a catheter that di
verts the CSP, either to an external 
bag (external shunt) or to the blood 
stream or another part of the body

(internal shunt). An external shunt 
uses a catheter that drains the CSP  
from the ventricles of the brain into a 
colleciton bag outside the body and is 
used only for short-term applications. 
Internal shunts are, however, totally 
implanted catheters intended to be 
used for long-term (chronic) relief of 
hydrocephalus. The most popular 
methods of internal shunting are the 
ventriculoatrial shunt, which diverts 
CSP from the ventricles of the brain 
to the right atrium of the heart, 
where the CSP is released into the 
blood stream; and the 
ventriculoperitoneal shunt, which di
verts CSP from the ventricles of the 
brain to the peritoneal cavity, where it 
is reabsorbed by the body. Internal 
shunts have also been used, though 
less frequently, to divert CSF from the 
subarachnoid space of the spine to the 
peritoneal cavity (lumboperitoneal 
shunt) and from the ventricles of the 
brain to the pleural cavity (ventriculo- 
pleural shunt), the ureter (ventricu- 
loureteral shunt), and the thoracic 
lymph duct (ventriculolymphatic 
shunt).

A  study by Milhorat, described 
above in the panel recommendation, 
shows that shunting has significantly 
reduced the mortality and mental re
tardation resulting from hydrocepha
lus (Ref. 1). Numerous other reports 
have similarly verified that various 
forms of shunting are effective in re
lieving the often disastrous effects of 
elevated CSF pressure.

The obvious and undeniable benefits 
of this treatment have, however, been 
accompanied by a large number of 
complications. The complications vary 
depending upon the shunting tech
nique and the anatomical site to which 
the CSP is delivered. Complications 
common to most shunting techniques 
include obstruction or malfunction of 
the shunt, infection, and tissue reac
tion, e.g., formation of á fibrous 
sheath around the catheter or erosion 
of tissue over the shunt (Refs. 1, 5, 
and 7). Ventriculoatrial shunts have 
been associated with unique cardiopul
monary complications because of the 
placement of one end of the catheter 
in the blood stream. Among these 
complications are pulmonary emboli, 
caused by clotting at the catheter tip 
or by breakage or separation and re
lease of the catheter into the blood 
stream (Refs. 1, 2, and 3), and perfora
tion of the heart wall by the catheter 
tip (Refs. 1 and 3). In addition, glo
merulonephritis (inflammation of the 
kidneys) has also been reported in pa
tients with ventriculoatrial shunts 
(Ref. 4). Ventriculoperitoneal shunts 
also have been associated with unique 
complications, such as perforation of 
the bladder or other organs by the 
catheter tip (Refs. 8, 9, and 10), and 
development of inguinal (groin) her-

A '

nias (Ref. 8), intra-abdominal cysts 
(Refs. 6 and 8), and ascites (CSF col
lection in the abdominal cavity) (Ref. 
6). Lumboperitoneal shunts have been 
associated with scoliosis (deviation in 
the straightness of the spine), leg pain 
or atrophy, and restricted back move
ment (Refs. 11 and 12). There have 
been few reports on complications as
sociated with ventriculopleural, ventri- 
culoureteral, and ventriculolymphatic 
shunts because these methods are so 
rarely used. However, Milhorat be
lieves that removal of a kidney, which 
must precede use of a ventriculoure- 
teral shunt, is a procedure that pre
sents undue risk (Ref. 1).

The Commissioner believes that pre
market approval is unnecessary for 
these devices because there is suffi
cient information to establish a per
formance standard that will provide 
reasonable assurance of their safety 
and effectiveness. Although there are 
many complications associated with 
shunts, the Commissioner recognizes 
that shunts are generally used when 
no alternatives exist and that they 
have reduced the death and mental re
tardation rates associated with hydro
cephalus. Moreover, the Commissioner 
doubts that requirement premarket 
approval of these devices will improve 
the complication rate associated with 
their use.

The Neurological Device Classifica
tion Panel recommended that all cen
tral nervous system fluid shunts, both 
internal and external, and their com
ponents be classified into class II (per
formance standards), although FDA is 
proposing to adopt this recommenda
tion, the agency requests comments on 
whether it would instead classify each 
shunt component (e.g., catheters, 
valves, connectors, collection bags, 
etc.) separately from the classification 
of shunts. The Commissioner believes 
that it is possible that some of these 
components (e.g., collection bags for 
external shunts) could be classified 
more appropriately into class I.

The Commissioner also requests 
comments on whether the agency 
should classify shunts according to the 
technique used (internal or external) 
and the anatomical site to which the 
CSP is delivered, instead of classifying 
all shunts as a single product, as pro
posed. The Commissioner recognizes 
that, depending on the type of shunt 
used, there may be substantial differ
ences in the number and severity of 
complications. In addition, there is 
much more information available on 
the more common shunt techniques 
(e.g., ventriculoatrial shunts) than is 
available on other less frequently used 
shunts (e.g. ventriculolymphatic 
shunts).
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R e feren c es

The following information has been 
placed in the office of the Hearing 
Clerk (HFA-305), Food and Drug Ad
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, M D  20857, and may 
be viewed by interested persons, from 
9 a.m. to 4 p.m., Monday through 
Friday.

1. Milhorat, H.H., "Hydrocephalus and 
the Cerebrospinal Fluid,” Williams and Wil
kins Co., Baltimore, 1972, pp. 177-223.

2. Ignelzi, R. J. and W. M. Kirsch, 
“Follow-up analysis of Ventriculoperitioneal 
and Ventriculoatrial Shunts for Hydroce
phalus," Journal o f Neurosurgery, 42:679- 
682, 1975.

3. Hougen, T.J., et al., “Pulmonary Valvu
lar Dysfunction in Children with Ventricu- 
lovenous Shunts for Hydrocephalus: A Pre
viously Unreported Complication,” Pediat
rics, 55:836-841, 1975.

4. McKenzie, S.A. and K. Hyden, “Two 
Cases of ‘Shunt Nephritis’,” Pediatrics, 
54:806-808. 1974.

5. Becker, D. P. and F. E. Nulsen, “Control 
of Hydrocephalus by Valve-Regulated 
Venous Shunt: Avoidance of Complications 
in Prolonged Shunt Maintenance, ~“Jou mal 
o f Neurosurgery, 28:215-226, 1968.

6. Parry, S.W., et al., "Abdominal Pseudo
cysts and Ascites Formation after 
Ventriculoperitoneal Shunt Procedures,” 
Journal o f Neurosurgery, 43:476-479, 1975.

7. Sugar. O. and O.T. Bailey, "Subcutane
ous Reaction to Silicone in 
Ventriculoperitoneal Shunts,” .Journal o f 
Neurosurgery, 41:367-371, 1974.

8. Grosfield, J. L., et al., “Intraabdominal
Complications Following
Ventriculoperitoneal Shunt Procedures,” 
Pediatrics, 54:791-796, 1974.

9. Robertson, J.S., et al., 
“Ventriculoperitoneal Shunting for Hydro
cephalus,” British Medical Journal, 2:289- 
292, 1973.

10. Hoffman, H.S., et al., “New Lumboper
itoneal Shunt for Communicating Hydroce
phalus,” Journal o f  Neurosurgery, 44: 258- 
261, 1976.

11. Eisenberg, H. M., et al., "Lumboperi
toneal Shunts: A Review of 34 Cases,” Jour
nal o f Neurosurgery, 35:427-431, 1971.

12. Kushner, J., et al., "Kyphoscoliosis 
Following Lumbar Subarachnoid Shunts,” 
Journal o f Neurosurgery, 34:783-791, 1971.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5550 as follows:

§ 882.550 Central nervous system fluid 
shunt and components.

(a ) Identification. A  central nervous 
system fluid shunt is a device or com
bination of devices use to divert fluid 
from the brain or other part of the 
central nervous system to an internal 
delivery site or an external receptacle 
for the purpose of relieving elevated 
intracranial presssure or fluid volume 
(e.g„ due to hydrocephalus). Compo
nents of a central nervous system

shunt include catherters, valved cath
eters, valves, connectors, and other ac
cessory components intended to facili
tate use of the shunt or evaluation of 
a patient with a shunt.

(b ) Classification. Class II (per
formance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with' the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l i a m  F, R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc.78 32946 Filed 11 27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-109U 

MEDICAL DEVICES

Classification of Cranial Electrotherapy 
Stimulators

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying cranial electrotherapy 
stimulators into class III (premarket 
approval). The FDA is also publishing 
the recommendation of the Neurologi
cal Device Classification Panel that 
the device be classified into class III. 
The effect of classifying a device into 
class III is to provide for each manu
facturer of the device to submit to 
FDA a premarket approval application 
at a date to be set in a future regula
tion. Each application includes infor
mation concerning safety and effec
tiveness tests of the device. After con
sidering public comments, FD A  will 
issue a filial regulation classifying the 
device. These actions are being taken 
under the Medical Device Amend
ments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
.Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SU PPLEM ENTAR Y INFORMATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the Federal R egister provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Dévice Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
cranial electrotherapy stimulators:

1. Identification: A cranial electrotherapy 
stimulator is a device that applies electrical 
current to a patient’s head to treat insom
nia, depression, or anxiety.

2. Recommended classification: Class II 
(premarket approval). The Panel recom
mends that premarket approval for this 
device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that cranial 
electrotherapy stimulators be classified into 
class III (premarket approval) because satis
factory effectiveness has not been demon
strated. In addition, the Panel believes that 
it is not possible to establish an adequate 
performance standard for this device be
cause the characteristics of the electrical 
current necessary for effectiveness are not 
known. The Panel believes that général con
trols will not provide sufficient control over 
these characteristics. The Panel believes 
that the device present a potential unrea
sonable risk of illness or injury to the pa
tient if the practitioner relies on the device, 
and it is ineffective in treating the patient’s 
illness. The device, therefore, should be sub
ject to premarket approval to assure that 
manufacturers demonstrate satisfactory 
performance of the device and thus assure 
its safety and effectiveness.

At the Panel meeting of July 22-23, 1977, 
the Panel recommended that this device be 
classified into class II (performance stand
ards) if it is used to treat situational anxiety 
related to alcohol and drug addiction and 
class III (premarket approval) if it is used to 
treat insomnia, depression, or other condi-
tions. At that meeting, the Panel members 
stated that, although the published litera
ture does not support the effectiveness of 
this device for any conditions, the evidence 
that the device is effective in treating situa
tional anxiety related to alcohol or drug ad
diction is stronger than the evidence con
cerning treatment of other conditions for 
which the device has been prescribed. At a 
Panel meeting on January 13, 1978, howev
er, the Panel reassessed its recommendation 
on cranial electrotherapy stimulators and 
recommended that the device be classified 
into class HI (premarket approval) for all 
uses, including treatment of situational 
anxiety related to alcohol or drug addiction
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because the Panel members believe that 
there has been no clear demonstration of 
the effectiveness of this device for treating 
any conditions.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on testimony 
presented to the Panel and on the results of 
a study performed by the National Re
search Council (NRC) on the safety and ef
fectiveness of devices used for electroan
esthesia and electrosleep (Ref. 1). Drs. Ray 
Smith and Timothy Sharma presented the 
results of their studies of cranial electroth
erapy stimulation for detoxification of drug 
and alcohol addicts. These researchers 
stated that they believe this treatment to be 
more effective than other standard ap
proaches used to treat alcohol or drug ad
diction. They maintained that there have 
been virtually no reports of hazards or inju
ries associated with the treatment. However, 
after reviewing the results of 88 published 
studies on cranial electrotherapy stimula
tion, the NRC concluded that the device has 
not been shown to be effective in treating 
any of the conditions for which it is pre
scribed (Ref. 1). The NRC report found, 
hbwever, that the output current of the 
device is sufficiently low that there is little 
hazard to the patient from the current.

5. Risks to health: (a) Skin irritation: The 
electrodes or the conductive cream used 
with the electrodes may cause skin Irrita
tion. (b) Worsening of the condition being 
treated: If the device is not effective and the 
patient is not treated in a conventional 
manner, the patient’s psychological condi
tion may worsen.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the cranial electrotherapy 
stimulator be classified into class III 
(premarket appoval). The Commis
sioner believes that this device is for a 
use (treatment of insomnia, depres
sion, or anxiety) which is of substan
tial importance in preventing impair
ment of human health. Furthermore, 
the device presents a potential unrea
sonable risk of illness or injury to the 
patient if the practitioner uses it in
stead of conventional therapy to treat 
severe psychological conditions. He 
concurs that insufficient information 
exists to determine that general con
trols are insufficient to provide rea
sonable assurance of the safety and ef
fectiveness of the device, and he be
lieves that insufficient information 
exists to establish a performance 
standard that will provide such assur
ance.

R e f er e n c e s

The following information has been 
Placed in the office of the Hearing 
Clerk (HFA-305), Food and Drug Ad
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville; M D  20857, and may 
be seen by interested persons, from 9 
a.m. to 4 p.m., Monday through 
Friday.

‘An Evaluation of Electroanesthesia and 
Electrosleep,” National Research Council,

FDA Contract 70-22, Task Order No. 20 
(NTIS PB 241305).

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5800 as follows:

§ 882.5800 Cranial electrotherapy stimula
tor.

(a ) Identification. A  cranial elec
trotherapy stimulator is a device that 
applies electrical current to a patient’s 
head to treat insomnia, depression, or 
anxiety.

(b ) Classification. Class III (premar
ket approval).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with thé Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32947 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket NO. 78N-1092]

MEDICAL DEVICES

Classification of External Functunal 
Neuromuscular Stimulators

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is publishing for 
public comment a proposed regulation 
classifying external functional neuro
muscular stimulators into class II (per
formance standards). The FD A  is also 
publishing the recommendations of 
the Neurological Device Classification 
Panel and the Physical Medicine 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class 
II is to provide for future development 
of one or more performance standards 
to assure the safety and effectiveness 
of the device. After considering public

comments, FD A  will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Administrative Proceedings Staff/ 
Hearing Clerk’s Office (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, M D  
20857.
FOR FUR TH ER  INFORM ATION ' 
CONTACT:

James James R. Veale, Bureau of 
Medical Devices (HFK-430), Food 
and Drug Administration, Depart
ment of Health, Education, and W el
fare, 8757 Georgia Ave., Silver 
Spring, M D  20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere is this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel and the Physical Medicine 
Device Classification Panel, FD A  advi
sory committee, made the following 
recommendation with respect to the 
classification of external functional 
neuromuscular stimulators:

1. Identification: An external functional 
neuromuscular stimulator is an electrical 
stimulator that uses external electrodes for 
stimulating muscles in the leg and ankle of 
partially paralyzed patients (e.g., after 
stroke) to provide flexion of the foot and 
thus improve the patient’s gait.

2. Recommended classification: Class II 
(performance standards). The Neurological 
Device Classification Panel recommends 
that establishing performance standards for 
this device be a low priority. The Physical 
Medicine Device Classification Panel recom
mends that establishing performance stand
ards for this device be a high priority.

3. Summary of reasons for recommenda
tion: The Physical Medicine Device Classifi
cation Panel and the Neurological Device 
Classification Panel recommend that exter
nal functional neuromuscular stimulators 
be classified into class II (performance 
standards) because the device applies an 
electrical current to the patient’s body and 
both Panels believe that this current should 
be controlled to prevent injuring the pa
tient. Both Panels also believe that the per
formance characteristics of the device must 
be controlled to assure that the device is 
safe and effective for its use. The Physical 
Medicine Device Classification Panel also 
recommends that the device not be used on 
patients with cardiac pacemakers and that 
caution be exercised when it is used on pa
tients with anesthetized limbs. Both the 
Physical Medicine Device Classification 
Panel and the Neurological Device Classifi-
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cation Panel believe that general controls 
will not provide sufficient control over the 
above characteristics. Both Panels also be
lieve that a standard will provide reasonable 
assurance of the safety and effectiveness of 
the device and that there is sufficient infor
mation available to provide such assurance.

4. Summary of data on which the recom
mendation is based: The members of the 
Physical Medicine Device Classification 
Panel and the Neurological Device Classifi
cation Panel based their recommendation 
on their clinical experience with this device 
and with other external stimulators similar 
to this device.

5. Risks to health: The Physical Medicine 
Device Classification Panel identified the 
following risks to health: (a) Skin reactions: 
The conductive gel used for the electrodes 
may cause skin reactions, (b) Skin burns: 
The patient’s skin may be burned if the 
output current level is excessive or if the 
electrodes are too small. (c) Ineffectiveness 
of treatment: If the current level of the .sti
mulator is not sufficient or if the electrodes 
are not the proper size, the stimulation may 
be ineffective.

The Neurological Device Classification 
Panel identified the following risks to 
health: (a) Skin bums: The patient’s skin 
may be burned if the output current is ex
cessive or if the electrodes are too small, (b) 
Skin reactions: The patient’s skin may be ir
ritated at the electrode site because of the 
presence of the electrodes and the conduc
tive gel.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
recommendation of the Neurological 
Device Glassification Panel and the 
Physical Medicine Device Classifica
tion Panel and is proposing that the 
external functional neuromuscular sti
mulator be classified into class II (per
formance standards). The Commis
sioner believes that a performance 
standard is necessary for this device 
because general controls by them
selves are insufficient to control the 
risks to health. A  performance stand
ard would provide reasonable assur
ance of the safety and effectiveness of 
the device. The Commissioner also be
lieves that there is sufficient informa
tion to establish a standard to provide 
reasonable assurance of the safety and 
effectiveness of the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F by adding new 
§ 882.5810 as follows:

§ 882.5810 External functional neuromus
cular stimulator.

(a ) Identification. An external func
tional neuromuscular stimulator is an 
electrical stimulator that uses external 
electrodes for stimulating muscles in 
the leg and ankle of partially para
lyzed patients (e.g* after stroke) to 
provide flexion of the foot and thus 
improve the patient’s gait.

PROPOSED RULES

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Ad
ministrative Proceedings Staff/Hear
ing Clerk’s Office (HFA-305), Food 
and Drug Administration, Rm. 4-65, 
5600 Fishers Lane, Rockville, M D  
20857, written comments regarding 
this proposal. Four copies of all com
ments shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number 
found in brackets in the heading of 
this document. Received comments 
may be seen in the above office be
tween the hours of 9 a.m. and 4 p.m., 
Monday through Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32948 Filed 11-27-78; 8:45]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1093]

MEDICAL DEVICES

Classification of Implanted Cerebellar 
Stimulators

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying implanted cerebellar stimu
lators into class III (premarket ap
proval). The FD A  is also publishing 
the recommendation of the Neurologi
cal Device Classification Panel that 
the device be classified into class III. 
The effect of classifying a device into 
class III is to provide for each manu
facturer of the device to submit to 
FD A  a premarket approval application 
at a date to be set in a future regula
tion. Each application includes infor
mation concerning safety and effec
tiveness tests of the device. After con
sidering public comments, FD A  will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amend
ments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.

FOR  FURTH ER  INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORMATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of im
planted cerebellar stimulators:

1. Identification: An implanted cerebellar 
stimulator is a device used to stimulate elec
trically a patient’s cerebellar cortex for the 
treatment of intractable epilepsy, spasticity, 
and some movement disorders. The stimula
tor consists of an implanted receiver with 
electrodes that are placed on the patient’s 
cerebellum and an external transmitter for 
transmitting the stimulating pulses across 
the patient’s skin to the implanted receiver.

2. Recommended classification: Class III 
(premarket approval). The Panel recom
mends that premarket approval of this 
device be a high priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that this 
device be classified into class III (premarket 
approval) because it is an implanted device 
that involves a substantial risk to the pa
tient and there is not sufficient information 
available to establish a performance stand
ard that will assure its safety and effective
ness. The Panel also believes that there is 
not sufficient information available on this 
device to show that general controls are suf
ficient to assure its safety and effectiveness. 
Therefore, the device should be subject to 
premarket approval to assure that manufac
turers demonstrate satisfactory perform
ance of the device.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on extensive 
testimony and data received by the Panel 
from investigators and clinicians who have 
used the device. Because there is much dis
agreement among investigators as to the 
safety and effectiveness of the device, the 
Panel initially had difficulty deciding 
whether the device should be recommended 
for classification into class II or class III. 
The results of experimental studies on ani
mals to determine brain damage or other 
adverse effects caused by electrically stimu
lating the cerebellar cortex were reported to 
the Panel. Some investigators reported find
ing minimal or no brain damage caused by 
the stimulating current, while others re
ported distinct changes and damage to the 
cerebella of test animals. Investigators also 
reported results of studies concerning the 
effectiveness of the device in reducing the 
frequency of epileptic seizures and the 
degree of spasticity in patients. The investi
gators reported widely varying degrees of 
success in treating those disorders. The 
Panel concluded that insufficient informa
tion exists to establish a performance stand-
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ard that would assure the safety and effec
tiveness of this device. A summary of the 
testimony and data presented to the Panel 
by each investigator is contained in the min
utes of the Panel meetings of April 8-9, 1976 
and July 22-23, 1977. The minutes of those 
meetings may be obtained from the Hearing 
Clerk, Pood and Drug Administration, at 
the address given elsewhere in this docu
ment.

5. Risks to‘health: (a) Injury to neural 
tissue. The electrical current used for stimu
lation and the pressure that the electrodes 
exert on the brain tissue may cause injury 
to the brain, (b) Cerebrospinal fluid leak
age: The fluid that surrounds the brain may 
leak out where the electrode wires pass 
through the skull, (c) Tissue toxicity: The 
surface material of the implanted device, 
lead wires, or electrodes may contain mate
rial that is not biocompatible.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that implanted cerebellar sti
mulators be classified into class III 
(premarket approval). The Commis
sioner believes that the implanted 
cerebellar stimulator presents a poten
tial unreasonable risk of illness or 
injury to the patient because of the 
possibility of neural damage. Further
more, the device is for uses (reducing 
the severity and frequency of epileptic 
seizures, or reducing spasticity due to 
cerebral palsy) which are of substan
tial importance in preventing impair
ment of human health. The Commis
sioner concurs with the Panel* that in
sufficient information exists to deter
mine that general controls are suffi
cient to provide reasonable' assurance 
of the safety and effectiveness of the 
device, and he believes that insuffi
cient information exists to establish a 
performance standard that will pro
vide such assurance.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F by adding new 
§ 882.5820 as follows:

§ 882.5820 Implanted cerebellar stimula
tor.

(a) Identification. An implanted 
cerebellar stimulator is a device used 
to stimulate electrically a patient’s 
cerebellar cortex for the treatment of 
intractable epilepsy, spasticity, and 
some movement disorders. The stimu
lator consists of an implanted receiver 
with electrodes that are placed on the 
patient’s cerebellum and an external 
transmitter for transmitting the stim
ulating pulses across the patient’s skin 
to the implanted receiver.

(b) Classification. Class III (premar- 
fcet approval).

Interested persons may, on or before 
January 29, 1979, submit to the Hear-
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ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

CFR Doc. 78-32949 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Port 882]

[Docket No. 78N-1094]

MEDICAL DEVICES

Classification of Implanted Diaphragmatic/ 
Phrenic Nerve Stimulators

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying implanted diaphragmatic/ 
phrenic nerve stimulators into class 
III (premarket approval). The FD A  is 
also publishing the recommendations 
of two FDA advisory committees con
cerning these devices. The Neurologi
cal Device Classification Panel and the 
Anesthesiology Device Classification 
Panel both recommend that implanted 
diaphragmatic/phrenic nerve stimula
tors be classified into class III. The 
effect of classifying a device into class 
III is to provide for each manufacturer 
of the device to submit to FD A  a pre
market approval application at a date 
to be set in a future regulation. Each 
application includes information con
cerning safety and effectiveness tests 
of the device. After considering public 
comments, FD A  will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after its publication in 
the F e d e r a l  R e g is t e r .

ADDRESS: Written comments (pref
erably four copies) to the Hearing 
Clerk (HFA-305), Food and Drug Ad
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, M D  20857.
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FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring M D  
20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel and the Anesthesiology Device 
Classification Panel, FDA Advisory 
Committees, made the following rec
ommendations with respect to the 
classification of implanted diaphrag
matic/phrenic nerve stimulators:

1. Identification: An implanted diaphrag
matic/phrenic nerve stimulator is a device 
that provides electrical stimulation of a pa
tient’s phrenic nerve to contract the dia
phragm rhythmically and produce breath
ing in patients who have hyperventilation (a 
state in which an abnormally low amount of 
air enters the lungs) caused by brain stem 
disease, high cervical spinal cord injury, orv 
chronic lung disease. The stimulator con
sists of an implanted receiver with elec
trodes that are placed around the patient’s 
phrenic nerve and an external transmitter 
for transmitting the stimulating pulses 
across the patient’s skin to the implanted 
receiver.

2. Recommended classification: The Anes
thesiology Device Classification Panel and 
the Neurological Device Classification Panel 
recommend that this device be classified 
into class III (premarket approval). Both 
Panels recommend that premarket approval 
for this device be a high priority.

3. Summary of reasons for recommenda
tion: The Anesthesiology Device Classifica
tion Panel and the Neurological Device 
Classification Panel recommend that the 
implanted diaphragmatic/phrenic nerve sti
mulator be classified into class III (premar
ket approval) because the device is a life 
supporting implant that has been used by 
Only a limited number of clinical investiga
tors and is not a well-established medical 
procedure. Although the reported clinical 
results have been favorable, this device pre
sents a serious risk of injuring the patient’s 
phrenic nerve and thus causing permanent 
injury. At the Panel meeting of August 20- 
21, 1977, the Neurological Device Classifica
tion Panel recommended that this device be 
classified into class II (performance stand
ards because the Panel believed that the 
device has been shown to be safe and effec
tive. However, at the meeting of the Neuro
logical Device Classification Panel on April 
21, 1978, the Panel reassessed ifcf previous 
recommendation on this device and recom
mended that it be classified into class III 
(premarket approval) instead’ because the 
clinical results available were limited to one 
company’s device. The Panel did not believe 
that the results were sufficient to establish 
a performance standard for the device. The 
Panels do not believe that there is sufficient 
information to establish a performance 
standard that will provide reasonable assur-
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ance of the safety and effectiveness of the 
device. The Panels also believe that there is 
not sufficient information available on this 
device to show that general controls are suf
ficient to assure its safety and effectiveness. 
The device should, therefore, be subject to 
premarket approval to assure that manufac
turers demonstrate satisfactory perform
ance of the device and thus assure its safety 
and effectiveness.

4. Summary of data on which the recom
mendation is based: The Neurological 
Device Classification Panel members based 
their recommendation on their clinical ex
perience with this device and their knowl
edge of the medical literature published on 
the device. The Anesthesiology Device Clas
sification Panel members based their recom
mendation on a lack of medical data on 
which to judge the safety and effectiveness 
of the device.

5. Risks to health: The Neurological 
Device Classification Panel identified the 
following risks to health from this device, 
(a) Respiratory arrest: If the device fails or 
if the stimulation becomes ineffective, the 
patient may stop breathing, (b) Tissue tox
icity: The implanted stimulator, lead wires, 
or electrodes may contain material that is 
not biocompatible, (c) Injury to phrenic 
nerve: The patient’s phrenic nerve may be 
injured by excessive electrical current, im
proper electrodes, or surgical trauma. The 
Anesthesiology Device Classification Panel 
identified the following risks to health: (a) 
Hypoventilation: The patient may not be 
able to breathe sufficiently if the device 
fails, (b) Hyperventilation: The patient may 
be forced by the device to breathe too rapid
ly if the rate control on the device fails.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
recommendations of the Anesthesiolo
gy Device Classification Panel and the 
Neurological Device Classification 
Panel and is proposing that the im
planted diaphragmatic/phrenic nerve 
stimulator be classified into class III 
(premarket approval). The Commis
sioner believes that the device pre
sents a potential unreasonable risk of 
illness or injury to the patient, be
cause trauma to the patient’s phrenic 
nerve due to placement of the elec
trode around the nerve may cause per
manent injury that ifnpairs breathing. 
Furthermore, the device is an implant 
that is for a life-supporting use (pro
ducing or aiding breathing). The act 
requries the Commissioner to classify 
an implant or a life-supporting device 
into class III unless the Commissioner 
determines fhat premarket approval is 
not necessary to provide reasonable as
surance of the safety and effectiveness 
of the device. In this case, the Com
missioner has determined that pre
market approval is necessary. A l
though the reported clinical results 
with this device have been favorable 
(Ref. 1), the Commissioner concurs 
with the Panels that insufficient infor
mation exists on this implanted life
supporting device to determine that 
general controls are sufficient to pro
vide reasonable assurance of the

safety and effectiveness of the device, 
and he believes that insufficient infor
mation exists to establish a perform
ance standard that would provide such 
assurance. ^

R e f er e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (address above) and may be seen 
by interested persons, from 9 a.m. to 4 
p.m., Monday through Friday.

Glenn, W. W. L„ “Diaphragm Pacing: Pre
sent Status,” Pace 1:357-370, 1978.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5830 as follows:

§ 882.5830 Implanted diaphragmatic/ 
phrenic nerve stimulator.

(a ) Identification. An implanted dia
phragmatic/phrenic nerve stimulator 
is a device that provides electrical 
stimulation of a patient’s phrenic 
nerves to contract the diaphragm 
rhythmically and produce breathing 
in patients who have hyperventilation 
(a state in which an abnormally low 
amount of air enters the lungs) caused 
by brain stem disease, high cervical 
spinal cord injury, or chronic lung dis
ease. The stimulator consists of an im
planted receiver with electrodes that 
are placed around the patient’s 
phrenic nerve and an external trans
mitter for transmitting the stimulat
ing pulses across the patient’s skin to 
the implanted receiver.

(b ) Classification. Class III (premar
ket approval).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32950 Filed 11-27-78: 8:45 ami

[4110-03-M]
[21 CFR Part 882]

[Docket No. 78N-1095]

MEDICAL DEVICES

Classification of Implanted Intracerebral/ 
Subcortical Stimulators for Pain Relief

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying implanted intracerebral/ 
subcortical stimulators for pain relief 
into class III (premarket approval). 
The FD A  is also publishing the recom
mendation of the Neurological Device 
Classification Panel that the device be 
classified into class III. The effect of 
classifying a device into class III is to 
provide for each manufacturer of the 
device to submit to FDA a premarket 
approval application at a date to be set 
in a future regulation. Each applica
tion includes information concerning 
safety and effectiveness tests of the 
device. After considering public com
ments, FDA will issue a final regula
tion classifying the device. These ac
tions are being taken under ihe Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d er a l  R e g is te r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FURTH ER  INFORMATION  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORMATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ed e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of im
planted intracerebral/subcortical sti
mulator for pain relief:

1. Identification: An implanted intracere- 
bral/subcortical stimulators for pain relief 
is a device that applies electrical current to 
subsurface areas of a patient’s brain to treat 
severe intractable pain. The stimulator con-
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sists of an implanted receiver with elec
trodes that are placed within a patient’s 
brain and an external transmitter for trans
mitting the stimulating pulses across the pa
tient’s skin to the implanted receiver.

2. Recommended classification: Class III 
(premarket approval). The Panel recom
mends that premarket approval of this 
device be a high priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that this 
device be classified into class III (premarket 
approval) because it is an implanted device. 
In addition, although the Panel considered 
recommending that the device be classified 
into class II, it concluded that there is not 
sufficient information available to establish 
that the device is safe and effective for 
treating pain. Although some investigators 
report that they have had success with this 
technique, the Panel members express 
doubt that the results could be replicated by 
others. The electrodes of this device must 
penetrate the brain, and the Panel believes 
that this surgery involves a substantial risk 
to the patient. Although the reported clini
cal results with these devices have been fa
vorable, the Panel believes that sufficient 
information is not available to establish a 
performance standard for the device that 
will assure its safety and effectiveness. The 
Panel also believes that there is not suffi
cient information available on this device to 
show that general controls are sufficient to 
assure its safety and effectiveness. The 
device should, therefore, be subject to pre
market approval to assure that manufactur
ers demonstrate satisfactory performance of 
the device and thus assure its safety and ef
fectiveness.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience with this device and similar 
devices. In addition, the Panel members are 
familiar with the literature published on 
this device (Refs. 1, 2, and 3).

5. Risks to health: (a) Injury to neural 
tissue: The electrical current used for stimu
lation may damage the brain, (b) Hemor
rhage or physical disruption of neural 
tissue: The insertion of the device electrodes 
may sever blood vessels and destroy brain 
tissue, (c) Tissue toxicity: The materials 
used in the implanted portion of this device 
may be toxic to brain or other tissues, (d) 
Cerebrospinal fluid leakage: The fluid 
which surrounds the brain may leak out 
around the connecting wires of the device 
that penetrate the skull.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that the implanted intracerebral/ 
subcortical stimulator for pain relief 
be classified into class III (premarket 
approval). The Commissioner believes 
that this implanted device presents a 
potential unreasonable risk of illness 
or injury to the patient because of the 
possibility of neural damage. Further
more, the device is for a use (treat
ment of severe intractable pain) which 
is of substantial importance in pre
venting impairment of human health. 
The Commissioner concurs with the 
Panel that insufficient information 
exists to determine that general con
trols are sufficient to provide reason

able assurance of the safety and effec
tiveness of the device, and he believes 
that insufficient information exists to 
establish a performance standard that 
will provide such assurance.

R e f e r e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (address above), and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m., Monday through Friday.

1. Pudenz, R. H., “Adverse Effects of Elec
trical Energy Applied to the Nervous 
System,” Neurosurgery 1:190-191,1977.

2. Adams, J. E. and Y. Hosobuchi, “Session 
on Deep Brain Stimulation: Technique and 
Technical Problems,” Neurosurgery 1:196- 
199, 1977.

3. Richardson, D. E. and H. Akil, “Long 
Term Results of Periventricular Gray Self- 
Stimulation,” Neurosurgery 1:199-202, 1977.

Therefore, under the Federal Food, 
and Cosmetic Act (secs. 513, 701(a), 52 
Stat. 1055, 90 Stat. 540-546 (21 U.S.C. 
360c, 371(a))) and under authority del
egated to him (21 CFR 5.1), the Com
missioner proposes to amend Part 882 
in Subpart F  by adding new § 882.5840 
as follows:

§ 882.5840 Implanted intracerebral/sub- 
cortical stimulator for pain relief

(a ) Identification. An implanted in- 
tracerebral/subcortical stimulator for 
pain relief is a device that applies elec
trical current to subsurface areas of a 
patient’s brain to treat severe intracta
ble pain. The stimulator consists of an 
implanted receiver with electrodes 
that are placed within a patient’s 
brain and an external transmitter for 
transmitting the stimulating pulses 
across the patient’s skin to the im
planted receiver.

(b ) Classification. Class III (premar
ket approval).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32951 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Port 882]

[Docket No. 78N-1096]

MEDICAL DEVICES

Classification of Implanted Spinal Cord 
- Stimulator* for Bladder Evacuation

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying implanted spinal cord sti
mulators for bladder evacuation into 
class III (premarket approval). The 
FD A  is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class III. The effect of 
classifying a device into class III is to 
provide for each manufacturer of the 
device to submit to FD A  a premarket 
approval application at a date to be set 
in a future regulation. Each applica
tion includes information concerning 
safety and effectiveness tests of the 
device. After considering public com
ments, FDA will issue a final regula
tion classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATE: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FUR TH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D  20910, 301-427-7226.

SU PPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of im
planted spinal cord stimulators for 
bladder evacuation:

1. Identification: An implanted spinal cord 
stimulator for bladder evacuation is an elec
trical stimulator used to empty the bladder 
of a paraplegic patient who has a complete 
transection of the spinal cord and who is
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unable to emplty his or her bladder by 
reflex means or by the intermittent use of 
catheters. The stimulator consists of an im
planted receiver with electrodes that are 
placed on the conus medullaris portion of 
the patient’s spinal cord and an external 
transmitter for transmitting the stimulating 
pulses across the patient’s skin to the im
planted receiver.

2. Recommended classification: Class III 
(premarket approval). The Panel recom
mends that premarket approval of this 
device be a high priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that this 
device be classified into class III (premarket 
approval) because it is an implanted device, 
and there is not sufficient information 
available to establish a performance stand
ard that will assure its safety and effective
ness. At the Panel meeting of August 20-21, 
1977, the Panel recommended that this 
device be classified into class II (perform
ance standards) because the device is similar 
in design to the implanted spinal cord sti
mulator for pain relief which the Panel rec
ommended "to be classified into class II. 
However, on April 21, 1978 the Panel reas
sessed its recommendation on implanted 
spinal cord stimulators for bladder evacua
tion and recommended that they be classi
fied into class EH (premarket approval) be- 
cuase the device has been successfully ap
plied in only a small number of patients, 
and virtually all those patients were treated 
by one physician using a device manufac
tured by one company. Although the report
ed clinical results with those patients has 
been favorable, the Panel believes that 
there is not enough information to establish 
a performance standard for the device that 
will assure it« safety and effectiveness. The 
Panel also believes that there is not suffi
cient information available on this device to 
show that general controls are sufficient to 
assure its safety and effectiveness. The 
device should, therefore, be subject to pre- 
market approval to assure that manufactur
ers demonstrate satisfactory performance, of 
the device and thus assure its safety and ef
fectiveness.

4. Summary of data on which the recom
mendation is based: The panel members 
based their recommendation on information 
supplied by Dr. Blaine Nashold, one of the 
Panel members, who has been one of the 
primary individuals engaged in the develop
ment of the device. Dr. Nashold reported 
that he has implanted the device in a small 
group of paraplegic patients. Six of the 12 
patients have been successfully emptying 
their bladders by this method for the past 5 
years (Ref. 1).

Risks to health: (a) Injury to neural 
tissue: Tissue fibrosis may develop around 
the electrode on the spinal cord and cause a 
diminished response to the electrical stimu
lus. (b) Tissue toxicity: The implanted sti
mulator, lead wires, or electrodes may con
tain material which is not biocompatible, (c) 
Cerebrospinal fluid leakage: The fluid that 
surrounds the spinal cord might leak out 
around the receiver wires.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel recommendation and is propos
ing that implanted spinal cord stimu
lators for bladder evacuation be classi
fied into class III (premarket approv
al). The Commissioner believes that

the device presents a potential unrea
sonable risk of illness or injury, be
cause of the possibility of neural 
damage. Furthermore, the Commis
sioner believes that this implanted 
device is for a use (bladder evacuation 
in paraplegic patients) which is of sub
stantial importance in preventing im
pairment of human health. The act re
quires the Commissioner to classify an 
implant into class III unless the Com
missioner determines that premarket 
approval is not necessary to provide 
reasonable assurance of the safety and 
effectiveness of the device. In this 
case, the Commissioner has deter
mined that premarket approval is nec
essary. The Commissioner concurs 
with the Panel that insufficient infor
mation exists to determine that gener
al controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device, and he be
lieves that insufficient information 
exists to establish a performance 
standard that will provide such assur
ance.

R e f er e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (address above) and may be seen 
by interested persons, from 9 a.m. to 4 
p.m., Monday through Friday.

1. Nashold, B. S., et al„ “Operative Stimu
lation of the Neurogenic Bladder,” Proceed
ings of the Symposium on the Safety and 
Clinical Efficacy of Implanted Neuroaug- 
mentive Devices, Neurosurgery, 1:218-220, 
1977.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 is Subpart F by adding New 
§ 882.5850 as follows:

§ 882.5850 Implanted spinal cord stimula
tor for bladder evacuation.

(a ) Identification. An implanted 
spinal cord stimulator for bladder 
evacuation is an electrical stimulator 
used to empty the bladder of a para-v 
plegic patient who has a complete 
transection of the spinal cord and who 
is unable to empty his bladder by 
reflex means or by the intermittent 
use of catheters. The stimulator con
sists of an implanted receiver with 
electrodes that ai»e placed on the 
conus medullaris portion of the pa
tient’s spinal cord and an external 
transmitter for transmitting the stim
ulating pulses across the patient’s skin 
to the implanted receiver.

(b ) Classification. Class III (premar
ket approval).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish

ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15,1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32952 filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR PART 8821 

[Docket No. 78N-1097]

MEDICAL DEVICES

Classification of Implanted Neuromuscular 
Stimulators

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying implanted neuromuscular 
stimulators into class III (premarket 
approval). The FD A  is also publishing 
the recommendation of the Neurologi
cal Device Classification Panel that 
the device be classified into class III 
and the recommendation of the Or
thopedic Device Classification Panel 
that the device be classified into class 
II. The effect of classifying a device 
into class III is to provide for each 
manufacturer of the device to submit 
to FDA a premarket approval applica
tion at a date to be set in a future reg
ulation. Each application includes in
formation concerning safety and effec
tiveness tests of the device. The effect 
of classifying a device into class II is to 
provide for future development of one 
or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F ed er a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.
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FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D 20910,^01-427-7226.

SUPPLEM ENTARY INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F ed er a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel and the Orthopedic Device Clas
sification Panel, FDA advisory com
mittees, made the following recom
mendations with respect to the classi
fication of implanted neuromuscular 
stimulators:

1. Identification: An implanted neuromus
cular stimulator is a device that provides 
electrical stimulation to a patient’s peroneal 
or femoral nerve to cause muscles in the leg 
to contract, thus improving the gait in a pa
tient with a paralyzed leg. The stimulator 
consists of an implanted receiver with elec
trodes that are placed around a patient’s 
nerve and an external transmitter for trans
mitting the stimulating pulses across the pa
tient’s skin to the implanted receiver. The 
external transmitter is activated by a switch 
in the heel of the patient’s shoe.

2. Recommended classification: The Or
thopedic Device Classification Panel recom
mends that this device be classified into 
class II (performance standards) and that 
establishing a performance standard for

•this device be a high priority. The Neuro
logical Device Classification Panel recom
mends that this device be classified into 
class III (premarket approval) and that pre
market approval for the device be a high 
priorityr-

3. Summary of reasons for recommenda
tion: The Orthopedic Device Classification 
Panel recommends that this device be classi
fied into class II (performance standards) 
because the device uses materials that are 
implanted and should be controlled. This 
Panel believes that use of this device is con
traindicated in patients with cardiac pace
makers because of the possibility that the 
stimulator may interfere with the operation 
of the pacemaker. The Orthopedic Device 
Classification Panel further recommends 
that the device be restricted to sale by or on 
the order of a physician. The Panel believes 
that general controls would not provide suf
ficient control over these characteristics. 
The Panel also believes that a standard will 
provide reasonable assurance of the safety 
and effectiveness of the device and that 
there is sufficient information to establish a 
standard to provide such assurance.

The Neurological Device Classification 
Panel recommends that the implanted neu
romuscular stimulator be classified into 
class III (premarket approval) because the 
device is a surgical implant that has been 
used on only a limited number of patients. 
At the Panel meeting of August 20-21, 1977, 
the Neurological Device Classification Panel 
recommended that the device be classified 
«to  class II (performance standards) be
cause the Panel at that time believed the

device had been shown to be safe and effec
tive. However, at the meeting of the Neuro
logical Device Classification Panel on April 
21, 1978, the Panel reassessed its previous 
recommendation on this device and recom
mended that it be classified into class III 
(premarket approval) instead because the. 
clinical results available were limited to one 
company’s device which had been used on 
only a few patients. The Neurological 
Device Classification Panel does not believe 
that there is sufficient information availa
ble to establish a performance standard 
that will provide reasonable assurance of 
the safety and effectiveness of the device. 
The Panel also believes that there is not 
sufficient information available on this 
device to show that general controls alone 
are sufficient to assure its safety and effec
tiveness. The device should, therefore, be 
subject to premarket approval to assure 
that manufacturers demonstrate satisfac
tory performance of the device and thus 
assure its safety and effectiveness.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their per
sonal knowledge of the device, the potential 
hazards associated with the device, the per
tinent literature (Ref. 1), and their clinical 
experience with the device.

5. Risks to health: The Orthopedic Device 
Classification Panel identified the following 
risks to health: (a) Adverse tissue response: 
The materials used in the device may cause 
a toxic or adverse reaction in the surround
ing tissue, (b) Infection: There is an in
creased risk of sepsis associated with the 
presence of a foreign object implanted in 
the body.

The Neurological Device Classification 
Panel identified the following risks to 
health: (a) Injury to the nerve: The pres
ence of the electrode or the output current 
may injure the peroneal or femoral nerve, 
(b) Tissue toxicity: The implanted stimula-' 
tor, lead wires, or electrodes may contain 
material that is not biocompatible.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
recommendation of the Neurological 
Device Classification Panel and is pro
posing that the implanted neuromus
cular stimulator be classified into class 
III (premarket approval). The Com
missioner does not agree with the Or
thopedic Device Classification Panel 
that sufficient information is available 
on this device to establish a perform
ance standard that will assure the 
safety and effectiveness of the device. 
The Commissioner notes that there 
are only limited clinical data available 
on this device, and most of the data 
are from one medical center using a 
device manufactured by one company. 
A recent publication states -that only 
31 patients have had the device im
planted to improve their walking (Ref. 
2). The Commissioner believes that 
the device presents a potential unrea
sonable risk of illness or injury to the 
patient, because of the possibility of 
nerual damage. Furthermore, the 
device is an implant for a use (improv
ing the gait in a patient with a para
lyzed leg) which is of substantial im

portance in preventing impairment of 
human health. The act requires the 
Commissioner to classify an implant 
into class III unless the Commissioner 
determines that premarket approval is 
not necessary to provide reasonable as
surance of the safety and effectiveness 
of the device. In this case, the Com
missioner has determined that pre
market approval is necessary. There
fore, the commissioner concurs with 
the Neurological Device Classification 
Panel that insufficient information 
exists on this implanted device to de
termine that general controls are suf
ficient to provide reasonable assurance 
of the safety and effectiveness of the 
device, and the Commissioner believes 
that insufficient information exists to 
establish a performance standard that 
would provide such assurance.

The following information has been 
placed in the office of the hearing 
Clerk (address above) and may be seen 
by interested persons, from 9 a.m. to 4 
p.m., Monday through Friday.

References

1. National Academy of Sciences, “Clinical 
Evaluation of Rancho Los Amigos/Med- 
tronic Implanted Neuromuscular Assist 
Device,” Committee on Prosthetic Research 
and Development, In Press, 1976.

2. McNeal, D. R., et al„ "Experience with 
Implanted Electrodes, ” Proceedings of the 
symposium on the Safety and clinical Effi
cacy of Implanted Neuroaugmentive De
vices, Neurosurgery, 1:228-229, 1977.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him 21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5860 as follows:

§882.5860 Implanted neuromuscular sti
mulator.

(a ) Identification. An implanted 
neuromuscular stimulator is a device 
that provides electrical stimulation to 
a patient’s peroneal or femoral nerve* 
to cause muscles in the leg to contract, 
thus improving the gait in a patient 
with a paralyzed leg. The stimulator 
consists of an implanted receiver with 
electrodes that are placed around a pa
tient’s nerve and an external transmit
ter for transmitting the stimulating 
pulses across the patient’s skin to the 
implanted receiver. . The external 
transmitter is activated by a switch in 
the heel in the patient’s shoe.

(b ) Classification. Class III (premar
ket approval).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals
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may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32953 Filed 11-27-78; 8:45]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1098]

MEDICAL DEVICES

Classification of Im planted Peripheral N e rve  
Stimulators For Pain Relief

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying implanted peripheral nerve 
stimulators for pain relief into class II 
(performance standards). The FDA is 
also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes^ that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d er a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-6.5, 5600 
Fishers Lane, Rockville, M D  20857. 
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SU PPLEM ENTAR Y INFORM ATION: 
P a n e l  R e c o m m e n d a t io n

A proposal elsewhere is this issue of 
the F e d e r a l  R e g is t e r  provides back
ground inform atio n concerning the de

velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, on FDA advisory committee, 
made the following recommendation 
with respect to the classification of im
planted peripheral nerve stimulators 
for pain relief:

1. Identification: An implanted peripheral 
nerve stimulator for pain relief is a device 
that is used to stimulate electrically a pe
ripheral nerve in a patient to relieve severe 
intractable pain. The stimulator consists of 
an implanted receiver with electrodes that 
are placed around a peripheral nerve and an 
external transmitter for transmitting the 
stimulating pulses across the patient’s skin 
to the implanted receiver.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that performance standards for this 
device be a high priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that this 
device be classified into class II (perform
ance standards) because the performance of 
the device should be controlled to avoid 
injury to the nerve that is stimulated and 
because the implanted materials used in the 
device should be required to be biocompati
ble. The Panel believes that general controls 
will not provide sufficient control over these 
characteristics. The Panel believes that pre
market approval is not necessary for this 
implanted device because a standard will 
provide reasonable assurance of the safety 
and effectiveness of the device, and there is 
sufficient information to establish a stand
ard to provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their per
sonal clinical experience with.these devices 
and their familiarity with the relevant lit
erature.

5. Risks to health: (a) Injury to, neural 
tissue: The nerve that is stimulated may be 
damaged by the presence of the electrode or 
by the output current from the device, (b) 
Tissue toxicity: The implanted stimulator, 
lead wires, or electrodes may contain mate
rial that is not biocompatible.

P roposed Classification

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the implanted peripheral 
nerve stimulator for pain relief be 
classified into class II (performance 
standards).

The Commissioner has reviewed the 
Panel recommendation to classify im
planted peripheral nerve stimulators 
for pain relief into class II (perform
ance standards) and has obtained addi
tional data and information on the 
safety and effectiveness of the device. 
Electrical stimulation of peripheral 
nerves has been used to relieve chronic 
intractable pain, produced primarily 
by trauma or injury to nerves. The 
device consists of electrodes that are 
placed around a peripheral nerve in a 
patient and connected by lead wires to 
a receiver that is placed in a conve
nient spot just under the skin. The 
stimulating pulses are transmitted 
acress the skin to the receiver by ah

external radiofrequency transmitter 
and an antenna that is placed on the 
skin over the receiver.

The major benefit of using this 
device is that patients with chronic in
tractable pain may be able to reduce 
their pain to such an extent that they 
can reduce or eliminate the use of an
algesic drugs. Several authors have re
ported that peripheral nerve stimula
tion provides significant relief to pa
tients with chronic intractable pain. 
This technique has been reported to 
be effective in about 55 percent of the 
patients on whom it was attempted 
(Refs. 1, 2, 3, and 4). The most 
common nerves that are stimulated 
are the sciatic, ulnar, occipital, and 
femoral nerves. There have been few 
reports of complications involving this 
technique. Picaza (Ref. 1) reports that 
the most common complication in 37 
patients followed for 12 to 46 months 
was tenderness at the receiver implan
tation site or at the electrode site. He 
also reports two cases of formation of 
neuroma (a small tumor on the nerve) 
at the electrode site. Picaza cautions, 
however, that implanted stimulators 
should be used only in those cases 
where continued stimulation is neces
sary for long periods of time, because 
patients often can obtain satisfactory 
relief by using external transcutan
eous stimulation.

The Commissioner believes that pre
market approval is not necessary for 
this implanted device because there is 
sufficient information available to es
tablish a performance standard that 
will provide reasonable assurance of 
the safety and effectiveness of the 
device. The Commissioner also be
lieves that a performance standard is 
necessary of this device because gener
al controls will not provide such assur
ance.

R e f er e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (HFA-305), Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, and 
may be viewed by interested persons, 
from 9 a.m. to 4 p.m., Monday through 
Friday.

1 Picaza, J. A et al., “Pain Suppression: 
Chronic Effects, ” Proceedings of the sym
posium on the Safety and Clinical Efficacy 
of Implanted Neuroaugmehtive Devices, 
Neurosurgery, 1:226-227, 1977.

2. Nashold, B. S. and J. L. Goldner, “Elec
trical Stimulation of Peripheral nerves for 
Relief of Intractable Chronic Pain,” Medi
cal Instrumentation, 9:224-225, 1975.

3. Erickson, D. and S. Chou, “Implantable 
Electrical Devices for pain Relief,” Minneso
ta Medicine, bl:2\Q-2\2, 1974.

4. Long, D. M., “Electrical Stimulation for 
Relief of Pain from Chronic Nerve Injury,” 
Journal of Neurosurgery, 39:718-722, 1973.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 105&, 90 Stat. 540-546
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(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5870 as follows:

After considering public comments, 
FDA will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.

damaged by the presence of the electrodes 
or by the output current from the device, 
(b) Tissue toxicity: The implanted stimula
tor, lead wires, or electrodes may contain 
material that is not biocompatible, (c) Cere
brospinal fluid leakage: The fluid which sur
rounds the spinal cord (cerebrospinal fluid) 
may leak out around the electrode lead 
wires.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the implanted spinal cord 
stimulator for pain relief be classified 
into class II (performance standards).

The Commissioner has reviewed the 
Panel’s recommendation to classify 
implanted spinal cord stimulators for 
pain relief into class II (performance 
standards) and has obtained additional, 
data and information on the safety 
and effectiveness of the device. Elec
trical stimulation of the spinal cord 
for relief of pain has been used by nu
merous clinicians since the technique 
was introduced in the 1960’s. The stim
ulation apparatus consists of elec
trodes that are placed at the desired 
location on the patient’s spinal cord 
and connected by wires to a receiver 
that is located in a convenient spot 
just under the skin. The stimulating 
pulses are transmitted across the skin 
to the receiver by an external radiofre
quency transmitter and an antenna 
that is placed on the skin over the re
ceiver. The major benefit of using this 
device is that patients with chronic in
tractable pain may be able to reduce 
their pain to such an extent that they 
are able to reduce or eliminate the use 
of analgesic drugs.

The placement of the device’s elec
trodes on the spinal cord has been an 
important factor in the complication 
rates for this device. Electrodes are 
usually placed on the dorsal (back) 
side of the spinal cord either within 
the dura (the outer membrane sur
rounding the spinal cord), below the 
dura, or below the arachnoid mem
brane of the spinal cord (Ref. 1). 
These methods require major surgery 
to implant the electrodes. Recently, a 
technique has been used where the 
electrodes are inserted .through a 
needle into the epidural (outside or on 
the dura) space, thus greatly reducing 
the necessary surgery (Refs. 1, 2, and 
3).

The reported long-term, good-to-ex- 
cellent results obtained with implant
ed spinal cord stimulators for treating 
pain has varied from about 17 percent 
(Ref. 4) to over 80 percent (Refs. 3 and
5). Generally, however, the device has 
been reported to be effective in about 
40 to 60 percent of the patients treat
ed (Refs. 1, 2, 6, 7, and 8). Nashold ob
served that effectiveness of the device 
in his group tended to decrease with 
time, while the level of stimulation re
quired for effectiveness tended to in-

§ 882.5870 Implanted peripheral nerve sti
mulator for pain relief.

(a) Identification. An implanted pe
ripheral nerve stimulator for pain 
relief is a device that is used to stimu
late electrically a peripheral nerve in a 
patient to relieve severe intractable 
pain. The.stimulator consists of an im
planted receiver with electrodes that 
are placed around a peripheral nerve 
and an external transmitter for trans
mitting the stimulating pulses across 
the patient’s skin to the implanted re
ceiver.

(b) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shah be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32954 Filed 11-27-78: 8:45]

[4110-03-M ]

[21 CFR Part 8821 

[Docket No. 78N-1099]

MEDICAL DEVICES

Classification of Implanted Spinal Cord 
Stimulators for Pain Relief

AGENCY: Food and Drug Administra
tion.

ACTION: Proposed Rule,
SUMMARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying implanted spinal cord sti
mulators for pain relief into class II 
(performance standards). The FD A  is 
also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device.

DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposed that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-30), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SU PPLEM ENTAR Y INFORM ATION:

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of im
planted spinal cord stimulators for 
pain relief:

1. Identification: An implanted spinal cord 
stimulator for pain relief is a device that is 
used to stimulate electrically a patient’s 
spinal cord to relieve severe intractable 
pain. The stimulator consists of an implant
ed receiver with electrodes that are placed 
on the patient’s spinal cord and an external 
transmitter for transmitting the stimulating 
pulses across the patient’s skin to the im
planted receiver.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a high priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that this 
device be classified into class II (perform
ance standards) because the performance of 
the device should be controlled to avoid in
juring the patient’s spinal cord and because 
the implanted materials used in the device 
should be required to be biocompatible. The 
Panel believes that general controls will not 
provide sufficient control over these charac
teristics. The Panel believes that premarket 
approval is not necessary for this implanted 
device because a standard will provide rea
sonable assurance of the safety and effec
tiveness of the device, and there is sufficient 
information to establish a standard to pro
vide such assurance.

4. Summary of data on which the recom
mendation is abased: The Panel members 
based their recommendation on their per
sonal clinical experience with this device 
and their knowledge of the relevant litera
ture.

5. Risks to health: (a) Injury to neural 
tissue: The patient’s spinal cord may be
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crease with time (Ref. 7). Virtually all 
authors agree, however, that the key 
to successful application of the device 
is careful selection of the patients on 
whom it is used.

Complications or problems with 
spinal cord stimulation have been re
ported by several investigators. Fox 
lists 26 problems or comments that 
were reported to him in his survey of 
10 neurosurgeons who used these de
vices (Ref. 1). Others have also report
ed a variety of problems. The compli
cations reported include spinal cord 
compression or injury by the elec
trode, resulting in transient paralysis 
(Refs. 1, 2, 6, 8, and 9); leakage of cere
brospinal fluid around the lead wires 
(Refs. 1, 7, and 8); thickening of the 
arachnoid membrane of the spinal 
Cord (Refs. 1 and 7); rejection of the 
implant or tissue reaction (Refs. 2 and 
8); and infection (Ref. 1). Grillo, et al. 
reported one case where the patient 
was temporarily paralyzed when bleed
ing occurred beneath a subarachnoid 
electrode 18 months after it was im
planted (Ref. 9).

The Commissioner believes that pre
market approval is not necessary for 
this implanted device because there is 
sufficient information available to es
tablish a performance standard that 
will provide reasonable assurance of 
the safety and^jeffectiveness of the 
device. The Commissioner also be
lieves that a performance standard is 
necessary for this device because gen
eral controls will not provide such as
surance.

The following information has been 
placed in the office of the Hearing 
Clerk (address above) and may be seen 
by interested persons, from 9 a.m. to 4 
p.m., Monday through Friday.

References

1. Fox, J. L., "Problems Encountered with 
Implanted Electrodes for Dorsal Column 
Stimulation for Pain,” in  “Functional Elec
trical Stimulation,” Edited by F. T. Ham- 
brecht and J. R. Reswick, Marcel Dekker, 
Inc., New York, pp. 459-463, 1977.

2. Burton, C. V., ‘‘Safety and Clinical Effi
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the Safety and Clinical Efficacy of Implant
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on the Safety and Clinical Efficacy of Im
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Spinal Cord for relief of Intractable Pain,” 
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7. Nashold, B. S., “Dorsal Column Stimu
lation for Control of Pain: A Three-Year 
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8. Sweet, W. H. and J. G. Wepsic, “Stimu
lation of the Posterior Columns of the 
Spinal Cord for Pain Control: Indications, 
Technique and Results,” Clinical Neurosur
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9. Grillo, P. J., et al., ‘‘Delayed Intraspinal 
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tion For Pain,” Archives o f Neurology, 
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Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5880 as follows:

§ 882.5880 Implanted spinal cord stimula
tor for pain relief. *

(a ) Identification. An implanted 
spinal cord stimulator for pain relief is 
a device that is used to stimulate elec
trically a patient’s spinal cord to re
lieve severe intractable pain. The sti
mulator consists of an implanted re
ceiver with electrodes that are placed 
on the patient’s spinal cord and an ex
ternal transmitter for transmitting the 
stimulating pulses across the patient’s 
skin to the implanted receiver.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR Doc. 78-32955 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1100]

MEDICAL DEVICES

Classification of Transcutaneous Electrical 
Nerve Stimulators for Pain Relief

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.

SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying transcutaneous electrical 
nerve stimulators for pain relief into 
class II (performance standards). The 
FD A  is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FD A  will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FURTH ER  INFORM ATION  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education) and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORMATION:

P a n e l  R e c o m m e n d a t io n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
transcutaneous electrical nerve stimu
lators for pain relief:

1. Identification: A transcutaneous electri
cal nerve stimulator for pain relief is a 
device used to apply an electrical current to 
electrodes on a patient’s skin to treat pain.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a high priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that transcu
taneous electrical nerve stimulators for pain 
relief be classified into class II (performance 
standards) because the patient may be in
jured if the device is used incorrectly or if 
the output current is excessive. The Panel 
believes that general controls will not pro
vide sufficient control over these character
istics. The Panel believes that a standard 
will provide reasonable assurance of the 
safety and effectiveness of the device and 
that there is sufficient information to estab
lish a standard to provide such assurance.
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4. Summary of data on which the recom
mendation is based; The Panel members 
based their recommendation on their exten
sive personal clinical experience with this 
device, data presented by experts in the use 
of the device, and a review of the relevant 
literature on the device. A summary of the 
literature reviewed was prepared by the 
Panel (Ref. 1). Users of transcutaneous elec
trical nerve stimulator devices have report
ed that long-term <1 year or more) effective
ness of this device in treating pain is about 
25 to 30 percent for selected patients who 
have intractable chronic pain. The best re
sults were obtained on patients who had 
chronic low back pain, phantom limb pain, 
and pain of osteoarthritis. The literature 
contains no reports of mortalities caused by 
this device. *

5. Risks to health: (a) Bums. The patient’s 
skin may be burned if the output current 
levels are excessive or if the electrodes are 
too small, (b) Skin reactions. The conduc
tive cream or gel used with the electrodes or 
the presence of the electrodes on the skin 
may cause adverse skin reactions.

P r o po sed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the transcutaneous electri
cal nerve stimulator for pain relief be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces
sary for this device because general 
controls by themselves are insufficient 
to control the risks to health. A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety and effectiveness of the 
device.

R e f er e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (HFA-305), Food and Drug Ad
ministration, Rm. 4-65, 5600 Fishers,. 
Lane, Rockville, M D  20857, and may 
be seen by interested persons, from 9 
a.m. to 4 p.m„ Monday through 
Friday..

1. “Report on the Findings and Recom
mendations on Transcutaneous Electrical 
Nerve Stimulation for Pain Relief,” pre
pared by the Panel on Review of Neurologi
cal Devices, Food and Drug Administration, 
February 1976.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5890 as follows:

§ 882,5890 Transcutaneous electrical nerve 
stimulator for pain relief.

(a) Identification. A  transcutaneous 
electrical nerve stimulator for pain

PROPOSED RULES

relief is -a device used to apply an elec
trical current to electrodes on a pa
tient’s skin to treat pain,

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with- the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W il l ia m  F . R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-32956 Filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 8821 

[Docket No. 78N-1101]

MEDICAL DEVICES

Classification of Preform ed Craniosynostosis 
Strips

AGENCY: Food and Drug Administra
tion.

ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying preformed craniosynostosis 
strips into class II (performance stand
ards). The FDA is also publishing the 
recommendation of the Neurological 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class 
II is to provide for the future develop
ment of one or more performance 
standards to assure the safety and ef
fectiveness of the device. After consid
ering public comments, FDA will issue 
a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amend
ments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g is t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
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FOR FURTHER INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SU PPLEM ENTAR Y INFORM ATION: 

P a n e l  R e c o m m e n d a t io n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g is t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
preformed craniosynostosis strips:

i1. Identification: A preformed craniosyn
ostosis strip is a plastic strip used to cover 
bone edges of craniectomy sites (sites where 
the skull has been cut) to prevent the bone 
from regrowing in patients whose skull su- Ì 
tures are abnormally fused together.

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance j 
standard for this device be a low priority. i

3. Summary of reasons for Qscommenda- 1
tion: The Panel recommends that this ; 
device be classified into class II (perform- ! 
ance standards) to assure that the material ; 
used in craniosynostosis strips is biocompa
tible and performs properly. The Panel be- ] 
lieves that general .controls will not provide j 
sufficient control over these characteristics, j 
Although preformed craniosynostosis strips ' 
are implanted devices, the Panel believes 
that premarket approval is not necessary to ; 
provide reasonable assurance of the safety 
and effectiveness of the device because ■ 
there is sufficient information availabe to 
establish a standard that will provide such 
assurance. !

4. Summary of data on which the recom- ! 
mendation is based: The Panel members , 
based their recommendation on their famil
iarity with this device and the literature re
lated to biocompatibility,

5. Risks to health: (a) Risk of ineffective 
treatment: If the material does not main
tain its structural integrity, it will fail to 
prevent the bone from growing back togeth
er. (b) Tissue toxicity: Thè material used in 
the device may cause adverse tissue reaction 
if it is not biocompatible.

P r o p o s ed  C l a s s if ic a t io n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that preformed craniosynosto
sis strips be classified into class II 
(performance standards).

The Commissioner has reviewed the 
Panel’s recommendation . to classify 
preformed craniosynostosis strips into 
class II (performance standard) and 
has obtained additional data and in
formation on the safety and effective
ness of the device. Shillito provides a 
detailed explanation of the procedure 
and reports improvement in 74 percent 
of 519 infants (Ref. 1) He reported two 
deaths and an overall complication
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rate of 14 percent in that group. The 
more serious complications included 
wound sepsis, hematoma, tears in the 
dura, erosion through the scalp of the 
clips holding the plastic strip in place, 
septicemia, and permanent scarring of 
the forehead caused by the pressure of 
the surgical head rest. Polyethylene 
film and silicone rubber strips have 
been used in the treatment of cranio- 
synostosis and are generally regarded 
as biologically compatible (Ref. 2).

The Commissioner agrees with the 
Panel that premarket approval is not 
necessary for this implanted device be
cause there is sufficient information 
available to establish a performance 
standard that will provide reasonable 
assurance of its safety and effective
ness. The Commissioner also agrees 
with the Panel that a performance 
standard is necessary fpr this device 
because general controls would not 
provide such assurance.

R e f e r e n c e s

The following information has'been 
placed in the office of the Hearing 
Clerk (address above), and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m., Monday through Friday.

1. Shillito, J., Jr., “ Craniosynostosis,”  in  
“ Neurological Surgery,” Vol. 1, Edited by J. 
R. Youmans, W. B. Saunders Co., Philadel
phia, PA, pp. 608-627, 1973.

2. Lee, H. and K. Neville, “ Handbook of 
Biomedical Plastics,” Pasadena Technology 
Press, Pasadena, Calif., pp. 14-2 to 14-32.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5900 as follows:

§ 882.5900 Preform ed craniosynostosis 
strips.

(a ) Identification. A  preformed cran
iosynostosis strip is a plastic strip used 
to cover bone edges of craniectomy 
sites (sites where the skull has been 
cut) to prevent the bone from regrow
ing in patients whose skull sutures are 
abnormally fused together.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish-' 
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours

PROPOSED RULES

of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15,1978.
W i l l i a m  F .  R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR  Doc. 78-32957 Filed 11-27-78; 8:45 am]

[41 10 -03 -M ]

[21 CFR Part 88 2]

[Docket No. 78N-1102]

M E D IC A L  DEVICES 

Classification o f Dura Substitutes

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying dura substitutes into class 
II (performance standards). The FDA  
is also publishing the recommendation 
of the Neurological Device Classifica
tion Panel that the device be classified 
into class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FD A  will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  IN FO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION :

P a n e l  R e c o m m e n d a t i o n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological and Device Classifi
cation Panel, an PD A  advisory com
mittee, made the following recommen
dation with respect to the classifica
tion of dura substitutes:

1. Identification: A dura substitute is a 
sheet of material that is used to repair the 
dura mater (the membrane surrounding the 
brain).

2. Recommended classification: Class II 
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that this 
device be classified into class I I  performance 
standards) because the material should be 
required to be biocompatible and to be able 
to maintain a seal to prevent cerebrospinal 
fluid (CSF) leakage. The Panel believes that 
general controls will not provide sufficient 
control over these characteristics. The 
Panel believes that premarket approval is 
not necessary for this implanted device be
cause a standard will provide reasonable as
surance of the safety and effectiveness of 
the device and there is sufficient informa
tion to establish a standard to provide such 
assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience with these devices.

5. Risks to health: (a) Tissue reaction: The 
material used in the device may be toxic to 
surrounding tissue,, or may adhere to neural 
tissue, (b) CSP leakage: I f  the material does 
not maintain a seal with the dura, or if de
fects in the material occur, the CSP may 
leak out.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the dura substitute be 
classified into class II (performance 
standards).

The Commissioner has reviewed the 
Panel’s recommendation and has ob
tained additional data and informa
tion on the safety and effectiveness of 
this implanted device. Since the turn 
of the century, a wide variety of both 
natural and synthetic materials has 
been used to seal holes in the dura 
mater (Ref. 1). The natural materials 
have included both processed and un
processed tissues. Numerous synthetic 
materials have been used. According 
to several authors, dura substitutes 
must have three basic qualities: bio
compatibility; the ability to prevent 
tissue adhesions between the cerebral 
cortex and overlying soft tissue; and 
the ability to prevent cerebrospinal 
fluid (CSF) leakage (Refs. 1 through 
3). CSF leakage has been reported to 
be a problem, especially with woven 
materials (Ref. 4). Tantalum foil has 
the disadvantages of being radiopaque 
and of being easily torn (Ref. 4). Sili
cone film dura replacement has been 
reported to have been associated with 
two cases of intracranial bleeding 
(Ref. 4). Infection also is an inherent 
risk with any operative procedure in
volving an implant such as the dura 
substitute.

The Commissioner believes that pre
market approval is not necessary for 
this implanted device because there is 
sufficient information available to es-
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tablish a performance standard that 
will provide reasonable assurance of 
the safety and effectiveness of the 
device. The Commissioner also be
lieves that a performance standard is 
necessary for this device because gen
eral controls will not provide such as
surance.

R e f e r e n c e s

The following information has been 
placed in the Office of the Hearing 
Clerk (HFA-305), Food and Drug Ad
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, M D 20857, and may 
be seen by interested persons, from 9 
a.m. to 4 p.m., Monday through 
Friday.

1. Keener, E. B., “ Regeneration of Dural 
Defects,’’ Journal o f Neurosurgery, 16:415- 
423, 1957.

2. Lee, J. F., et al., “ Experimental Evalua
tion of Silicone Coated Dacron and Collagen 
Fabric Film Laminate as Dural Substitute,” 
Journal o f Neurosurgery, 27:558-564, 1967.

3: Abin, S. M., et al., “Nonsuture Sealing 
of a Dural Substitute Utilizing a Plastic Ad
hesive Methyl 2-Cyanoacrylate,” Journal o f 
Neurosurgery, 19:545-550, 1962.

4. Banerjee, T., et al., “Unusual Complica
tions with Use of Silastic Dural Substitute,” 
American Surgeon, 40:434-437, 1974.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F by adding new 
§ 882.5910 as follows:

§ 882.5910 Dura substitute. *

(a) Identification. A  dura substitute 
is a sheet of material that is used to 
repair the dura mater (the membrane 
surrounding the brain).

(b) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l i a m  F .  R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

(FR Doc. 78-32958 Filed 11-27-78; 8:45 am]
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[4110-03-M ]

[21 CFR Port 882]

[Docket No. 78N-11031 

M ED IC A L DEVICES

Classification of Electroconvulsive Th e ra p y  
Devices

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying electroconvulsive therapy 
devices into class II (performance 
standards). The FD A  is also publish
ing the recommendation of the Neuro
logical Device Classification Panel 
that the device be classified into class 
II. The effect of classifying a device 
into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, 
FD A  will issue a final regulation clas
sifying the device. These actions are 
being taken under the Medical Device 
Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D 20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D 20910, 301-427-7226.

SUPPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t i o n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of 
electroconvulsive therapy devices:

1. Identification: An electroconvulsive 
therapy device is a device used for treating 
severe psychiatric disturbances, e.g., severe 
depression, by inducing in the patient a 
major motor seizure by applying a brief in
tense electrical current to the patient’s 
head.

2. Recommended classification: Class I I  
(performance standards). The Panel recom-
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mends that establishing a performance 
standard for this device be a high priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that electro
convulsive therapy (ECT) devices be classi
fied into class I I  (performance standards) 
because the devices must be capable of pro
viding the correct amount of current to the 
patient to induce a seizure without unneces
sarily injuring the patient. The Panel be
lieves that general controls will not provide 
sufficient control over these characteristics. 
Although the use o f this device involves a 
substantial risk to the patient, the Panel be
lieves that the benefit o f the treatment 
outweighs the risks involved if the patients 
are selected carefully and the devices are 
designed and used properly. The Panel be
lieves that a standard will provide reason
able assurance of the safety and effective
ness o f the device and that there is suffi
cient information to establish a standard to 
provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their per
sonal familiarity with the use of this device 
and on information provided by Dr. Allen R. 
Grahn of the Utah Biomedical Test Labora
tory. Dr. Grahn conducted a study under 
contract to the FDA on ECT devices and 
presented the results of his study to the 
panel (Ref. 1). Dr. Grahn’s study was based 
on a review of the scientific literature, infor
mation supplied by ECT device manufactur
ers, and a survey.of ECT users. He pointed 
out that the optimum electrical characteris
tics of ECT devices have not been deter
mined but that a reliable therapeutic result 
may be achieved using a variety o f device 
electrical designs. Dr. Grahn also stated 
that no controlled study has been per
formed that determines precisely the mor
tality associated with ECT treatments. How
ever, estimates predict a mortality frequen
cy that ranges from one death per 10,000 
treatments to one death per 28,000 treat
ments (Ref. 1).

5. Risks to health: (a) Burns: Excessive 
electrical current or improperly designed 
electrodes may cause the patient’s skin 
under the electrodes to be burned, (b) Pain: 
The patient is subjected to pain if the' 
device fails to administer sufficient current 
to achieve a convulsive seizure, (c) Brain 
damage: Excessive or. improper control of 
the applied electrical current may produce 
injury to the patient’s brain, (d) Self-injury 
during seizure: Inadequate supportive drug 
treatment may allow the patient to be in
jured from unconscious violent movements 
during convulsions, (e ) Aspiration: The pa
tient may inhale foreign material, such as 
regurgitated stomach contents, if preventive 
procedures are not employed, ( f )  Adverse 
drug effects: The muscle relaxing and tran- 
quilizing drugs that are a part of the proce
dure may hamper the patient’s ability to 
breathe spontaneously, (g ) Cardiac arrhyth
mia: The therapeutic convulsions may be ac
companied by irregular heartbeat or cardiac 
arrest, (h ) Memory loss: The patient may 
suffer amnesia after the treatment.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the electroconvulsive ther
apy devices be classified into class II 
(performance standards). The Com
missioner believes that a performance
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standard is necessary for this device 
because general controls by them
selves are insufficient to control the 
risks to health described above. A  per
formance standard would provide rea
sonable assurance of the safety and ef
fectiveness of the device. The Commis
sioner also believes that there is suffi
cient information to establish a stand
ard to provide reasonable assurance of 
the safety. and effectiveness of the 
device.

R e f e r e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (HFA-305), Food and Drug Ad
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, M D  20857, and may 
be seen by interested persons, from 9 
a.m. to 4 p.m., Monday through 
Friday.

Grahn, Allen R., “Summary of Presenta
tion to FDA Neurology Panel—Study of 
Electroconvulsive Therapy Device Safety 
and Efficacy,” (Contract 223-74-5753, Task 
22), October 15, 1976.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c. 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 is Subpart F  by adding new 
§ 882.5940 as follows:

§ 882.5940 Electroconvulsive therapy de
vices.

(a ) Identification. An electroconvul
sive therapy device is a device used for 
treating severe psychiatric distur
bances (e.g., severe depression) by in
ducing in the patient a major motor 
seizure by applying a brief intense 
electrical current to the patient’s 
head.

(b ) Classification. Class II (perform
ance standards).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D  20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk docket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15,1978.
W i l l i a m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs.

[FR  Doc. 78-32959 filed 11-27-78; 8:45 am]

[4110-03-M ]

[21 CFR Part 882]

[Docket No. 78N-1104]

M ED IC A L DEVICES

Classification o f Artificial Em bolization Devices

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (FD A ) is issuing for 
public comment a proposed regulation 
classifying artificial embolization de
vices into class III (premarket approv
al). The FDA is also publishing the 
recommendation of the Neurological 
Device Classification Panel that the 
device be classified into class III. The 
effect of classifying a device into class 
III is*to provide for each manufacturer 
of the device to submit to FDA a pre
market approval application at a date 
to be set in a future regulation. Each 
application includes information con
cerning safety and effectiveness tests 
of the device. After considering public 
comments, FD A  will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR  FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical 
Devices (HFK-430), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Ave., Silver Spring, 
M D  20910, 301-427-7226.

SU PPLEM ENTAR Y  INFORM ATION:

P a n e l  R e c o m m e n d a t i o n

A  proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FD A  advisory committee, 
made the following recommendation 
with respect to the classification of ar
tificial embolization devices:

1. Identification: Artificial embolization 
devices are objects that are placed in a 
blood vessel to permanently obstruct blood 
flow to an aneurysm or other vascular mal
formation.

2. Recommendd classification: Class I I I  
(premarket approval). The Panel recom

mends that premarket approval of this 
device be a low priority.

3. Summary of reasons for recommenda
tion: The Panel recommends that artificial 
embolization devices be classified into class 
I I I  (premarket approval) because the de
vices are permanent implants and the pa
tient may be seriously injured if the physi
cian is not able to ensure that the devices go 
to the selected target site after release into 
the blood stream. The Panel believes that 
there is not sufficient information to estab
lish a performance standard that will pro
vide reasonable assurance of the safety and 
effectiveness of the device, nor is there 
enough information to show that general 
controls will provide such assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on the belief 
that there is insufficient clinical informa
tion which shows that artificial emboliza
tion devices are safe and effective for treat
ing vascular malformations.

5. Risks to health: (a) Infarction of ner
vous tissue: The embolism can lodge in an 
unintended site after release into the blood 
stream. The embolism may then prevent 
blood from reaching healthy tissue and 
cause permanent damage to the nervous 
system, (b) Tissue toxicity: The material 
used in the device may produce a toxic reac
tion if it is not compatible with tissue or 
blood.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that the artificial embolization 
device be classified into class III (pre
market approval). The Commissioner 
believes that the device presents a po
tential risk of death or serious injury 
to the patient if the physician is 
unable to control the emboli or throm
bus-forming material. Furthermore, 
the device is for a use (treatment of 
vascular malformations) which is of 
substantial importance in preventing 
impairment of human health. Finally, 
the device is an implant, which the act 
requires to be classified into class III 
unless the Commissioner determines 
that premarket approval is necessary 
to provide reasonable assurance of the 
safety and effectiveness of the device. 
In this case, the Commissioner has de
termined that premarket approval is 
necessary.

The Commissioner has reviewed the 
Panel’s recommendation and has ob
tained additional data and informa
tion on the safety and effectiveness of 
artificial embolization devices. Artifi
cial embolization has been used to 
treat various patient conditions involv
ing malformations of blood vessels or 
tumors in the brain or spinal cord. 
The most frequent method reported 
has been the use of radiopaque sili
cone spheres that are directed to the 
site where embolization is desired and 
released into the blood stream by 
means of a special catheter (Refs. 1 
through 5). Various sizes and quanti
ties of spheres are used depending on 
the size of the blood vessel to be
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blocked. Investigators have also used 
gelfoam (Ref. 1), polyurethane foam 
(Ref. 6), liquid silicone (Ref. 1), and 
small bits of muscle (Ref. 7) to serve as 
artificial emboli. Alksne has developed 
and used a technique for treating in
tracranial aneurysms where iron parti
cles are injected into the aneurysm 
and held in place by a magnetic field 
until the blood clots and closes the an
eurysm (Refs. 8 through 10).

The Commissioner concurs with the 
Panel that insufficient information 
exists to determine that general con
trols are sufficient to provide reason
able assurance of the safety and effec
tiveness of the device, and he believes 
that insufficient information exists to 
establish a performance standard that 
will provide such assurance.

R e f e r e n c e s

The following information has been 
placed in the office of the Hearing 
Clerk (address above), Rockville, M D  
20857, and may be seen by interested 
persons, from 9 a.m. to 4 p.m., Monday 
through Friday.

1. Hilal, S. K „  and J. W. Michelsen, 
“Therapeutic Percutaneous Embolization 
for Extra-Axial Vascular Lesions of the 
Head, Neck, and Spine,” Journal o f Neuro
surgery, 43:275-287, 1975.

2. Luessenhop, A. J„ and J. H. Presper, 
“Surgical Embolization of Cerebral Arterio
venous Malformations Through Internal 
Carotid and Vertebral Arteries,” Journal o f 
Neurosurgery, 42:443-451, 1975.

3. Pugatch, R. D., and S. M. Wolpert, 
"Transfemoral Embolization of an External 
Carotid-Cavernous Fistula,” Journal o f 
Neurosurgery, 42:94-97, 1975.

4. Kricheff, I. I., et al., “Transfemoral 
Catheter Embolization of Cerebral and Pos
terior Fossa Arteriovenous Malformations,” 
Neuroradiology, 103:107-111. 1972.

5. Boulos, R., et al., “ Value of Cerebral 
Angiography in the Embolization Treat
ment of Cerebral Arteriovenous Malforma
tions,” Radiology, 97:65-70, 1970.

6. Ohta, T., et al., “ Closure of Carotid-Cav
ernous Fistula with Polyethylene Foam Em
bolus,” Journal o f Neurosurgery, 38:107-112, 
1973.

7. Black, R., et al., “ Carotid-Cavernous 
Fistula: A Controlled Embolus Technique 
for Occlusion of Fistula with Preservation 
of Carotid Blood Flow,” Journal o f Neuro
surgery, 38:113-118, 1973.

8. Alksne, J. F., and R. W. Smith, “ Iron- 
Acrylic Compound for Stereotaxic Aneu
rysm Thrombosis,” Journal o f Neurosur
gery, 47:137-141, 1977.

9. Alksne, J. F., “ Stereotactic Thrombosis 
of Intracranial Aneurysms,” New England 
Journal o f Medicine, 284:171-174, 1971.

10. Alksne, J. F., “ Current Status of Me
tallic Thrombosis of Intracranial Aneu
rysms,” Progress in  Neurological Surgery, 
3:212-229, 1969. .

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend

Part 882 in Subpart F by adding new 
§ 882.5950 as follows:

§ 882.5950 Artific ia l em bolization device.

(a ) Identification. Artificial emboli
zation devices are objects that are 
placed in a blood vessel to permanent
ly obstruct blood flow to an aneurysm 
or other vascular malformation.

(b ) Classification. Class III (premar
ket approval).

Interested persons may, on or before 
January 29, 1979, submit to the Hear
ing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fish
ers Lane, Rockville, M D 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear
ing Clerk dpcket number found in 
brackets in the heading of this docu
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.

Dated: November 15, 1978.
W i l l i a m  F .  R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR  Doc. 78-32960 Filed 11-27-78; 8:45 am]

[4 1 10 -03 -M ]

[21 CFR Port 882]

[Docket No. 78N-1105]

M E D IC A L  DEVICES

Classification of Skull Tongs for Traction

AGENCY: Food and Drug Administra
tion.
ACTION: Proposed Rule.
SUM M ARY: The Food and Drug Ad
ministration (F D A ) is issuing for 
public comment a proposed regulation 
classifying skull tongs-for traction into 
class II (performance standards). The 
FDA is also publishing the recommen
dation of the Neurological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final regu
lation classifying the device. These ac
tions are being taken under the Medi
cal Device Amendments of 1976.
DATES: Comments by January 29, 
1979. The Commissioner of Food and 
Drugs proposes that the final regula
tion based on this proposal become ef
fective 30 days after the date of its 
publication in the F e d e r a l  R e g i s t e r .

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and

Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, M D  20857.
FOR FURTH ER  INFO R M ATIO N  
CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of
Health, Education, and Welfare,
8757 Georgia Ave., Silver Spring,
M D  20910, 301-427-7226.

SUPPLEM ENTAR Y INFORM ATION:

P a n e l  R e c o m m e n d a t i o n

A proposal elsewhere in this issue of 
the F e d e r a l  R e g i s t e r  provides back
ground information concerning the de
velopment of the proposed regulation. 
The Neurological Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
skull tongs for traction:

1. Identification: Skull tongs for traction 
is an instrument used to immobilize a pa
tient with a cervical spine injury (e.g., frac
ture or dislocation). The device is caliper 
shaped with tips that penetrate the skin. It 
is anchored to the skull and has a heavy 
weight attached to it that maintains, by 
traction, the patient’s position.

2. Recommended classification: Class II  
(performance standards). The Panel recom
mends that establishing a performance 
standard for this device be a high priority.*

3. Summary of reasons for recommenda
tion: The Panel recommends that skull 
tongs for traction be classified into class _II 
(performance standards) because the pres
sure that the tong tips exert on the skull 
may injure the^patient if the tong tips are 
not designed properly. The Panel believes 
that the design of these devices is particu
larly important because of the possible seri
ous consequences to the patient should the 
device slip out or penetrate the skull. The 
Panel believes that general controls will not 
provide sufficient control of these charac
teristics. The Panel believes that a perform
ance standard will provide reasonable assur
ance of the safety and effectiveness of the 
device and that there is sufficient informa
tion to establish a standard to provide such 
assurance.

4. Summary of data on which the recom
mendation is based: The Panel members 
based their recommendation on their clini
cal experience with this device. Skull tongs 
for traction have been used clinically for 
several decades.

5. Risks to health: (a) Infection: Because 
the tips of the skull tongs penetrate the 
skin and must be left in place for a long 
period of time, infection is an inherent risk, 
(b) Necrosis: The pressure of the tong tips 
may kill skull or scalp tissue, (c) Neurologi
cal injury or death: I f  the device collapses 
or pulls out of the skull a significant injury 
to the spinal cord or death may result.

P r o p o s e d  C l a s s i f i c a t i o n

The Commissioner agrees with the 
Panel’s recommendation and is pro
posing that skull tongs for traction be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is neces-

FEDERAL REGISTER, V O L . 43, N O . 229— TU E S D A Y , N O V E M B E R  28, 1978



55732 PROPOSED RULES

sary for this device because general 
controls by themselves are not suffi
cient to control the risks to health. A  
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The Com
missioner also believes that there is 
sufficient information to establish a 
standard to provide reasonable assur
ance of the safety and effectiveness of 
the device.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 
(21 U.S.C. 360c, 371(a))) and under au
thority delegated to him (21 CFR 5.1), 
the Commissioner proposes to amend 
Part 882 in Subpart F  by adding new 
§ 882.5960 as follows:

§ 882.5960 Skull tongs fo r traction.

(a ) Identification. Skull tongs for 
traction is an instrument used to im
mobilize a patient with a cervical spine 
injury (e.g., fracture or dislocation). 
The device is caliper shaped with tips 
that penetrate the skin. It is anchored 
to the skull and has a heavy weight at

tached to it that maintains, by trac
tion, the patient’s position.

(b ) Classification. Class II (perform
ance standards). Interested persons 
may, on or before January 29, 1979, 
submit to the Hearing Clerk (H FA - 
305), Food and Drug Administration, 
Rm. 4-65, 5600 Fishers Lane, Rock
ville, M D 20857, written comments re
garding this proposal. Four copies of 
all comments shall be submitted, 
except that individuals may submit 
single copies of comments, and shall 
be identified with the Hearing Clerk 
docket number found in brackets in 
the heading of this document. Re
ceived comments may be seen in the 
above office between the hours of 9 
a.m. and 4 p.m., Monday through 
Friday.

Dated November 15, 1978.

W i l l i a m  F. R a n d o l p h , 
Acting Associate Commissioner 

for Regulatory Affairs.

[FR  Doc. 78-32961 Filed 11-27-78; 8:45 am]
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[6450-01-M ]

DEPARTMENT OF ENERGY

Economic R egulatory A dm inistration 

[1 0 C F R  Part 21 4]

[Docket No. ERA-R-78-23]

C A N A D IA N  A L L O C A T IO N  P R O G R A M

Proposed Rulem aking and Public H earing

AGENCY: Economic Regulatory Ad
ministration, Department of Energy.
ACTION: Notice of proposed rulemak
ing and public hearing.
SUM M ARY: The Economic Regula
tory Administration (“ER A”) of the 
Department of Energy (“D O E”) is pro
posing to amend the Canadian Alloca
tion Program ( “CAP”) to reflect cur
rent conditions in the Northern Tier 
Petroleum supply situation and to sim
plify the administration of the pro
gram. Since the inception of the CAP  
in 1976, the export level of Canadian 
crude oil has declined from 510,000 
barrels per day (B/D ) in 1976 to ap
proximately 180,300 B/D for the pre
sent allocation period, resulting in a 
reduction in the number of refineries 
receiving allocations from 59 in 1976 to 
10 in the present period. In addition, a 
number of priority refineries have 
been successful in decreasing their de
pendence on Canadian crude oil. In 
view of these changes, we have tenta
tively determined that the CAP  
should be revised to provide us with 
greater flexibility to ensure that the 
declining export level of Canadian 
crude oil is allocated equitably among 
northern tier refineries that are least 
able to replace their Canadian feed
stocks. The proposed amendments also 
would eliminate the reporting require
ments for those refineries that are no 
longer receiving allocations under the 
program.
DATES:

COM M ENTS BY: January 26, 1979.
HEARING : 9:30 a.m.; January 25, 

1979.
REQUESTS TO  SPEAK  BY: Janu

ary 8, 1979.
ADDRESSES:

COM M ENTS TO:
Public Hearing Management, Docket 
No. ERA-R-78-23, Economic Regula
tory Administration, 2000 M  Street, 
N.W., Room 2313, Washington, D.C. 
20461.
HEARING:
John C. Kluczynski Building, Room  
3619, 230 S. Dearborn Street, Chica
go, Illinois 60604.
REQUESTS TO  SPEAK  TO:
Public Hearing Management, Docket

No. ERA-R-78-23, Economic Regula
tory Administration, 2000 M  Street, 
N.W., Room 2313, Washington, D.C. 
20461.

FOR FURTH ER  INFO R M ATIO N  
CONTACT:

Robert G. Gillette (Comment Proce
dures), Department of Energy, 2000 
M Street, N.W., Room 2214B, Wash
ington, D.C. 20461, (202) 254-3345.
William Webb (Office of Public In
formation, Department of Energy, 
2000 M  Street, N.W. Room B-110, 
Washington, D.C. 20461, (202) 634- 
2170.
Robert G. Bidwell, Jr. (Office of 
Fuels Regulation), Economic Regu
latory Administration, 2000 M  
Street, N.W., Room 6128-P Washing
ton, D.C. 20461, (202) 254-9707.
Robert J. Kane (Regulations and 
Emergency Planning), Economic
Regulatory Administration, 2000 M  
Street, NW., Room 2304, Washing
ton, D.C. 20461, 202-254-7200.
Samuel M. Bradley (Office of Gener
al Counsel), Department of Energy, 
12th and Pennsylvania Avenue, NW., 
Room 5138, Washington, D.C. 20461, 
202-566-9565.

SUPPLEM ENTAR Y  INFORM ATION : 
I  Background:
A. Description of the Canadian Allocation 

Program.
B. Reasons for Réévaluation o f the Pro

gram.
II. Proposed Amendments:
A. Definition of First Priority Refinery.
B. Adjustments to Base Period Volumes.
C. Allocation of Canadian Heavy Crude 

Oil.
D. Changes in Priority Designations.
E. Alternative Proposal to Establish Sepa

rate Classes of Priority Refineries for Cana
dian Light and Heavy Crude Oil.

F. Reporting Requirements.
III. Additional Comments Requested.
IV. Proposed Effective Date.
V. Comment Procedures.

I. B a c k g r o u n d

A. DESCRIPTION OF CANADIAN ALLOCATION 
PROGRAM

The Mandatory Canadian Crude Oil 
Allocation Regulations (10 CFR Part 
214) were adopted by the Federal 
Energy Administration ( “FEA”) in re
sponse to the Canadian National 
Energy Board’s ( “N E B ’s” ) decision in 
1974 gradually to phase out exports of 
crude oil to the United States. The 
program was intended to give the re
finers that are most dependent on Ca
nadian crude oil additional time to ar
range for alternative crude oil delivery 
systems. The current CAP regulations 
provide for the allocation of Canadian 
light and heavy crude oil separately to 
priority classes of refineries and other 
facilities for calendar quarter alloca
tion periods.

The classes of firms dependent upon 
Canadian crude oil sources and there
by eligible for allocations are distin- 
quished by their current capability to 
replace Canadian crude oil with crude 
oil from other sources. First priority 
refineries are those which processed 
Canadian crude oil that constituted at 
least 25 percent of their base period 
crude oil runs to stills and that possess 
no current capability of replacing that 
Canadian crude oil due to a demon
strated lack of access to domestic pipe
lines or port facilities with adequate 
marine docking and storage facilities. 
The first priority category also in
cludes all industrial facilities or utili
ties with no replacement capability, 
without regard to the 25 percent test. 
Second priority refineries are those in
dustrial facilities, utilities and refiner
ies that used Canadian crude oil 
during the base period but were not 
designated first priority.

For each allocation period, the ERA 
issues a number of Canadian crude oil 
rights for light and heavy crude oil, re
spectively, based on the volume of 
such crude oils included in a refiner’s 
runs to stills or otherwise used by the 
particular firm during the base period 
of November 1, 1974 through October 
31, 1975. The ERA first allocates the 
Canadian light crude oil to first and 
second priority refineries according to 
their use of light crude oil in the base 
period, with the base period volumes 
of first^priority refineries being satis
fied before any light crude oil is allo
cated to second priority refineries.

Canadian heavy crude oil is allo
cated according to a six-step proce
dure. In the first two steps, the ERA 
allocates Canadian heavy crude oil on 
a pro-rata basis to first priority refin
eries up to their total base period vol
umes of Canadian crude oil, less allo
cations of Canadian light crude oil. In 
the third step, heavy crude oil is allo
cated on a pro-rata basis to second pri
ority refineries which processed heavy 
crude oil in the base period up to their 
base period use of such crude oil. In 
the fourth step, additional heavy 
crude oil is allocated on a pro-rata 
basis to first priority refineries with 
reference to their nominations for 
such crude oil. Any remaining heavy 
crude oil is allocated among second 
priority refineries with reference to 
their total base period volumes of Ca
nadian crude oil, less any Canadian 
light and/or heavy crude oil allocated 
in the prior steps.1

•As originally adopted on January 30, 
1976, the CAP regulations did not distin
guish between Canadian light and heavy 
crude oil (41 FR  4716, January 30, 1976). 
The regulations were amended in response 
to Canada’s decision to license the light and 
heavy crude oil streams separately for 
export and to increase the export volume 
for the heavy crude oils and were intended 
to facilitate the importation into the U.S. of 

Footnotes continued on next page
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The regulations as originally adopt

ed prohibited the disposition by first 
priority refineries of Canadian crude 
oil except pursuant to barrel-for-barrel 
exchanges for other Canadian crude 
oil. In early 1978, the exchange provi
sion was amended to permit first prior
ity refineries dependent upon the di
minishing supply of Canadian light 
crude oil to develop alternate supply 
sources through exchanges of Canadi
an heavy crude oil for non-Canadian 
crude oil (43 FR 6206, February 14, 
1978). Second priority refineries are 
not prohibited from exchanging Cana
dian crude oil for non-Canadian crude 
oil. *, ■ \ v - - 1 \ . ■ v l

B. REASONS FOR REEVALUATION OF THE 
PROGRAM

We commenced our réévaluation of 
the CAP primarily because of the sig
nificant reductions in the export level 
of Canadian crude oil and the changes 
which have occurred in the crude oil 
supply situation of some priority refin
eries. Since the inception of the pro
gram in 1976, the export level of Cana
dian crude oil has declined from
510,000 B/D to approximately 180,300 
B/D (comprised of 55,000 B/D of Ca
nadian light crude oil and about 
125,315 B/D of Canadian heavy crude 
oil) for the allocation period which 
began October l, 1978.® As a result of 
the reduction in the export level of 
Canadian crude oil, especially Canadi
an light crude oil, and because a 
number of second priority refineries 
have been successful in replacing their 
Canadian feedstocks, the number of 
first and second priority refineries re
ceiving allocations has declined from 
59 in 1976 to 10 in the present alloca
tion period. In this regard, in the last 
allocation period only one second pri
ority refinery received an allocation, 
and that was due to an operational 
constraint. Similarly, the present allo
cation period has only three second 
priority refineries receiving alloca
tions, and one of these was due to an 
operational constraint. First priority 
refineries also are receiving substan
tially smaller allocations of Canadian 
crude oil, particularly those refineries

Footnotes continued from last page 
the entire export level of Canadian heavy 
crude oil (42 FR  29295, June 8, 1977). When 
the export level of Canadian heavy crude oil 
began to decline, the allocation scheme for 
Canadian heavy crude oil was amended to 
accord a preference in the allocation of Ca
nadian heavy crude oil to priority refineries 
that historically processed such crude oil. 
(43 FR 6206, February 14, 1978)

2 This represents an increase over the 
138,000 B/D for the July through Septem
ber 1978 allocation period. In its Crude Oil 
Supply and Requirements Report released in 
September 1978 the NEB projected that 
light crude oil exports likely would remain 
at the 55,000 B/D level through 1981, while 
the export level for heavy crude oil would 
range about 107,000 to 117,000 B/D in 1979.

which historically processed Canadian 
light crude oil. Although two first pri
ority refineries, Koch Refining Com
pany’s (Koch’s) refinery at Pine Bend, 
Minnesota, and Ashland Oil, Inc.’s 
(Ashland’s) refinery at St. Paul Park, 
Minnesota, now have greater access to 
non-Canadian crude oil than they did 
when the CAP was begun,3 other first 
priority refineries remain substantial
ly dependent upon Canadian crude 
oil.4

These changes in the petroleum 
supply situation in the Northern Tier 
have created several problems in the 
operation of the CAP. First, it appears 
that the definition of first priority re
finery is no longer an accurate descrip
tion of refineries that should be in 
that class, in that some refineries in 
the class, for example, the Koch and 
Ashland Minnesota refineries, now 
have considerable'' greater access to 
non-Canadian crude oil than other re
fineries in the class, in part for rea
sons not recognized in the definition. 
However, there may be uncertainty as 
to whether such refineries currently 
have the capability, especially at cer
tain times of the year, to replace a suf
ficient percentage of their base period 
volume of Canadian crude oil to war
rant changing their designation entire
ly to second priority refineries as de
fined in the current regulations.

The present provision governing ad
justments to base period volumes does 
not provide sufficient flexibility to 
reduce allocations for priority refiner
ies whose dependence on Canadian 
crude oil has decreased since the base 
period but who still qualify for first 
priority designation. Thus, although 
the regulations permit adjustments to 
a refinery’s total base period volume 
of Canadian crude oil, they do not ex
plicitly permit us to make separate ad
justments to a refinery’s base period 
volume of light or heavy crude oil, or 
to provide for automatic adjustments 
in a refinery’s base period volume at 
certain times of the year to reflect sea
sonal changes in the refinery’s access 
to non-Canadian crude oil. Nor do the 
regulations provide for automatic 
changes in a refinery’s priority status 
to reflect seasonal changes in its

3 In a notice of request for public comment 
(43 FR  13388, Mareh 30, 1978) and at a 
public conference held May 31, 1978 (43 FR 
20956, May 15, 1978), we announced that we 
were considering changing the priority des
ignation of these refineries from first to 
second priority status. A fter consideration 
of all the comments, we determined that 
the evidence did not warrant reclassification 
of the Koch and Ashland refineries at that 
time.

"Consumers Power’s Marysville, Michigan 
SNG facility; Continental Oil Company’s 
Billings, Montana and Wrenshall, Minneso
ta refineries; Farmers Union’s Laurel, Mon
tana refinery; Exxon Company’s Billings, 
Montana refinery; and Murphy Oil Corpo
ration’s Superior, Wisconsin refinery.

access to non-Canadian crude oil. Such 
flexibility would be particularly appro
priate with respect to the Koch and 
Ashland Minnesota refineries, which 
have the capability of receiving sub
stantial shipments of non-Canadian 
crude oil by barge during the period 
April through October. In this regard, 
we have tentatively concluded that 
the present definition of first priority 
refinery should be revised to make 
clear that barging of crude oil on 
inland waterways is to be considered 
in determining a refinery’s access to 
alternate sources of crude oil.

A  second problem in the operation 
of the CAP is the reporting require
ment in .Subpart D of Part 214, which 
requires the large number of second 
priority refineries that no longer re
ceive allocations of Canadian crude oil 
to continue reporting to us informa
tion regarding their crude oil supply 
situation. Third, as a result of the 
sharply declining export level of Cana
dian crude oil, a number of firms have 
urged us to restrict exchanges of Ca
nadian crude oil to ensure that it is ac
tually processed by those refineries 
which need it most. Finally, it appears 
that the present allocation procedures 
for Canadian heavy crude oil accord 
an undue preference to first priority 
refineries. As noted above, the first 
four steps of these procedures provide 
that Canadian heavy crude oil will be 
allocated to first priority refineries up 
to their nominations for such crude oil 
before any heavy crude oil is allocated 
to second priority refineries in excess 
of their base period use of Canadian 
heavy crude oil. Given the present 
export level for heavy crude oil, these 
procedures effectively ensure that no 
second priority refinery will receive an 
allocation in excess of.its base period 
use of Canadian heavy crude oil.

II. P r o po sed  A m e n d m e n t s

Set forth in this section is the sub
stance of various proposals to amend 
the CAP regulations. W e are request
ing comments on whether these meas
ures should be adopted, in light of cur
rent conditions in the Northern Tier. 
W e may adopt one or more of these 
proposals, or any reasonable variation 
thereof that might be suggested by 
the comments or otherwise, which 
may be determined to be appropriate 
to accomplish the general objectives  ̂
discussed above. In general, you are 
encouraged to provide your own analy
ses of the need for any revision to the 
CAP and the DOE proposals, and to 
support your views with appropriate 
data, you also are encouraged to rec
ommend alternative approaches that 
would achieve the objectives of this 
rulerftaking.
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A. DEFINITION OF FIRST PRIORITY 
REFINERY

The first action proposed in this 
notice is an amendment to the defini
tion of “first priority refinery” in 
§214.21 to make clear that deliveries 
of non-Canadian crude oil by barge on 
inland waterways are to be considered 
in determining a refinery’s access to 
alternative sources of crude oil. A l
though the access test in § 214.21 does 
not make express reference to such 
barge deliveries, we interpret the pro
vision to require their consideration, 
since the underlying intent of the 
CAP regulations is to take account of 
all alternate sources of crude oil. How
ever, in connection with the proceed
ing which we conducted concerning 
the reclassification of the Koch and 
Ashland Minnesota refineries to 
second priority status, Koch and Ash
land contended that the definition of 
first priority refinery precludes consid
eration of barged crude oil. The pro
posed amendment would remove any 
ambiguity on this point.

B. ADJUSTMENTS TO BASE PERIOD 
VOLUMES

W e are proposing to amend 
§ 214.31(d) governing adjustments to 
base period volumes in several re
spects. First, for the reasons noted 
above, we are proposing to amend 
§ 214.31(d) to permit us to adjust sepa
rately a refinery’s base period volum'e 
of either Canadian light or heavy 
crude oil, as well as its total base 
period volume of Canadian crude oil as 
currently provided, to reflect changes 
in access to non-Canadian crude oil. In 
addition, § 214.31(d) would be modified 
to give us the flexibility to provide for 
automatic adjustments to a refinery’s 
base period volume at certain times of 
the year to reflect seasonal variations 
in .that refinery’s access to non-Cana
dian crude oil. Although we do not 
propose specific regulatory language, 
we also invite comments on whether 
§ 214.31(d) should be modified further 
to permit us to convert all or part of a 
refinery’s base period volume of Cana
dian light crude oil to heavy crude oil 
in the event the refinery has convert
ed light crude oil capacity existing in 
the base period to capacity for proc
essing heavy crude oil.

We are also proposing to amend 
§ 214.31(d) to provide that, in the 
event we reduced any first priority re
finery’s base period volume of Canadi
an light or heavy crude oil to reflect 
its access to non-Canadian crude oil, 
that refinery would be eligible fbr an 
allocation not only as a first priority 
refinery, to the extent of its adjusted 
base period volume, but also as a 
second priority refinery to the extent 
of the reduction in its based period 
volume. This proposal recognizes that 
although some first priority refineries,

notably the Koch and Ashland Minne
sota refineries, have the capability to 
replace a portion of their Canadian 
feedstocks with non-Canadian crude 
oil, some uncertainty exists as to 
whether such refineries currently 
have the capability to replace a suffi
cient volume of their base period use 
of Canadian crude oil to warrant 
changing their designation to second 
priority refineries.

The adjustments to base period vol
umes discussed above would be set 
forth in an allocation notice or in an 
appropriate order issued pursuant to 
Subpart G  of 10 CFR Part 205 [Ad
ministrative Procedures and Sanc
tions]. The adjustments, which would 
be based on data reported to us pursu
ant to Subpart D  of the CAP regula
tions and other information available 
to us, could be made effective at the 
beginning of or during an allocation 
period.

C. ALLOCATION OF CANADIAN HEAVY CRUDE 
OIL

For the reasons discussed above, we 
are proposing to amend the present 
procedures for allocating Canadian 
heavy crude oil to make the proce
dures more equitable for second prior
ity refineries. Under the amendment, 
we would first issue rights for Canadi
an heavy crude oil on a pro rata basis 
to first priority refineries with refer
ence to one-fourth of their respective 
base period volumes of such crude oil. 
In the second step, we would issue 
rights for Canadian heavy crude oil on 
a pro rata basis to all first priority re-- 
fineries with reference to one-fourth 
of their respective total base period 
volumes of- Canadian crude oil, less 
any rights issued in the prior steps for 
Canadian light and heavy crude oil. In 
the third and fourth steps, we would 
allocate Canadian heavy crude oil to 
second priority refineries in the same 
manner as in the first two steps for 
first priority refineries. W e would allo
cate any remaining Canadian heavy 
crude oil on a pro rata basis to all first 
and second priority refineries with ref
erence to their nominations. As is the 
case under the present procedures, in 
the event that the allocable supply of 
Canadian heavy crude oil exceeds the 
needs of first and second priority re
fineries, we would treat the surplus as 
outside the scope of the CAP.

D. CHANGES IN  PRIORITY DESIGNATIONS

W e are also proposing to amend 
§ 214.34 to provide for automatic 
changes in the priority designation of 
any refinery to reflect seasonal 
changes in the refinery’s access to 
non-Canadian crude oil. As in the case 
of base period volume adjustments, 
changes in priority designation would 
be based on data reported to us or 
other information available to the

-agency. Priority designation changes 
would be announced either in an allo
cation notice or an appropriate order 
and could be made effective at the be
ginning of or during an allocation 
period.

E. ALTERNATIVE PROPOSAL TO ESTABLISH
SEPARATE CLASSES OF PRIORITY REFIN
ERIES FOR CANADIAN LIGHT AND HEAVY
CRUDE OIL

As an alternative to the proposed 
amendment to § 214.31(d) presented 
above providing for dual treatment of 
first priority refineries whose base 
period volumes are reduced, we are 
also soliciting comments on whether 
we should establish separate classes of 
priority refineries for the allocation of 
Canadian light and heavy crude oil, re
spectively. Under this alternative, for 
which we are not at this time propos
ing specific regulatory language but 
nevertheless could adopt as part of 
this rulemaking, a “first priority refin
ery” for the allocation of Canadian 
light crude oil would be defined as any 
refinery which (1) satisfies the present 
definition of first priority refinery, (2) 
processed Canadian light crude oil in 
the base period, and (3) is not capable 
of currently replacing 25 percent or 
more of the Canadian light crude oil 
that it processed in the base period 
with non-Canadian crude oil (other 
than through exchanges for Canadian 
crude oil) due to lack of access to non- 
Canadian crude oil delivered through 
a pipeline or over water by tanker or 
barge. Note that this 25 percent test is 
different from the 25 percent test in 
the present regulation, which provides 
that a first priority refinery is one 
whose crude oil runs to stills during 
the base period were constituted by at 
least 25 percent Canadian crude oil. 
“Second priority refinery” would be 
defined as any priority refinery other 
than a first priority refinery which 
processed Canadian light crude oil in 
the base period and which received an 
allocation of Canadian light crude oil 
in the period January 1, 1978 through 
December 31, 1978.

With respect to Canadian heavy 
crude oil, “first priority refinery” 
would be defined as any refinery 
which (1) satisfies the present defini
tion of first priority refinery, (2) proc
essed Canadian heavy crude oil in the 
base period, and (3) is not capable of 
currently replacing 25 percent of the 
volume of Canadian heavy crude oil 
that it processed in the base period. 
“Second priority refinery” would be 
defined as any refinery other than a 
first priority refinery which processed 
Canadian heavy crude oil in the base 
period and which received an alloca
tion of Canadian heavy crude oil in 
the period January 1, 1978 through 
December 31, 1978.
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This alternative proposal would 
retain the current allocation plan for 
Canadian light crude oil. However, Ca
nadian heavy crude oil would be allo
cated in accordance with the proposed 
procedures set forth above.

The rationale for the 25 percent test 
in the alternative proposal is based on 
our conclusion that a current first pri
ority refinery which can replace the 
specified percentage of either light or 
heavy crude oil is not sufficiently de
pendent upon the type of Canadian 
crude oil involved to require first pri
ority status in order to avoid serious 
economic harm. The alternative pro
posal would effectively change the pri
ority designation of the Koch and 
Ashland Minnesota refineries from 
first to second priority status in recog
nition of the fact that these refineries 
apparently have the capability' to re
place a significant volume of their Ca
nadian feedstocks with non-Canadian 
crude oil delivered through the W il
liams Pipe Line Company pipeline 
and, from April through October each 
year, by barge on the Mississippi 
River. On the other hand, the alterna
tive proposal recognizes that the re
maining first priority refineries con
tinue to be severely limited in their 
ability to replace their Canadian feed
stocks. Further, this alternative would 
eliminate from the CAP the large 
number of second priority refineries 
that are no longer receiving alloca
tions.

F. REPORTING REQUIREMENTS

The final action proposed in this 
notice is an amendment to Subpart D  
of the CAP regulations to eliminate 
the reporting requirements for second 
priority refineries which no longer re
ceive allocations of Canadian crude oil. 
Apart from simplifying the adminis
tration of the CAP, this proposal will 
benefit a large number of second pri
ority refineries which have not re
ceived allocations for some time.

II. A d d it io n a l  Co m m en ts  R equested

On February 8, 1978 (43 FR  6206, 
February 14, 1978), we adopted an 
amendment to § 214.31(g) governing 
exchanges and sales of Canadian crude 
oil to permit first priority refineries 
dependent upon the diminishing 
supply of Canadian light crude oil to 
develop alternate supply sources of 
non-Canadian crude oil through ex
changes of Canadian heavy crude oil. 
Inasmuch as none of the first priority 
refineries have used this provision, 
and given the recent decline in the 
export level of Canadian heavy crude 
oil, it is not clear whether the regula
tions should continue to permit such 
exchanges. In addition, given the over
all decline in the export level of both 
Canadian light and heavy crude oil, it 
also is not clear whether the other
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typés of exchanges permitted by 
§ 214.31(g) continue to be of value. Ac
cordingly, we are requesting specific 
comment on the following possible re
visions to § 214.31(g): .

a. Prohibit exchanges so that Canadian 
crude oil would be required to be processed 
in the refinery to which it is allocated.

b. Prohibit exchanges of Canadian for 
non-Canadian crude oil.

c. Permit first priority refineries to make 
exchanges of Canadian crude oil for other 
Canadian crude oil only, and prohibit ex
changes by second priority refineries.

d. Permit first priority refineries to make 
exchanges as presently provided in the reg
ulations and restrict second priority refiner
ies to exchanges o f Canadian crude oil for 
other Canadian crude oil only.

W e also request comments on 
whether we should amend the proce
dures for allocating Canadian heavy 
crude oil to provide that such crude oil 
would be allocated only to priority re
fineries which have the capability of 
receiving and processing it. Such an 
amendment may be appropriate in the 
event we determine, on the basis of 
the comments in this proceeding, to 
amend § 214.31(g) to prohibit ex
changes of Canadian crude oil for non- 
Canadian crude oil. In addition, a 
number of refiners have commented to 
us that it is inconsistent with the 
CAP’S underlying rationale of allocat
ing “wet barrels”—crude oil which can 
be processed in the recipient refin
ery—to allocate Canadian heavy crude 
oil to refineries which do not have the 
capability to process or receive it.

IV . P roposed  E ffe c tiv e  D ate

W e intend to issue final regulations 
with respect to any amendments 
adopted in this rulemaking in Febru
ary and make them effective April 1, 
1979.

V. C o m m e n t  P rocedures

A. WRITTEN COMMENTS

You are invited to participate in this 
proceeding by submitting data, views, 
or arguments with respect to the 
issues set forth in this Notice. Com
ments should be submitted to the ad
dress indicated at the beginning of 
this Notice and should be identified on 
the outside envelope with the designa
tion “Revision of Canadian Allocation 
Program.” Fifteen copies should be 
submitted. All comments that we re
ceive will be available for public in
spection in the DOE Freedom of In
formation Office, Room GA-152, For- 
restal Building, 1000 Independence 
Avenue SW., between the hours of 
8:00 a.m. and 4:30 p.m., Monday 
through Friday.

You should identify separately any 
information or data you consider to be 
confidential and submit it in writing, 
one copy only. W e reserve the right to 
determine the confidential status of
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the information or data and to treat it 
according to our determination.

B. PUBLIC HEARING

1. Procedure to request participa
tion. The time and place for the public 
hearing are indicated in the “H EAR 
IN G ” section of this Notice. If neces
sary to present all testimony, the 
public hearing will be continued to 
9:30 a.m. of the first business day fol
lowing the hearing date shown above.

You may make a written request for 
an opportunity to make an oral pres
entation at the hearing. The request 
should contain a phone number where 
you may be contacted through the day 
before the hearing. Since it may be 
necessary to limit the number of per
sons making such presentations, you 
should be prepared to describe your 
interest in this Proceeding, and why 
you are a proper representative of a 
group or class of persons that has such 
an interest, and to give a concise sum
mary of your proposed oral presenta
tion.

W e will notify each person selected 
to be heard before 4:30 p.m., January 
10, 1979. Persons scheduled to speak at 
the hearing must bring 50 copies of 
their statement to the location of the 
hearing on the day testimony is pre
sented.

2. Conduct of the hearing. W e re
serve the right to limit the number of 
persons to be heard at the hearing if 
necessary in the interests of time, to 
schedule their respective presenta
tions, and to establish the procedures 
governing the conduct of the hearing. 
The length of each presentation may 
be limited, based on the number of 
persons requesting to be heard.

An ERA official will be designated to 
preside at the hearing, which will not 
be a judicial or evidentiary-type hear
ing. Questions may be asked only by 
those officials conducting the hearing, 
and there will be no cross-examination 
of persons presenting statement. Each 
person who has made an oral state
ment will be given the opportunity, if 
he or she so desires, to make a rebut
tal statement. The rebuttal statements 
will be given in the order in which the 
initial statements were made and will 
be subject to time limitations.

You may submit questions to be 
asked of any person making a state
ment at the hearing. Such questions 
must be submitted to the same address 
indicated above for requests to speak, 
three days before the hearing. In addi
tion, if you decide at a hearing to ask a 
question, you may submit the ques
tion, in writing, to the presiding offi
cer. W e will determine whether the 
question is relevant and whether time 
limitations permit it to be presented 
for answer.

Any further procedural rules needed 
for the proper conduct of the hearing
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will be announced by the presiding 
officer.

A  transcript of the hearing will be 
made, and we will retain the entire 
record of the hearing, including the 
transcript, which will be made availa
ble for inspection at the DOE Free
dom of Information Office, Room G A - 
152, Forrestal Building, 1000 Indepen
dence Avenue SW., Washington, D.C., 
between the hours of 8:00 a.m. and 
4:30 p.m., Monday through Friday. 
You may purchase a copy of the tran
script of the hearing from the report
er.

In the event that it becomes neces
sary for us to cancel the hearing, we 
will make every effort to publish ad
vance notice in the F e d e r a l  R e g i s t e r  
of such cancellation. Moreover, we will 
notify all persons scheduled to testify 
at the hearing. However, it is not pos
sible to give actual notice of cancella
tions or schedule changes to persons 
not identified to us as participants. Ac
cordingly, persons desiring to attend 
the hearing are advised to contact us 
on the last working day preceding the 
date of the hearing to confirm that it 
will be held as- scheduled.

As required by section 7(a)(1) of the 
Federal Energy Administration Act of 
1974, as amended, as copy of this 
Notice was submitted to the Adminis
trator of the Environmental Protec
tion Agency for his comments con
cerning the impact of this proposal on 
the quality of the environment. The 
Administrator had no comments.

Pursuant to the requirement of Sec
tion 404 of the Department of Energy 
Organization Act, upon issuance a 
copy of this proposed rule will be for
warded to the Federal Energy Regula
tory Commission for a determination 
by it, in its discretion, whether this 
proposed rule may significantly affect 
any function within the Commission’s 
jurisdiction pursuant to section 402 
(a)(1), (b ) and (c)(1) of that Act. The 
Commission will have until January 
26, 1979, the date the public comment 
period closes, to make this determina
tion.

Executive Order 12044 (43 FR  12661, 
March 24, 1978) requires that a regula
tory analysis be prepared for all sig
nificant regulations which will result 
in “an annual effect on the economy 
of $100 million or more” or will result 
in “a major increase in costs or prices 
for individual industries, levels of gov
ernment or geographic regions.” On 
the basis of our analysis of the impact 
of the regulations proposed in this 
notice on the refineries in the CAP  
and the market areas they serve, we 
have determined that the proposed 
regulations could potentially result in 
the redistribution of only a small 
volume of Canadian crude oil among 
participants in the CAP and, accord
ingly, will not result in an annual

PROPOSED RULES

effect on the economy of $100 million 
and will not result in a major increase 
in costs or prices for any such refinery 
or the market areas they serve. Ac
cordingly, a regulatory analysis is not 
required for this* proposed rulemaking.
(Emergency Petroleum Allocation Act of 
1973, Pub. L. 93-159, as amended, Pub. L.
93- 511, Pub. L. 94-99, Pub. L. 94-133, Pub. L.
94- 183, and Pub. L. 94-385; Federal Energy 
Administration Act of 1974, Pub. L. 93-275, 
as amended, Pub. L. 94-332, Pub. L. 94-385, 
Pub. L. 95-70, and Pub. L. 95-91; Energy 
Policy and Conservation Act, Pub. L. 94-163, 
as amended, Pub. L. 94-385, and Pub. L. 95- 
70; Department of Energy Organization Act, 
Pub. L. 95-91; E.O. 1170, 39 FR  23185; E.O. 
12009, 42 FR  46267.)

In consideration of the foregoing, 
Part 214 of Chapter II, Title 10 of the 
Code of Federal Regulations, is pro
posed to be amended as set forth 
below.

Issued in Washington, D.C., Novem
ber 17, 1978.-

H a z e l  R .  R o l l i n s ,
Deputy Administrator, Economic 

Regulatory Administration.
1. Section 214.1 is amended by revis

ing paragraph (b ) to read as follows:

§ 214.1 Scope.

* * * * *

(b ) Applicability. This part applies 
to all Canadian crude oil imported 
after April 1, 1979, except for (1) crude 
oil authorized for export by the Cana
dian National Energy Board for the 
period ending March 31, 1979, that 
was not actually imported into the 
United States by that date, (2) Canadi
an crude oil the export of which is not 
a factor in the calculations for the 
maximum export levels fixed by 
Canada, and (3) Canadian crude oil 
which ERA determines pursuant to 
§ 214.31(b) is not subject to this part.

2. Section 214.21 is amended by re
vising the definition of “First priority 
refinery” to read as follows:

§ 214.21 Definitions.

* * * * *

“First priority refinery” means (i) a 
refinery (A ) of which the crude oil 
runs to stills in the base period in
cludes at least a 25 percent volume of 
Canadian crude oil, and (B ) of which 
the volume of Canadian crude oil con
stituting at least 25 percent by volume 
of that refinery’s crude oil runs to 
stills in the base period is not capable 
of currently being replaced with crude 
oil from sources other than Canada, 
by reason of a lack of access to crude 
oil (other than Canadian crude oil) de
livered either by means of pipelines 
with adequate current surplus capac
ity or through port or barge facilities 
with adequate docking and storage fa

cilities; or (ii) a facility other than a 
refinery that consumed or otherwise 
utilized Canadian crude oil in the base 
period and where the volume of Cana
dian crude oil is not capable of cur
rently being replaced with crude oil 
from sources other than Canada or 
with alternative fuels by reason of a 
lack of access to crude oil (other than 
Canadian crude oil) or alternative 
fuels delivered either by means of 
pipelines with adequate current sur
plus capacity or through port or barge 
facilities with adequate docking and 
storage facilities.

3. Section 214.31 is amended by re
vising subparagraph (3) of paragraph 
(a ) and paragraph (d ) to read as fol
lows:

§ 214.31 Allocation of Canadian light and 
heavy crude oil.

(a ) Basis for issuance of Canadian 
crude oil rights. * * *

(3) Canadian crude oil rights for 
heavy crude oil. (i) ERA shall first 
issue a number of rights for Canadian 
heavy crude oil for first priority refin
eries on a pro rata basis with reference 
to (but not to exceed) one-fourth of 
their respective base period volumes of 
Canadian heavy crude oil (as adjusted 
under the provisions of paragraphs (c) 
and (d ) of this section).

(ii) In the event that the allocable 
Supply of Canadian heavy crude oil for 
a particular allocation period is great
er than the total number of rights cal
culated under subparagraph (3)(i) of 
this paragraph, ERA shall issue a 
number of rights for Canadian heavy 
crude oil for first priority refineries on 
a pro rata basis with reference to (but 
not to exceed) one-fourth of their re
spective total base period volumes of 
Canadian crude oil (as adjusted under 
the provisions of paragraphs (c) and
(d ) of this section), less the number of 
rights for Canadian light and/or 
heavy crude oil issued under subpara
graphs (2) and (3 )(i) of this paragraph.

(iii) In the event that the allocable 
supply of Canadian heavy crude oil for 
a particular allocation period is great
er than the total number of rights cal
culated under subparagraphs (3) (i) 
and (ii) of this paragraph, ERA shall 
issue a number of rights for Canadian 
heavy crude oil for second priority re
fineries on a pro rata basis with refer
ence to (but not to exceed) one-fourth 
of their respective base period volumes 
of Canadian heavy crude oil (as ad
justed under the provisions of para
graphs (c) and (d ) of this section).

(iv) In the event that the allocable 
supply of Canadian heavy crude oil for 
a particular allocation period is great
er than the total number of rights cal
culated under subparagraphs (3) (i) 
through (iii) of this paragraph, ERA 
shall issue a number of rights for Ca
nadian heavy crude oil for second pri-

FEDERAL REGISTER, V O L . 43, N O . 229— TU E S D A Y , N O V E M B E R  28, 1978



PROPOSED RULES 55739
ority refineries on a pro rata basis 
with reference to (but not to exceed) 
one-fourth of their respective total 
base period volumes of Canadian 
crude oil (as adjusted under the provi
sions of paragraphs (c) and (d ) of this 
section), less the number of rights 
issued for Canadian light and/or 
heavy crude oil issued under subpara
graphs (2) and (3)(iii) of this para
graph.

(v) In the event that the allocable 
supply of Canadian heavy crude oil for 
a particular allocation period is great
er than the total number of rights cal
culated under subparagraph (3)(i) 
through (3)(iv) of this paragraph, 
ERA shall issue a number of addition
al rights for Canadian heavy crude oil 
for first and second priority refineries 
on a pro rata basis with reference to 
their respective nominations for Cana
dian heavy crude oil to ERA for that 
allocation period pursuant to para
graph (h ) of this section.

* * * * *

(d) Adjustments to base period vol
umes. (1) Upon application filed with 
the ERA at least 45 days prior to the 
beginning of an allocation period, by a 
refiner or other firm that owns or con
trols a priority refinery, for purposes 
of issuances of Canadian crude oil 
rights under this subpart, the ERA  
may adjust that priority refinery’s re
ported volume of Canadian light or 
heavy crude oil, or total volume of Ca
nadian crude oil, included in its crude 
oil runs to stills or its volume of Cana
dian light or heavy crude oil, or total 
volume of Canadian crude oil, con
sumed or otherwise utilized in the 
base period to compensate for reduc
tions in volume due to unusual or non
recurring operating conditions (which 
shall not include routine shutdowns or 
turnarounds for normal maintenance 
or repairs).

(2) The ERA may at any time, for 
purposes of issuances of Canadian 
crude oil rights under this subpart and 
without application by the refiner or 
other firm concerned, adjust any base 
period volume referred to in subpara
graph (1) of this paragraph if it deter
mines that such volume is inaccurate 
or not representative of that refiner’s

or other firm’s ba&e period or current 
operating conditions, or to reflect any 
change in such priority refinery’s 
access to crude oil from sources other 
than Canada. The ERA may provide 
that such adjustments to base period 
volumes shall become effective at 
specified times of the year to reflect 
seasonal changes in such priority re
finery’s access to crude oil from 
sources other than Canada.

(3) In the event that the ERA re
duces any base period volume referred 
to in subparagraph (1) of this para
graph of any first priority refinery to 
reflect any change in such refinery’s 
access to crude oil from sources other 
than Canada, such refinery will be eli
gible for an allocation under this sec
tion as a first priority refinery to the 
extent of its based period volume as so 
adjusted and as a second priority re
finery to the extent of the reduction 
in its base period volume.

* * * * *

§ 214.34 [A m ended ]

4. Section 214.34 is amended by re
vising paragraph (a ) to read as follows:

* * * * *

(a ) Supplemental affidavits and 
changes in initial designation. Refin
ers and other firms that own or con
trol priority refineries shall correct 
any errors contained in affidavits filed 
pursuant to Subpart D  of this part by 
filing a supplemental affidavit pursu
ant to § 214.41(b). Affidavits shall be 
so supplemented to reflect any 
changes in the access of the refiner or 
other firm to alternative sources of 
crude oil. Based on information set 
forth in any such supplemental affida
vit or in any affidavit filed after Feb
ruary 10, 1976, the ERA may change 
its initial priority designation as to a 
refinery or other facility, may provide 
for changes in the priority designation 
as to a refinery or other facility at 
specified times of the year to reflect 
seasonal changes in such refinery’s or 
facility’s access to alternative sources 
of crude oil, may determine that a par
ticular refinery or other facility is no 
longer eligible to receive Canadian 
crude oil rights under this part, or

may make an initial priority designa
tion as to that refinery or other facili
ty. Any such action taken by the ERA  
under this paragraph (a ) may. be 
based, in whole or in part, on informa
tion available to the ERA from sources 
other than the affidavits filed pursu
ant to Subpart D  of this part.

§ 214.41 [A m ended ]

5. Section 214.41 is amended by re
vising paragraph (d ) to read as follows:

* * * * *

(d ) Periodic reports. (1) On or prior 
to the thirtieth day preceding each al
location period commencing after 
March 31, 1979, each refiner or other 
firm that owns or controls a refinery 
or other facility that is classified as a 
priority refinery and which received 
and allocation under this part for the 
preceding allocation period shall file 
with the ERA a report certifying, as to 
each such refinery or other facility,, 
the estimated volume of Canadian 
crude oil not subject to this program 
and crude oil from sources other than 
Canada to be obtained by or for that 
refinery or other facility for that allo
cation period, with a specification as 
to the type of transaction or transac
tions involved in obtaining that crude 
oil.

(2) Within 30 days following the 
close of each allocation period, each 
refiner or other film  that owns or con
trols a priority refinery that received 
an allocation under this part for that 
allocation period shall file with the 
ERA a report certifying, as to each, 
such refinery or other facility: (i) The 
actual volumes of Canadian crude oil 
and Canadian plant condensate includ
ed in the crude oil runs to stills of or 
consumed or otherwise utilized by 
each such priority refinery or other 
facility for the immediately preceding 
allocation period (specifying the por
tion thereof that was obtained 
through allocations under this pro
gram), and (ii) the actual volumes of 
crude oil from sources other than 
Canada included in the crude oil runs 
to stills of or consumed or otherwise 
utilized by each such priority refinery 
or 6ther facility for the immediately 
preceding allocation period.
[FR  Doc. 78-33194 Filed 11-22-78; 10:05 am]
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