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This seGtion 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.G. 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 week.

DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service

7 C F R P a rt 989  

[Docket No. FV94-989-4FR]

Raisins Produced From Grapes Grown 
in California; Temporary Suspension 
of Certain Reserve Tonnage Pricing 
Provisions

AGENCY: Agricultural Marketing Service, 
USDA.
ACTION: Final r u l e .

SUMMARY: This final rule temporarily 
suspends a sentence in § 989.67(j) of the 
California raisin marketing order 
dealing with the pricing of reserve 
raisins offered to handlers for free use. 
The industry is faced with a large 
supply of Zante Currant raisins. The 
suspension will only apply to 1994-95 
reserve Zante Currants so that the value 
of a portion of the free tonnage 
inventory held by handlers on July 31, 

j  1994, can be adjusted downward toward 
! current market price levels. This 
adjustment is necessary to help the 
industry become price competitive and 
tu aid it in marketing Zante Currants.
This action was unanimously 
recommended by the Raisin 
Administrative Committee (Committee), 
which is responsible for local 
administration of the order.
EFFECTIVE DATE: October 2 7 ,1 9 9 4  
through July 3 1 ,1 9 9 5 .
FOR FURTHER INFORMATION CONTACT: 
Richard P. Van Diest* Marketing 
Specialist, California Marketing Field 
Office, Fruit and Vegetable Division, 
AMS, USDA, 2202 Monterey Street,
Suite 1Q2B, Fresno, California 93721; 
telephone: (209) 487-5901, or FAX (209] 
487-5906; or Mark A. Slupek, Marketing 
Specialist, Marketing Order 
Administration Branch* F&V, AMS, 
USDA, Room 2523-S, P.Q. Box 96456, 
Washington, DC 20050-6456;

Telephone: (202) 205-2830, or FAX 
(2D2) 720-5698.
SUPPLEMENTARY INFORMATION: This rule 
is issued under Marketing Agreement 
and Order No. 989 [7 CFR Part 989) 
(order), regulating the handling of 
raisins produced from grapes grown in 
California. The order is effective under 
the Agricultural Marketing Agreement 
Act of 1937, as amended, [7 U.S.C. 601- 
674], hereinafter referred to as the 
“Act.”

The Department of Agriculture 
(Department) is issuing this rule in 
conformance with Executive Order 
12866.

This rale has been reviewed under 
Executive Order 12778, Civil Justice 
Reform. This rale will allow the 
Committee to implement an inventory 
price adjustment program for Zante 
Currents during the 1994-95 crop year, 
which began August 1,1994. This rule 
will not preempt any State or local laws, 
regulations, or policies, unless they 
present an irreconcilable conflict with 
this rale.

The Act provides that administrative 
proceedings must be exhausted before 
parties may file suit in court. Under 
section 608c(15)(A) of the Aet, any 
handler subject to an order may file 
with the Secretary a petition stating that 
the order, any provision of the order, or 
any obligation imposed in connection 
with the order is not in accordance with 
law and request a modification of the 
order or to be exempted therefrom. A 
handler is afforded the opportunity for 
a hearing on the petition. After a hearing 
the Secretary would rale on the petition. 
The Act provides that the district court 
of the United States in any district in 
which the handler is an inhabitant, or 
has his or her principal place of 
business, has jurisdiction in equity to 
review the Secretary’s ruling on the 
petition, provided a bill in equity is 
filed not later than 20 days after the date 
of entry of the ruling.

Pursuant to requirements set forth in 
the Regulatory Flexibility Act (RFA), the 
Administrator of the Agricultural 
Marketing Service (AMS) has 
considered die economic impact of this 
action on small entities.

The purpose of the RFA is to fit 
regulatory actions to the scale of 
business subject to such actions in order 
that small businesses will not be unduly 
or disproportionately burdened. 
Marketing orders issued pursuant to the

Act, and rales issued thereunder, are 
unique in that they are brought about 
through group action of essentially 
small entities acting on their own 
behalf. Thus, both statutes have small 
entity orientation and compatibility.

There are approximately 20 handlers 
of California raisins who are subject to 
regulation under the order, and 
approximately 5,000 producers in the 
regulated area. Small agricultural 
service firms have been defined by the 
Small Business Administration [13 CFR 
121.601] as those having annual receipts 
of less than. $5,000,000; and small 
agricultural producers are defined as 
those whose annual receipts are less 
than $500,000. A minority of handlers 
and a majority of producers of California 
raisins may be classified as small 
entities.

Under the order, seasonal volume 
regulations can be established. The free 
percentages prescribe the portion of the 
crop that can be shipped at any time to 
any market. The reserve percentages 
prescribe the portion of the crop that 
must be held for delayed shipment. 
Reserve raisins are held in a reserve 
pool by handlers for the account of the 
Committee. Funds generated from the 
sale of reserve pool raisins are 
distributed equally to equity holders 
(growers),

This final rale will suspend the 
penultimate sentence in §989.67(j) of 
the order for the 1994-95 crop year..
That sentence provides that: “However, 
such raisins shall not be sold at a price 
below that which the committee 
concludes reflects the average price 
received by producers for free tonnage, 
of the same varietal type purchased by 
handlers during the current crop year 
up to the time of any offer for sale of 
reserve tonnage by the committee, to 
which shall be added the costs to the 
equity holders incurred by the 
committee on account of receiving, 
inspecting, storing, fumigating, insuring, 
and holding of said raisins, and 
including costs of taxes and interest; 
Provided, That, where the outlook for 
the next Grop year or other factors have 
caused a downward trend in the prices 
received hy producers for free tonnage 
raisins or in the prices received by 
handlers for free tonnage packed raisins, 
reserve tonnage may be sold to handlers 
at the currently prevailing or the 
approximate computed field price for
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free tonnage raisins, as determined by 
the committee.”

Limited volumes of Zante Currants 
are produced in California. The 1993-94 
California production of Zante Currants 
was 5,643 tons, which is 32 percent 
larger than the prior four-year average of 
4,279 tons. The estimated 1994-95 
production is greater than 6,500 tons or 
over 50 percent more than the 1989-92 
four-year average. It is anticipated that 
the production of Zante Currants will 
continue to increase in the next one to 
three years as newly planted acreage 
begins to produce and/or reach full 
production.

Greece is the major producer of 
currants, generally representing at least 
85 percent of the annual world 
production of such raisins. In 1992-93, 
Greek currants were in short supply and 
prices rose sharply. As a result, the 
market for California Zante Currants 
strengthened significantly and the 
grower price increased to $1,600 from 
$1,365 per ton the previous season. In 
1993-94, the grower price for California 
Zante Currants was $1,200 per ton. The
1993- 94 Greek currant crop was 
approximately 50,000 tons, of excellent 
quality, and prices were very 
competitive with those quoted for 
California Zante Currants. This resulted 
in a significant drop in California Zante 
Currant shipments here and abroad.

Currently, the California raisin 
industry is carrying a very large supply 
(approximately 4,000 tons) of 1992-93 
and 1993-94 crop Zante Currants and 
projects a record production 
(approximately 6,500 tons) in 1994-95. 
The trade is aware of this supply 
problem and forward purchases from 
handlers have decreased. Sales are not 
expected to increase until corrective 
pricing action is taken by handlers. 
Before that can begin, however, 
handlers need assurance that the value 
of some of their free Zante Currant 
inventories from the 1992-93 and 1993- 
94 production years can be reduced to 
the recently established $980 per ton
1994- 95 free tonnage Zante Currant 
field price, thus reducing their potential 
losses on existing free raisin inventory. 
Suspending the penultimate sentence in 
§ 989.67(j) can assure this protection, as 
it will allow the Committee to sell 1994 
crop reserve tonnage to handlers for free 
use at a lower price than the established 
field price.

The Committee plans to offer handlers 
one ton of 1994-95 crop Zante Currant 
reserve raisins at $100 per ton for every 
four tons of free Zante Currants held by 
them on July 31,1994. Purchasing free 
tonnage 1994-95 crop Zante Currants at 
$980 per ton and reserve Zante Currants 
at $100 per ton in accordance with this

formula will allow handlers’ inventories 
to achieve an approximate net value of 
$980 per ton. In the absence of the 
suspension, these price adjustments 
could not be accomplished. In the 
absence of such adjustments, the 
industry could not compete effectively 
with foreign-produced currants without 
substantial losses on the part of packers 
and producers. Moreover, a significant 
loss in foreign markets could result. A 
loss of domestic markets to foreign 
imports could also result.

In recommending its action, the 
Committee recognized that it would be 
selling a portion of the reserve raisins at 
a price well below the cost of producing 
raisins, and that the net proceeds to 
equity holders would be quite low, In 
the absence of this action, open price 
contracting between producers and 
handlers on 1994-95 crop Zante Currant 
deliveries was a possibility because of 
the excess supplies and inflated value of 
the inventory. On the basis of the 
Committee’s recommendation, handlers 
did not use open price contracting but 
instead in negotiations with the Raisin 
Bargaining Association (Association) 
agreed to pay producers the 
aforementioned $980 per ton price for 
free tonnage Zante Currants. Without 
the inventory adjustment program, very 
low prices for all 1994-95 crop Zante 
Currants were likely. The Association is 
a cooperative which bargains sales 
terms with independent handlers on 
behalf of its producer members.

It is recognized that the effects of this 
action on individual entities will vary 
depending on their financial conditions 
and their equities in the reserve pool. 
However, the impact is not expected to 
be significant. In the long term, the 
benefits of becoming more competitive 
under current marketing conditions 
should outweigh any adverse short-term 
impact and result in benefits to all 
industry entities. The domestic 
inventory price adjustment 
accomplished through this action will 
permit an overall price reduction for 
handlers’ sales of Zante Currants, 
enabling the industry to compete more 
effectively with lower-priced foreign- 
produced currants, and to more 
aggressively market Zante Currants in 
the interest of maintaining and 
expanding existing domestic and foreign 
markets and in developing new markets. 
The net result of this action is likely to 
be positive as a result of increased 
marketings of Zante Currants at reduced 
prices. On the basis of all of the 
foregoing, the Administrator of the AMS 
has determined that the issuance of this 
rule will not have a significant 
economic impact on a substantial 
number of small entities.

After consideration of all relevant 
matter presented, including the 
information and recommendations 
submitted by the Committee, it is 
determined that: (1) There has been a 
change of economic or márketing 
conditions to warrant the sale of Zante 
Currant reserve raisins to handlers to 
provide them with raisins to sell as free 
tonnage, pursuant to section 989.67(j), 
and (2) under the conditions presently 
existing in the raisin industry, the 
penultimate sentence in section 
989,67(j) does not now tend to effectuate 
the declared policy of the Act and is 
hereby suspended with regard to Zante 
Currants pursuant to section 989.91(b). 
However, such suspension shall 
continue only through July 31,1995, at 
which time it shall terminate and the 
suspended sentence will become 
operative again beginning August 1, 
1995. ;

Pursuant to 5 U.S.C. 553, it is also 
found and determined that, upon good 
cause, it is impracticable, unnecessary, 
and contrary to the public interest to 
give preliminary notice prior to putting 
this rule into effect, and that good cause 
exists for not postponing the effective 
date of this action until 30 days after 
publication in the Federal Register 
because: (1) Producers and handlers 
have been conducting their marketing 
operations on the premise that the value 
of the 1992-93 and 1993-94 Zante 
Currants carried into the 1994-95 
season would be averaged down to the 
1994-95 negotiated free tonnage price;
(2) the Committee met on October 5, 
1994, and computed and announced 
preliminary free and reserve tonnage 
percentages for Zante Currant raisins;
(3) prompt implementation of this 
action is necessary to preveñt disruption 
in the marketplace; and (4) the industry 
is aware of this action, which was 
unanimously recommended by the 
Committee at a public meeting.

List of Subjects in 7 CFR Part 989

Grapes, Marketing agreements, 
Raisins, Reporting and recordkeeping 
requirements.

For the reasons set forth in the 
preamble, 7 CFR part 989 is amended as 
follows:

PART 989—RAISINS PRODUCED 
FROM GRAPES GROWN IN 
CALIFORNIA

1. The authority citation for 7 CFR 
part 989 continues to read as follows:

Authority: 7 U.S.C. 601-674.
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§989.67 [Suspended in Parti
2. In § 989.67(j) the penultimate 

sentence is suspended effective October 
27,1994 through July 31,1995.

Dated: October 20; 1904.
Patricia Jensen,
Acting Assistant Secretary.j M arketing and 
Regula tory Programs.
[FR Doc 94-26638 Filed 10-26-94; 8:45 am]
BILLING CODE 3410-02-P

Rural Electrification Administration 

7 CFR Part 1703 

RiN 0572-AB04

Rural Economic Development Loan 
and Grant Program: Empowerment 
Zones

AGENCY: Rural Electrification 
Administration, USDA.
ACTION: F in a l ru le .

SUMMARY: The Rural Electrification 
Administration (REA) hereby amends its 
regulation far the Rural Economic 
Development Loan and Grant Program 
by adding a provision which will 
enhance the potential of funding for 
applications from areas that: Were 
recently designated by the President as 
natural disaster areas; have experienced 
severe economic dislocation due to the 
loss, removal; or closing of a major 
source of employment; have 
experienced long-term and severe 
economic deterioration, demonstrated 
by severe unemployment or a high 
percentage of population out-migration; 
or have been designated as a Rural 
Empowerment Zone or Rural Enterprise 
Community.
EFFECTIVE DATE: This regulation is 
effective on November 28,1994.
FOR FURTHER INFORMATION CONTACT: 
Lawrence L. Bryant, Jr., Chief, Planning 
Branch, Rural Development Assistance 
Staff, Rural Electrification 
Administration, Room 2237, South 
Building, U.S* Department of 
Agriculture, 14th and Independence 
Avenue, SW., Washington, DC 20250- 
1500 (202) 690-3594.
SUPPLEMENTARY INFORMATION: This rule 
has been determined to be not 
significant for purposes of Executive 
Order 12866 and therefore has not been 
reviewed by the Office of Management 
and Budget. This rule has been 
reviewed under Executive Order 12778, 
Civil Justice Reform. Thiis rule; (1) Will 
not preempt any State or local laws, 
regulations, or policies; (2) Will not 
have any retroactive effect; and (3) Will 
not require administrative proceedings

before parties may file suit challenging 
the provisions of this rule.

In compliance withthe Regulatory 
Flexibility Act, the Administrator 
certifies that this action would, not have 
a significant economic impact on a 

»substantial number of small entities as 
defined in the Regulatory Flexibility Act 
(5 U.S.C. 601 ef seq.). Based on current 
and historical funding levels for this 
program and a projected average size 
loan and/or grant in the range of 
$300,000 to $400,000, it is estimated 
that 50 to 60 loans and/or grants will be 
made nationwide* each year under the 
existing rule. Applicants whose rural 
development projects are enhanced by 
this action are projected to be less 
numerous, and therefore, the rule will 
have a limited impact upon small 
businesses. Since credit will be 
channeled to areas which are generally 
underdeveloped and financially 
depressed, job creation and economic 
development resulting from newly 
emerging businesses and community 
facilities funded by REA will not pose 
undue competition or other adverse 
effects upon existing businesses. 
Therefore, this rule will have no effect 
upon businesses or entities other than 
those to be funded through this 
program.

In compliance with the Office of 
Management and Budget (OMB) 
regulations (5 CFR part 1320) 
implementing the Paperwork Reduction 
Act of 1980 (Pub. L. 96-511} and 
Section 3504 of that Act, the 
information collection and 
recordkeeping requirements contained 
in this rule have been approved by OMB 
under control number 0572-0090. 
Comments concerning these 
requirements should be directed to the 
Office of Information and Regulatory 
Affairs of OMB, Attention; Desk Officer 
for USDA, room 10102, NEOB, 
Washington, DC, 20503.

The Administrator has determined 
that this rule will not significantly affect 
the quality of the human environment 
as defined by the National 
Environmental Policy Act of 1969 (42 
U.S.C. 4321 et seq,). Therefore, this 
action does not require an 
environmental impact statement or 
assessment.

The program is subject to the 
provisions of Executive Order 12372, 
which requires intergovernmental 
consultation with State and local 
officials, with the exception of 
applications for Project Feasibility 
Studies.

This program is listed in the Catalog 
of Federal Domestic Assistance under 
No. 10.854, Rural Economic 
Development Loans and Grants. This

catalog is available on a subscription 
basis from the Superintendent of 
Documents, United States Government 
Printing Office, Washington, DC 20402- 
9325.
Background

On February 15,1989, REA published 
the final rule, 7 CFR 1709, subpart B, in 
the Federal Register (54 FR 6867) that 
implemented the Rural Economic 
Development Loan and Grant Program, 
also known as the Cushion of Credit 
Payments Program, established by 
Section 313 of the Rural Electrification 
Act of 1936, as amended (Act). This 
program provides funds to Act 
borrowers for the promotion of rural 
economic development and job creation 
projects. On September 27,1990, REA 
changed the designation of this rule 
from 7 CFR part 1709 to part 1703 (55 
FR 39393) and on September 25,1992, 
published an amendment (57 FR 44314) 
to refine and improve the structure of 
the rule. On March 14,1994, REA 
published a final rule (59 FR 11702) 
establishing procedures to approve and: 
administer grants and grants in 
conjunction with zero-interest loans.

On July 28,1994, a proposed rule was 
published (59 FR 38378) to amend the 
rule to enhance the funding potential of 
Rural Economic Development Loan and 
Grant Program (REDLGP) applications 
from economically devastated areas* 
This constitutes the finalization of that 
proposed rule.
Synopsis

This rule amends the Rural Economic 
Development Loan and Grant Program 
as follows;

• The Administrator will have the 
discretion to designate special economic 
status under the REDLGP selection 
factors, adding up to 25 points to an 
applicant’s score if at least one of the 
four conditions outlined in
§ 1703.46(g)(7) has occurred.

• The prohibition on funding 
community antenna televisipn systems 
or facilities has been reinstated except 
in special cases as outlined in
§ 1703.17(d).

• The provision for disbursement of 
grant funds has been revised to allow 
REA Borrowers with limited financial 
resources, or for other reasons, to 
receive funds based on invoices from 
project owners rather than committing 
their own funds under the 
reimbursement provision. This 
arrangement will require prior REA 
approval. See § 1703.22(e).

• The definition of “Rural economic 
development" has been revised to 
clarify REA policy on funding projects 
located outside rural areas as defined in
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Section 13 of the Rural Electrification 
(RE) Act but which provide significant 
benefits to rural areas.
Comments

REA received seven comments 
regarding this regulation, which were 
taken into consideration in preparing 
this final rule. Comments were received 
from the following:

(1) Minnesota Rural Electric 
Association.

(2) Riverside County Economic 
Development Agency, Riverside, 
California.

(3) City of Hollister, California.
(4) Maine Ambulatory Care Coalition, 

Manchester, Maine.
(5) Crown Economic Development 

Corporation, Hanford, California.
(6) Merced County Board of 

Supervisors, Merced, California.
(7) Community Development 

Division, Fresno, California.
Of the comments received, one 

commenter suggested that REA accept 
“local” unemployment data, if 
available, instead of county-wide data 
because of significant variances in larger 
counties. We recognize that large 
geographical counties are at a 
disadvantage if only countywide data is 
accepted. Therefore the use, where 
appropriate, of State-published 
information, would be a reasonable 
alternative and have amended 
§ 1703.46(g)(7)(iii) is hereby amended to 
allow the REA Administrator to 
consider State-published statistics, 
provided by the applicant, in those 
situations where the Census material is 
clearly not representative of the project 
location. However, the data must be 
verifiable and part of a recognized 
database which reflects information for 
other areas within the State.

One community expressed concern 
that requiring disbursement of funds up 
front and awaiting reimbursement could 
be a hardship on small rural 
communities. However, this 
requirement does not actually impact 
community government entities because 
the reimbursement policy is applicable 
only in cases where REA Borrowers 
receive grants to establish revolving 
loan funds. This final rule provides 
special arrangements only for REA 
Borrowers establishing revolving loan 
funds, who are unable to fund projects 
using the reimbursement method.

Another comment was that REA’s 
definition of “rural” in this rule was too 
broad and would allow reviewers to 
fund projects not directly benefiting 
rural communities. The commenter 
suggested that the funds either be 
restricted to the 2500 population limit 
or controlled by organizations from such

communities, that at least 70 percent of 
the funds be spent in communities 
under 2500 and that the urban entity 
provide at least 60 percent in matching 
funds. All REDLGP applications are 
reviewed by the REA staff and selected * 
based on the evaluation criteria outlined 
in § 1703.46, much of which is based on 
benefit to rural areas. Moreover, REA 
borrowers serve primarily rural areas, 
and they are well-suited to determine 
that the final benefits are directed 
toward the local community. As 
discussed previously in this preamble, 
the rule has been revised to allow 
projects which are not located in rural 
areas. However, those projects must 
result in significant benefit to rural 
areas.

Another recommendation was to 
assign bonus points to areas 
“nominated” by State and local 
governments for designation as Rural 
Empowerment Zones or Rural 
Enterprise Communities as well as those 
areas primarily designated by USD A as 
Rural Empowerment Zones or Rural 
Enterprise Communities. It was 
suggested that these communities be 
rewarded for the development of the 
plans and partnerships required by the 
nominating process and receive a 
portion of the points they would have 
received if actually designated as Rural 
Empowerment Zones or Rural 
Enterprise Communities. REA 
recognizes that community strategic 
planning is a key component of the 
Empowerment initiative, however, this 
additional planning aspect will directly 
benefit the communities in other ways 
such as allowing them to realize and 
unlock their own potential to 
partnership with the private sector and 
other federal and state entities. The 
strategic planning process also improves 
the applicant’s overall REDLGP 
application which should be reflected 
under the normal evaluation criteria.
List of Subjects in 7 CFR Part 1703

Community development, Grant 
programs—housing and community 
development, Loan programs—housing 
and community development, Reporting 
and recordkeeping requirements, Rural 
areas.

For the reasons set out in the- 
preamble, chapter XVII of title 7 of the 
Code of Federal Regulations is amended 
as follows:

PART 1703—RURAL DEVELOPMENT

1. The authority citation for 7 CFR 
part 1703 continues to read as follows:

Authority: 7 U.S.C. 901 etseq . and 950aaa 
et seq.

Subpart B— Rural Economic 
Development Loan and Grant Program

2. In § 1703.12 of this subpart B, the 
following definition is revised to read as 
follows:

§ 1703.12 Definitions.
•k k  k  k  k

Rural econom ic developm ent—job 
creation or preservation or community 
facilities improvement projects that 
clearly demonstrate significant benefits 
to rural areas.
k  k  k  k  k

3. In § 1703.17, paragraph (d) is added 
to read as follows:

§ 1703.17 Uses of zero-interest loans and 
grants.
k  k  ■' k  k  k

(d) Zero-interest loans and grants may 
be used for community antenna 
television systems or facilities. The 
borrower will document that such 
facilities provide a tangible economic 
benefit to the proposed service area in 
accordance with § 1703.46 of this 
subpart. Notwithstanding this, the 
Administrator reserves the right to deny 
any proposal for community antenna 
television systems or facilities. 
Community antenna television systems 
or facilities will be considered for 
funding in accordance with § 1703.46 of 
this subpart and this section only when 
all of the following conditions exist:

(1) The proposed community antenna 
television system or facility is 
established in cooperation with a local 
educational and/or medical entity (ies) 
to provide educational and/or medical 
programming which addresses specific 
needs of rural residents;

(2) Services to be provided by the 
proposed community antenna television 
systems or facilities are not available in 
the area to be served, or services are not 
being provided by the existing 
television programming carrier at an 
affordable cost to residents; and

(3) Such community antenna systems 
or facilities will not present undue 
competition for existing television 
programming carriers in the area.

4. In § 1703.20, paragraphs (a)(10) and 
(a)(ll) are redesignated as paragraphs 
(a)(ll) and (a)(12) and a new paragraph 
(a)(10) is added to read as follows:

§ 1703.20 Ineligible uses of zero-interest 
loans and grants.

(a) * * *
(10) For community antenna 

television systems or facilities except as 
provided in § 1703.17(d) of this subpart;
★  *  k  k  k

5. In § 1703.22, paragraphs (e) 
introductory text, (e)(1), (e)(3) and (e)(4) 
are revised to read as follows:
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§ 1703.22 Revolving loan program.
i t  i t  f t  *  *

(e) Disbursement o f  grant funds. 
Borrowers are not authorized to 
commence projects to be funded under 
this section until those projects have 
been submitted for authorization in 
accordance with paragraph (c)(1) of this 
section, or the projects have been 
submitted for authorization subsequent 
to grant approval in accordance with 
paragraph (e)(2) of this section. REA 
grant funds will be disbursed on a 
reimbursement basis. However, upon 
written justification by borrowers and 
approval by the Administrator, 
borrowers unable to fund projects under 
reimbursement provisions, for financial 
or other extraordinary reasons, may 
receive grant funds under the special 
disbursement method by submitting 
unpaid invoices from project owners, 
and grant funds will be disbursed to 
borrowers and passed directly to project 
owners. In either case, REA grant funds 
will be disbursed in accordance with 
the provisions of 7 CFR Part 3015, 
Uniform Federal Assistance 
Regulations, the applicable 
requirements of this subpart, the 
administrative provisions outlined in 
paragraph (g) of this section, and the 
following requirements:

(1) Only projects authorized by REA 
in accordance with paragraphs (c)(1) 
and (e)(2) of this section, for which 
adequate documentation is submitted, 
including receipts for expenditures 
under the reimbursement method or 
unpaid invoices under the special 
disbursement method, as applicable, 
and certification of approved purposes, 
will be considered for disbursement; 
* * * * *

(3) Under the reimbursement method, 
grant funds requisitioned for individual 
projects in increments of less than 
$100,000, or less than 25 percent of the 
amount approved for the revolving loan 
fund, whichever is less, may be 
disbursed semi-annually. Submission 
periods for requisitioning grant funds on 
a semi-annual disbursement basis will 
be 14 days commencing from the 6- 
month anniversary date of grant 
approval. Grant funds under the special 
disbursement method will be 
requisitioned in accordance with the 
applicable provision in paragraph (e)(4) 
of this section;

(4) For the reimbursement method, 
grant funds requisitioned for individual 
projects in increments of $100,000 or 
greater, or at least 25 percent of the 
amount approved for the revolving loan 
fund, whichever is less, may be 
submitted for disbursement at any time. 
Under the special disbursement method,

grant funds of less than $100,000 may 
be requisitioned for disbursement at any 
time. However, the minimum 
requisition will be $50,000, or the total 
grant award, whichever is less.
f t  f t  i t  f t  f t

6. In § 1703.46, the period at the end 
of paragraph (h)(10)(iii) is removed and 
a semicolon is added in its place, and 
paragraphs (g)(7) and (h)(ll) are added 
to read as follows:

§ 1703.46 Documenting the evaluation and 
selection of applications for zero-interest 
loans and grants.
* - * * * *

(g) Other selection  factors. * * *
f t  f t  f t  f t .  i t

(7) Special econom ic status. The 
Administrator has the discretion to 
designate special economic status (up to 
25 points) to applications submitted by 
borrowers that have documented one or 
more of the following four conditions in 
one or more county(ies) to be served by 
the proposed project:

(i) A designation of disaster area by 
the President of the United States which 
has been so designated within three 
years prior to applying to REA;

(ii) The loss, removal, or closing of a 
major source or sources of employment 
in the last 3 years which causes an 
increase of 2 percentage points or more 
in the area!s most recent unemployment 
rate compared with the period 
immediately before the dislocation;

(iii) Chronic or long-term economic 
deterioration, documented by one or 
both of the following conditions:

(A) An unemployment level equal to 
or greater than 1.5 times the National 
average unemployment percentage from 
4 out of the last 5 years, starting with 
the most current statistics available. The 
applicant, when calculating recent 
years’ unemployment percentages, 
should compare county statistics with 
the National Average unemployment for 
the corresponding year. Statistics on 
unemployment will be based on figures 
provided by the U.S. Bureau of Labor 
Statistics. However, the Administrator 
may, at his discretion, also consider 
verifiable, published State statistical 
data provided by the applicant in 
situations where county-wide statistical 
data is not representative of local 
conditions. Such statistical data must be 
part of a recognized database which 
reflects information for other areas 
within the State;

(B) A 15% loss of population due to 
out-migration over the most recent 10- 
year decennial census, based on the U.S. 
Bureau of the Census decennial data;

(iv) A designation as a Rural 
Empowerment Zone or Rural Enterprise 
Community by the Empowerment Zone

Program authorized by Section 13301 of 
the Omnibus Reconciliation Act of 
1993, Public Law 103-66 (107 Stat.
312), 26 U.S.C. 1391-1393.

(h) * * *
(11) S pecial econom ic status—25 

points.
* * * * *

Dated: October 19,1994.
Bob J. Nash,
Under Secretary, Sm all Community and Rural 
D evelopm ent.
{FR Doc. 94-26418 Filed 10-26-94; 8:45 am] 
BILLING CODE 3410-15-J»

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 39
[Docket No. 94-N M -22-A D ; Amendment 
39-9050; AD 94-22 -91]

Airworthiness Directives; McDonnell 
Douglas Model DC-10 Series Airplanes

AGENCY: Federal Aviation 
Administration, DOT.
ACTION: Final rule.

SUMMARY: This amendment supersedes 
an existing airworthiness directive (AD), 
applicable to all McDonnell Douglas 
Model DC-10-10, -10F, -30, and -30F 
series airplanes, that currently requires 
inspections to detect ice or snow 
accumulation on top of the fuselage and 
in the inlet of the number 2 engine, and 
removal of ice and snow accumulation. 
This amendment adds certain airplanes 
to the applicability of the rule and limits 
the inspection requirement to only a 
certain group of airplanes. This 
amendment is prompted by the 
development of improved fan blades on 
certain engines and the identification of 
additional airplanes that are subject to 
the unsafe condition. The actions 
specified by this AD are intended to 
minimize damage to the number 2 
engine due to ingestion of ice and snow. 
EFFECTIVE DATE: November 28,1994. 
ADDRESSES: Information related to this 
rule may be examined at the Federal 
Aviation Administration (FAA), 
Transport Airplane Directorate, Rules 
Docket, 1601 Lind Avenue, SW.,
Renton, Washington; or at the FAA, 
Transport Airplane Directorate, Los 
Angeled Aircraft Certification Office, 
3229 East Spring Street, Long Beach, 
California.
FOR FURTHER INFORMATION CONTACT: 
Raymond Vakili, Aerospace Engineer, 
Propulsion Branch, ANM-141L, FAA, 
Transport Airplane Directorate, Los 
Angeles Aircraft Certification Office,
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3229 East Spring Street, Long Beach, 
California 90806-2425; telephone (310) 
988-5262; fax (310) 988-5210. 
SUPPLEMENTARY INFORMATION: A 
proposal to amend part 39 of the Federal 
Aviation Regulations (14 CFR part 39) 
by superseding AD 75-04-11, 
amendment 39—2094, which is 
applicable to all McDonnell Douglas 
Model DC-10-10, -10F, -30 , and -30F 
series airplanes, was published in the 
Federal Register on July 18,1994 (59 FR 
36375). The action proposed to 
supersede AD 75—04—11, which 
currently requires inspections to detect 
ice and snow accumulation on top of 
the fuselage and in the inlet of the 
number 2 engine, and removal of ice 
and snow. The action proposed to add 
Model DC-10-15 series airplanes to the 
applicability of the rule, and to limit the 
inspection requirement to only a certain 
group of airplanes.

Interested persons have been afforded 
an opportunity to participate in the 
making of this amendment. Due 
consideration has been given to the 
single comment received.

The commenter supports the 
proposed rule.

After careful review of the available 
data, including the comment noted 
above, the FAA has determined that air 
safety and the public interest require the 
adoption of the rule as proposed.

There are approximately 379 
McDonnell Douglas Model DC—10—10, 
-10F, -30, -30F, and -15 series 
airplanes and Model KC-10 A (military) 
airplanes of the affected design in the 
worldwide fleet. The FAA estimates that 
226 airplanes of U.S. registry will be 
affected by this AD. (Currently, there are 
no Model DC-10-15 series airplanes of 
U.S. registry that will be affected by this 
AD.)

The inspections that were previously 
required by AD 75-04-11, and retained 
in this AD take approximately 1 work 
hour per airplane to accomplish the 
required actions, and that the average 
labor rate is $55 per work hour. Bared 
on these figures, the total cost impact of 
the inspection requirement on U.S. 
operators is estimated to be $12,430, or 
$55 per airplane, per inspection. This 
AD will only add die cost of inspections 
for the operators of Model KC-10 A 
(military) airplanes.

For operators of Model DC-10-10, 
-10F, -30 , and -30F  series airplanes 
having all solid fan blades in the 
number 2 engine position, the economic 
burden will be reduced since the 
previous requirement to inspect these 
airplanes in accordance with the 
existing AD will be eliminated by thh 
AD. However, this does not relieve

operators of the responsibility to comply 
with the requirements of §§ 91.527 
(“Operating in icing conditions”) and 
121.629 (“Operation in icing 
conditions”—air carriers) of the Federal 
Aviation Regulations (14 CFR 91.527 
and 121.629).

The total cost impact figure discussed 
above is based on assumptions that no 
operator has yet accomplished any of 
the requirements of this AD action, and 
that no operator would accomplish 
those actions in the future if this AD 
were not adopted.

The regulations adopted herein will 
not have substantial direct effects on the 
States, on the relationship between the 
national government and the States, or 
on the distribution of power and 
responsibilities among the various 
levels of government. Therefore, in 
accordance with Executive Order 12612, 
it is determined that this final rule does 
not have sufficient federalism 
implications to warrant the preparation 
of a Federalism Assessment.

For the reasons discussed above, I 
certify that this action (1) Is not a 
“significant regulatory action” under 
Executive Order 12866; (2) is not a 
“significant rule” under DOT 
Regulatory Policies and Procedures (44 
FR 11034, February 26,. 1979); and (3) 
will not have a significant economic 
impact, positive or negative, on a 
substantial number of small entities 
under the criteria of the Regulatory 
Flexibility A ct A final evaluation has 
been prepared for this action and it is 
contained in the Rules Docket. A copy 
of it may be obtained from the Rules 
Docket at the location provided under 
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39
Air transportation, Aircraft, Aviation 

safety, Safety.
Adoption of the Amendment

Accordingly, pursuant to the 
authority delegated to me by the 
Administrator, the Federal Aviation 
Administration amends part 39 of the 
Federal Aviation Regulations (14 GFR 
part 39) as follows:

PART 39—AIRWORTHINESS 
DIRECTIVES

1. The authority citation for part 39 
continues to read as follows:

Authority: 49 U.S.C. App. 1354(a), 1421 
and 1423; 49 U.S.C. 106(g); and l4  CFR 
11.89.

§39.13 (Amended]
2. Section 39.13 is amended by 

removing amendment 39—2094, and by 
adding a new airworthiness directive

(AD), amendment 39—, to read as 
follows:
94-22-01 McDonnell Douglas: Amendment 

39-9050. Docket 94-NM-22-AD. 
Supersedes AD 75-04-11, Amendment 
39-2094.

A pplicability: Model DC—10-10, -10F, -30, 
-30F, and -15 series airplanes, and Model 
KC-10 A (military) airplanes, on which the 
number 2 engine is a General Electric Model 
CF6 series turbofan engine having one or 
more gundrilled fan blades installed, 
including but not limited to part numbers 
9010M33 and 9137M39; certificated m any 
category.

C om pliance: Required as indicated, unless 
accomplished previously.

To prevent possible damage to the number 
2 engine due to ingestion of ice and snow, 
accomplish the following:

(a) As of the effective date of this AD, prior 
to starting the number 2 engine on any 
airplane that has been parked during icing 
conditions (freezing rain, snow, sleet) for any 
period of time during which ice or snow may 
have accumulated on the airplane in the area 
of the number 2 engine, inspect to detect ice 
and snow accumulation on top of the 
fuselage and in the inlet of the number 2 
engine. If ice or snow accumulation is found, 
prior to further flight, remove the ice or snow 
accumulation.

Note 1: Guidelines £ot inspection and 
safeguarding the aircraft are contained in 
these documents:
Douglas All Operators Letter (AOL) 10-546, 

dated January 11,1974 
Douglas AOL 10-673, dated August 7,1974 
DC-10 Airplane Maintenance Manual, 

Chapter 12-31-01
(b) An alternative method of compliance or 

adjustment of the compliance time that 
provides an acceptable level of safety may be 
used if approved by the Manager, Los 
Angeles Aircraft Certification Office (ACO), 
FAA, Transport Airplan® Directorate. 
Operators shall submit their requests through 
an appropriate FAA Principal Maintenance 
Inspector, who may add comments and then 
send it to the Manager, Los Angeles ACO,

Note 2: Information concerning the 
existence of approved alternative methods of 
compliance with this AD, if any, may be 
obtained from the Los Angeles ACO,

(c) Special flight permits may be issued in 
accordance with §§ 21.197 and 21.199 of the 
Federal Aviation Regulations (14 CFR 21.197 
and 21.199) to operate the airplane to a 
location where die requirements of this AD 
can be accomplished.

(d) This amendment becomes effective on 
November 28,1994.

Issued in Renton, Washington, on October 
13,1994.
Darrell M. Pederson,
Acting M anager. Transport A irplane 
D irectorate, A ircraft Certification Service. 
(FR Doc. 94-25846 Filed 10-26-94; 8:45 ami 
BILUNG CODE 4910-13-U
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14 CFR Part 39

[Docket No. 92-ASW -03; Amendment 
39-9053; AD 94-22-04]

Airworthiness Directives; Costruzioni 
Aeronautiche Giovanni Agusta S.p.A. 
Model A109A and A109AII Series 
Helicopters

AGENCY: Federal Aviation 
Administration, DQT.
ACTION: Final rule.

SUMMARY: This amendment supersedes 
an existing airworthiness directive (AD), 
applicable to Costruzioni Aeronautiche 
Giovanni Agusta S.p.A. Model A109A 
and A109AII series helicopters, that 
currently imposes a calendar life limit 
of 10 years and 6 months on the main 
rotor retention strap assemblies (strap 
assemblies). This amendment requires 
reducing the calendar life limit to 8 
years. This amendment is prompted by 
additional service experience and 
analyses, that show the current life limit 
needs to be reduced from 10 years and 
6 months to 8 years to prevent 
deterioration and subsequent failure of 
the strap assemblies. The actions 
specified by this AD are intended to 
prevent failure of the strap assemblies, 
loss of a main rotor blade, and 
subsequent loss of control of the 
helicopter.
EFFECTIVE DATE: December 1,1994. 
ADDRESSES: This AD and any related 
information may be examined in the 
Rules Docket at the Federal Aviation 
Administration (FAA), Office of the 
Assistant Chief Counsel, 2601 Meacham 
Blvd., Room 663, Fort Worth, Texas.
FOR FURTHER INFORMATION CONTACT: Mr. 
Mike Mathias, Aerospace Engineer, 
Rotorcraft Standards Staff, FAA, 
Rotorcraft Directorate, 2601 Meacham 
Blvd., Fort Worth, Texas 76137, 
telephone (817) 222-5123, fax (817) 
222-5961.
SUPPLEMENTARY INFORMATION: A 
proposal to amend part 39 of the Federal 
Aviation Regulations (14 CFR part 39) 
by superseding AD 87-15-10, 
Amendment 39-5681, (52 FR 277^7,
July 24,1987), which is applicable to 
Costruzioni Aeronautiche Giovanni 
Agusta S.p.A. Model A109A and 
A109AII series helicopters, was 
published in the Federal Register on 
August 21,1992 (57 FR 37914). That 
action proposed to require an 8-year 
calendar life instead of a 10 years and 
6 months life limit on the strap 
assemblies, part numbers 2601521 and 
109-0101-95-1, -3 , and -105.

Interested persons have been afforded 
an opportunity to participate in the

making of this amendment. No 
comments were received on the 
proposal or the FAA’s determination of 
the cost to the public. However, the 
words “since installation” have been 
removed and the word “total” has been 
added to paragraph (a)(2) to further 
clarify that the TIS and the calendar 
years relate to the total time on the strap 
assemblies and not to the time since 
they were installed on the helicopter. 
Also, the terms “calendar year” and 
“calendar month” have now been 
defined in paragraph (a)(3). Finally, the 
average labor fate was raised from $55 
to $60. The FAA has determined that air 
safety and the public interest require the 
adoption of the rule as proposed with 
the noted changes. The FAA has 
determined that these changes will 
neither increase the economic burden 
on any operator nor increase the scope 
of the AD.

The FAA estimates that 46 helicopters 
of U.S. registry will be affected by this 
AD, that it will take approximately 4 
work hours per helicopter to accomplish 
the required actions, and that the 
average labor rate is $60 per work hour. 
Required parts will cost approximately 
$1,931 per helicopter. Based on these 
figures, the total cost impact of the AD 
on U.S. operators is estimated to be 
$99,866.

The regulations adopted herein will 
not have substantial direct effects on the 
States, on the relationship between the 
national government and the States, or 
on the distribution of power and 
responsibilities among the various 
levels of government. Therefore, in 
accordance with Executive Order 12612, 
it is determined that this final rule does 
not have sufficient federalism 
implications to warrant the preparation 
of a Federalism Assessment.

For the reasons discussed above, I 
certify that this action (1) Is not a 
“significant regulatory action” under 
Executive Order 12866; (2) is not a 
“significant rule” under DOT 
Regulatory Policies and Procedures (44 
FR 11034, February 26,1979); and (3) 
will not have a significant economic 
impact, positive or negative, on a 
substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act. A final evaluation has 
been prepared for this action and it is 
contained in the Rules Docket. A copy 
of it may be obtained from the Rules 
Docket at the location provided under 
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation 
safety, Safety.

Adoption of the Amendment
Accordingly, pursuant to the 

authority delegated to me by the 
Administrator, the Federal Aviation 
Administration amends part 39 of the 
Federal Aviation Regulations (14 CFR 
part 39) as follows:

PART 39—AIRWORTHINESS 
DIRECTIVES

1. The authority citation for part 39 
continues to read as follows:

Authority: 49 U.S.C. App. 1354(a), 1421 
and 1423; 49 U.S.C. 106(g); and 14 CFR 
11.89.

§39.13 [Amended]
2. Section 39.13 is amended by 

removing Amendment 39-5681 (52 FR 
27787, July 24,1987), and by adding a 
new airworthiness directive (AD), 
Amendment 39-9053, to read as 
follows:
AD 94-22—04 Costruzioni Aeronautiche 

Giovanni Agusta S.pA.: Amendment 
39-9053. Docket Number 92-ASW-03. 
Supersedes AD 87-15-10, Amendment 
30-5681.

A pplicability: Model A109A and A109AII 
series helicopters, certificated in any 
category.

C om pliance: Required as indicated, unless 
accomplished previously.

To prevent failure of the main rotor 
retention strap assemblies (strap assemblies), 
accomplish the following:

(a) Replace the strap assemblies, part 
numbers (P/N) 2061521 and 109-0101-95-1, 
-3 , and -105, with airworthy strap 
assemblies in accordance with the applicable 
maintenance manual and the following:

(1) For strap assemblies that have 7V2 or 
more calendar years time-in-service (TIS) on 
the effective date of this AD, replace the strap 
assemblies within the next 6 calendar 
months or before accumulating 5,000 hours 
total TIS on the strap assemblies, whichever 
occurs first.

(2) For strap assemblies that have less than 
7V2 calendar years TIS on the effective date 
of this AD, replace the strap assemblies 
before accumulating 8 calendar years TIS or 
before accumulating 5,000 hours total TIS on 
the strap assemblies, whichever occurs first.

(3) For the purposes of this AD, the 
calendar compliance times begin on the day 
the strap assemblies are installed on any 
helicopter. Additionally, a calendar year is a 
365-day period of time. Also, a calendar 
month is a 30-day period of time.

(b) An alternative method of compliance or 
adjustment of the compliance time that 
provides an acceptable level of safety may be 
used when approved by the Manager, 
Rotorcraft Standards Staff, FAA, Rotorcraft 
Directorate, or by the Manager, Brussels 
Aircraft Certification Office, AEU-100, FAA, 
Europe, Africa, and Middle East Office, c/o  
American Embassy, Brussels, Belgium. 
Operators shall submit their requests through 
an FAA Principal Maintenance Inspector, 
who may concur or comment and then send 
it to the Manager, Rotorcraft Standards Staff.



5 3 9 3 4  Federal Register / Vol. 59, No. 207 V Thursday, October 27, 1994 / Rules and Regulations

Note: Information concerning the existence 
of approved alternative methods of 
compliance with this AD, if any, may be 
obtained from the Rotorcraft Standards Staff 
or the Brussels Aircraft Certification Office,

(c) Special flight permits may be issued in 
accordance with §§ 21.197 and 21.199 of the 
Federal Aviation Regulations (14 CFR 21.197 
and 21.199) to operate the helicopter to a 
location where the requirements of this AD 
can be accomplished.

(d) Thijs amendment becomes effective on 
December 1,1994.

Issued in Fort Worth, Texas, on October 21, 
1994.
Eric Bries,
Acting M anager, Rotorcraft D irectorate, 
A ircraft Certification Service.
(FR Doc. 94-26599 Filed 10-26-94; 8:45 am] 
BILLING CODE 4SKM3-P

DEPARTMENT OF COMMERCE 

Bureau of Economic Analysis

15 CFR Part 801
[Docket No. 940797-4294]

RIN 0691-AA24

International Services Surveys: BE-80 
Benchmark Survey of Financial 
Services Transactions Between U.S. 
Financial Services Providers and 
Unaffiliated Foreign Persons
AGENCY: Bureau of Economic Analysis, 
Commerce.
ACTION: Final rule.

SUMMARY: These final rules institute a 
new international services survey, the 
BE-80, Benchmark Survey of Financial 
Services Transactions Between U.S. 
Financial Services Providers and 
Unaffiliated Foreign Persons, to be 
conducted by the Bureau of Economic 
Analysis (BEA), U.S. Department of 
Commerce. The survey will, for the first 
time, collect comprehensive information 
on trade in financial services between 
,U.S. financial services providers and 
unaffiliated foreign persons. It is 
intended to cover the universe of such 
transactions by type and by country.
The information is needed to support 
trade policy initiatives, including trade 
negotiations, on financial services and 
to compile the U.S. balance of payments 
and national income and product 
accounts. The survey will be conducted 
once every 5 years under the 
International Investment and Trade in 
Services Survey Act and the Omnibus 
Trade and Competitiveness Act of 1988. 
The first survey will cover 1994.
DATES: These rules will be effective 
November 28,1994.
FOR FURTHER INFORMATION CONTACT:

Betty L. Baker, Chief, International 
Investment Division (BE-50), Bureau of 
Economic Analysis, U.S. Department of 
Commerce, Washington, DC 20230; 
phone (202) 606-9805.
SUPPLEMENTARY INFORMATION: In the July 
28,1994 Federal Register, volume 59,
No. 144,59 FR 38387, BEA published a 
notice of proposed rulemaking setting 
forth reporting requirements for a new 
survey, the BE-80, Benchmark Survey 
of Financial Services Transactions 
Between U.S. Financial Services 
Providers and Unaffiliated Foreign 
Persons. No comments on the proposed 
rules were received. As a result, the 
final rules are the same as the proposed 
rules.

These final rules amend existing 15 
CFR 801.9 and add new 15 CFR 801.11 
to implement the new survey. The 
survey will be conducted by BEA under 
the International Investment and Trade 
in Services Survey Act (P.L. 94-472,90 
Stat. 2059, 22 U.S.C. 3101-3108, as 
amended) and the Omnibus Trade and 
Competitiveness Act of 1988 (P.L. 100— 
418,15 U.S.C. 4908(b)). Section 4(a) of 
the International Investment and Trade 
in Services Survey Act provides that 
“The President shall, to the extent he 
deems necessary and feasible—* * *(4) 
conduct * * * benchmark surveys with 
respect to trade in services between 
unaffiliated United States persons and 
foreign persons * * * ” fo Section 3 of 
Executive Order 11961, as amended by 
Executive Order 12518, the President 
delegated the authority under the Act as 
concerns international trade in services 
to the Secretary of Commerce, who has 
redelegated it to BEA.

The Omnibus Trade and 
Competitiveness Act of 1988 directs that 
“The Secretary (of Commerce) shall 
ensure that * * * there is included in 
the Data Bank information on service 
sector activity that is as complete and 
timely as information on economic 
activity in the merchandise sector. The 
Secretary shall undertake a new 
benchmark survey of services 
transactions, including transactions 
with respect to * * * banking services; 
(and) brokerage services.”

The major purposes of the survey are 
to provide the information on financial 
services needed in monitoring U.S. 
services trade, analyzing its effects on 
the U.S. economy, formulating U.S. 
international trade policy, supporting 
bilateral and multilateral trade 
negotiations, compiling the U.S. balance 
of .payments and national income and 
product accounts, developing U.S. 
international price indexes for services, 
assessing U.S. competitiveness in 
international trade in services, and

improving the ability of U.S. businesses 
to identify and evaluate market 
opportunities.

The BE-80 survey will be conducted 
once every 5 years, and the first survey 
will be for 1994. The survey covers the 
universe of financial services 
transactions between U.S. financial 
services providers and unaffiliated 
foreign persons. Reporting is required 
from U.S. financial services providers 
who have sales to or purchases from 
u n a ff i l iated foreign persons in all 
covered financial services combined in 
excess of $1 million during the 
reporting year. Those financial services 
providers meeting this criteria must 
supply data on the amount of their sales 
or purchases of each covered type of 
service, disaggregated by country. U.S. 
financial services providers that have 
covered transactions of less than $1 
million during the reporting year are 
asked to provide, on a voluntary basis, 
estimates only of their total sales or 
purchases of each type of financial 
service. The survey is scheduled to be 
mailed to potential respondents in 
February 1995, and completed reports 
are due May 31.

It is anticipated that the information 
from the benchmark survey will be 
updated in nonbenchmark years by an 
annual follow-on survey that is more 
limited in scope and that will cover 
only a sample of the companies 
reporting in the BE-80 survey.
Executive Order 12612

These final rules do not contain 
policies with Federalism implications 
sufficient to warrant preparation of a 
Federalism assessment under E.O. 
12612.
Executive Order 12866

These final rules have been 
determined to be not significant for 
purposes of E .0 .12866.
Paperwork Reduction Act

The collection of information 
requirement in these final rules has 
been approved by OMB (OMB No. 
0608-0062).

Public reporting burden for this 
collection of information is estimated to 
vary from 4 to 150 hours, with an 
overall average burden of 7.5 hours. 
This includes time for reviewing the 
instructions, searching existing data 
sources, gathering and maintaining the 
data needed, and completing and 
reviewing the collection of information. 
Comments from the public regarding the 
burden estimate or any other aspect of 
this collection of information should be 
addressed to; Director, Bureau of 
Economic Analysis (BE-1), U.3.
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D e p a rtm e n t of Commerce, Washington* 
DC 20503; and to the Office of 
M a n a g e m e n t and Budget, Washington, 
DC 20503, Attention; Desk Officer for 
the Department of Commerce;
Regulatory Flexibility Act

The General Counsel, Department of 
Commerce, has certified to the Chief 
Counsel for Advocacy, Small Business 
Administration* under the provisions of 
the Regulatory Flexibility Act (5 U.S.C. 
605(b)), that these final rules will not 
have a significant economic impact on 
a substantial number of small entities. 
The exemption level for the survey 
excludes most small businesses from 
mandatory reporting. Reporting is 
required only if total sales or total 
purchases transactions in financial 
services with unaffiliated foreign 
persons by U.S* persons who are 
financial services providers, or by U.S. 
persons whose consolidated enterprise 
includes a separately organized 
subsidiary or part that is a financial 
services provider, exceed $1 million 
during the year. In. addition, 
international business tends to be 
conducted mainly by the larger 
companies in a given industry; in the 
financial services industry, this is 
particularly true, because of the high 
degree of consolidation occurring in that 
industry in the United States during the 
past several years. In any event, small 
businesses tend to have specialized 
operations and activities, so those with 
reportable transactions will likely not 
have significant amounts of data to 
report; therefore, the burden on them 
will be relatively small.
List of Subjects in 15 CFR Part 801

Economic statistics, Balance of 
payments, Foreign trade, Penalties,. 
Reporting and recordkeeping 
requirements.

Dated: October 11,1994.
Carol S. Carson,
Director„Bureau o f  Econom ic Analysis.

. For the reasons set forth in the 
preamble, BEA amends 15 CFR Part 801 
as follows:

PART 801—[AMENDED]

1. The authority citation for 15 CFR 
Part 801 is revised to read as follows:

Authority: 5U;S,C. 301.15 ILS.C 4908(b), 
22 U.S.C. 3101-3108, and E.0. 11961 (3 (CFR, 
1977 Comp., p. 86) as amended by E.O,
12013 (3 CFR, 1977 Comp., p. 147) E.O.
12318 (3 CFR, 1981 Comp., p. 173%,and E.O. 
12518 (3 CFR, 1985 Comp:, p. 348)'.

2. Section 801.9 is amendedby 
revising paragraph (a) to read as follows:

§301.9 Reports required.
(a$ Benchm ark surveys: Section 4(a)(4) 

of the Act (22 U.S.C; 3103)-provides that 
benchmark surveys of trade in services 
between UlS. mid unaffiliated foreign 
persons be conducted, but not more 
frequently than every 5 years. General 
reporting requirements, exemption 
levels, and the year of coverage of the 
BE—20 survey may be found in § 801.10, 
and general reporting requirements, 
exemption levels, and the year of 
coverage of the BE-80 survey may’be 
found in §801.11. More detailed 
instructions aie given on the forms 
themselves.
*  i t  i t  i t .  A .

3. Section 801.11 is added to read as 
follows:

§ 801.11 Rules and regulations for the B E -  
80, Benchmark Survey of Financial Services 
Transactions Between U.S. Financial 
Services Providers and Unaffiiiated Foreign 
Persons.

A BE-80, Benchmark Survey of 
Financial Services Transactions 
Between U.S. Financial Services 
Providers and Unaffiliated Foreign 
Persons; will be conducted covering 
companies’ 1994 fiscal year and every 
fifth year thereafter. All legal 
authorities, provisions, definitions, and 
requirements contained in § 801.1 
through § 801.9 are applicable to this 
survey. Additional rules and regulations 
for the BE-80 survey are given in 
paragraphs (a) through (d) of this 
section. More detailed instructions are 
given on the report form itself.

(a) Who must report.—(1) M andatory 
reporting, Reports are required from 
each U.S. person who is a financial 
services provider or intermediary, or 
whose consolidated U.S. enterprise 
includes a separately organized 
subsidiary or part that is a financial 
services provider or intermediary, and 
who had transactions (either sales or 
purchases) directly with unaffiliated 
foreign persons in all financial services 
combined in excess of $1,000,000 
during its fiscal year covered by the 
survey. The $1,000,000 threshold 
should be applied to financial services 
transactions with unaffiliated foreign 
persons by all parts of the consolidated 
U.S. enterprise combined that are- 
financial services providers or 
intermediaries. Because the $1,000,000 
threshold applies separately to sales and 
purchases, the mandatory reporting 
requirement may apply only to sales, 
only to purchases, or to both, sales and 
purchases.

(i) The determination of whether a 
U.S. financial services provider or 
intermediary is subject to this 
mandatory reporting requirement may

be judgmental,, that is, based on the 
judgment of knowledgeable persons in a 
company who-ean identify reportable 
transactions on a recall basis, with a 
reasonable degree of certainty, without 
conducting a detailed manual records 
search.

(ii) Reporters who file pursuant to this 
mandatory reporting requirement must 
provide data' on total sales and/or 
purchases of each of the covered types 
of financial services transactions and 
must disaggregate the totals by country.

(2). Voluntary reporting. If, during the 
fiscal year covered, sales or purchases of 
financial services by a firm that is a 
financial services provider or 
intermediary, os by a firm’s subsidiaries 
or parts combined that are financial 
services providers or intermediaries, are 
$1,000,000 or less, the U.S. person is 
requested to provide an estimate of the 
total for each type of service. Provision 
of this information is voluntary . Because 
the $1,000,000 threshold applies 
separately to sales and purchases, this 
voluntary reporting option may apply 
only to sales, only to purchases, or to 
both sales and purchases.

(b) BE-80 defin ition  o f  fin an cial 
services provider. The definition of 
financial services provider used for this 
survey is analogous in coverage to the 
finance and insurance part of Division 
H of the 1987 Standard Industrial 
Classification Manual (SIC major groups 
60 through 64, and major group 67), 
More specifically, companies and/or 
subsidiaries and other separable parts of 
companies in the following industries 
are defined as financial services 
providers: Depository institutions 
(including, commercial banks and 
thrifts);.nondepository credit 
institutions;: security and commodity 
futures, brokers, dealers, exchanges, 
traders,, underwriters, and services 
providers (including, investment bankers 
and providers of securities custody 
services); credit card companies, 
insurance carriers, agents,, brokers; and 
services providers; investment advisors 
and managers; mutual funds; pension 
funds; trusts; holding companies; 
investors; oil royalty traders;; etc.

(c) C overed types o f  services. The BE- 
80 survey covers the following types of 
financial services transactions 
(purchases and/or sales) between U S. 
financial services providers and 
unaffiliated foreign persons: Brokerage, 
except foreign exchange brokerage 
services; private placement services; 
underwriting services; financial 
management services; credit-related 
services, except credit card services; 
credit card services; financial advisory 
and custody services; securities lending
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services; foreign exchange brokerage 
services; and other financial services.

(d) What to file , (1) The BE-80 survey 
consists of Forms BE-80(A) and BE- 
80(B). Before completing a Form BE- 
80(B), a consolidated U.S. enterprise 
(including the top parent and all of its 
subsidiaries and parts combined) must 
complete Form BE-80(A) to determine 
its reporting status. If the enterprise is 
subject to the mandatory reporting 
requirement, or if it is exempt from the 
mandatory reporting requirement but 
chooses to report data voluntarily, either 
a separate Form BE-80(B) may be filed 
for each separately organized financial 
services subsidiary or part of the 
consolidated U.S. enterprise, or a single 
BE-80 (B) may be filed, representing the 
sum of covered transactions by all 
financial services subsidiaries or parts 
of the enterprise combined.

(2) Reporters that receive the BE-80 
survey from BEA, but that are not 
reporting data in either the mandatory 
or voluntary section of any Form BE- 
80(B), must return the Exemption Claim, 
attached to Form BE-80(A), to BEA.
[FR Doc. 94-26596 Filed 10-26-94; 8:45 am] 
BILLING CODE 3510-EA-M

SECURITIES AND EXCHANGE 
COMMISSION

17 CFR PART 200 
[Release No. 34-34871]

Disposition of Business by Seriatim 
Commission Consideration or by 
Delegated Authority

ACTION: Final rule.

SUMMARY: The Securities and Exchange 
Commission (“Commission”) is 
amending its rules on disposition of 
Commission business to formalize 
current practice regarding procedures 
for seriatim and delegated consideration 
of business.
EFFECTIVE DATE: October 27,1994.
FOR FURTHER INFORMATION CONTACT: C. 
Hunter Jones, Office of the General 
Counsel, (202) 942-0877, or Anne 
Sullivan, Office of the General Counsel, 
(202) 942-0954.
SUPPLEMENTARY INFORMATION: The 
Commission is modifying 17 CFR 
200.41-200.42 concerning seriatim 
consideration of business and actions by 
individual Commissioners on a 
delegated basis in order to formalize 
current practice and clarify that any 
member of the Commission may 
schedule a matter for joint deliberation, 
regardless of the number of 
Commissioners who have voted to

approve it, and that a member of the 
Commission who is serving as duty 
officer is authorized to approve a formal 
order of private investigation.

The Commission has determined that 
these amendments and additions to its 
procedural rules relate solely to the 
agency’s organization, procedure or 
practice. Therefore, the provisions of the 
Administrative Procedure Act (“APA”) 
regarding notice of proposed 
rulemaking, opportunities for public 
participation, and prior publication1 are 
not applicable. Similarly, the provisions 
of the Regulatory Flexibility Act,2 which 
apply only when notice and comment 
are required by the APA or other laws, 
are not applicable.
Effects on Competition

Section 23(a)(2) of the Securities 
Exchange Act of 1934 (“Exchange 
Act”) 3 requires the Commission, in 
adopting rules under the Exchange Act, 
to consider the anti-competitive effects 
of such rules, if any, and to balance any 
impact against the regulatory benefits 
gained in furthering die purposes of the - 
Exchange Act. The Commission has 
considered the changes adopted in this 
release in light of the standards rated in 
section 23(a)(2) and believes that their 
adoption would not impose any burden 
on competition not necessary or 
appropriate in furtherance of the 
Exchange Act.
Statutory Basis of Rule

The amendments to the Commission’s 
rules are adopted pursuant to the 
authorities set forth therein.
List of Subjects in 17 CFR Part 200

Administrative practice and 
procedure, Authority delegations 
(Government agencies).
Text of Amendments

For the reasons set out in the 
preamble, Title 17, Chapter II, Part 200 
of the Code of Federal Regulations is 
amended as follows:

PART 200—ORGANIZATION;
CONDUCT AND ETHICS; AND 
INFORMATION AND REQUESTS

Subpart B— Disposition of 
Commission Business

1. The authority citation for Part 200, 
Subpart B, continues to read as follows:

Authority: 5 U.S.C. 552b.

2. Section 200.41 is amended by 
revising paragraph (a) to read as follows:

15 U.S.C. 553.
2 5 U.S.C. 601-612.
3 15 U.S.C. 78w(a)(2).

§ 200.41 Disposition of business by 
seriatim Commission consideration.

(a) Whenever the Commission’s 
Chairman, or the Commission member 
designated as duty officer pursuant to 
§ 200.42, is of the opinion that joint 
deliberation among the members of the 
Commission upon any matter is 
unnecessary in light of the nature of the 
matter, impracticable, or contrary to the 
requirements of agency business, but is 
of the view that such matter should be 
the subject of a vote of the Commission, 
such matter may be disposed of by 
circulation of any relevant materials 
concerning the matter among all 
Commission members. Each 
participating Commission member shall 
report his or her vote to the Secretary, 
who shall record it in the Minute 
Record of the Commission. Any matter 
circulated for disposition pursuant to 
this subsection shall not be considered 
final until each Commission member 
has reported his or her vote to the 
Secretary or has reported to the 
Secretary that the Commissioner does 
not intend to participate in the matter.
*  *  *  *  Hr

3. Section 200.42 is amended by 
redesignating paragraph (b)(2) as 
paragraph (b)(3) and adding a new 
paragraph (b)(2) to read as follows:

§ 200.42 Disposition of business by 
exercise of authority delegated to individual 
Commissioner.
* * * * *

(b) * * *
(2) The duty officer may, when in his 

or her opinion it would be proper and 
timely , exercise the authority delegated 
in this section to initiate by order a 
nonpublic formal investigative 
proceeding pursuant to section 19(b) of 
the Securities Act of 1933 (15 U.S.C. 
77s(bj), section 21(b) of the Securities 
Exchange Act of 1934 (15 U.S.C. 78u(b)), 
section 18(c) of the Public Utility 
Holding Company Act of 1935 (15 
U.S.C. 79r(c)), section 42(b) of the 
Investment Company Act of 1940 (15 
U.S.C. 80a-41fb)), section 209(b) of the 
Investment Advisers Act of 1940 (15 
U.S.C. 80b-9(b)), and Part 203 (Rules 
Relating to Investigations) of this title 
(17 CFR part 203). After consideration of 
a staff recommendation for initiation by 
order of a nonpublic formal 
investigative proceeding, the duty 
officer shall forthwith report his or her 
action thereon to the Secretary.
* A * ★  *

By the Commission.
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Dated: October 21,1994.
Jonathan G. Katz, 
j.Secretary.
|FR Doc. 94-26582 Filed 10-26-94; 8:45 am] 
BILUNG CODE 8010-01-P

d epartm ent OF JUSTICE 

Bureau of Prisons 

28 CFR Part 570 

[BOP-1005-F]

RIN 1120-AA10

Furloughs; Transportation Costs

AGENCY: Bureau of Prisons, Justice.
ACTION: Final rule.

SUMMARY: In this document the Bureau 
of Prisons is amending its rule on 
furloughs. Section 570.33(c) contained 
provisions governing the choice of 
transportation for transfers to 
community corrections centers. As 
revised, these provisions have been 
simplified to indicate that an inmate 
may choose the means of transportation 
if all transportation costs are to be borne 
by the inmate. The intended effect of the 
amendment is to reduce costs to the 
Bureau.
EFFECTIVE DATE: November 28,1994. 
ADDRESSES: Office of General Counsel, 
Bureau of Prisons, HOLC Room 754, 320 
First Street, NW., Washington, DC 
20534.
FOR FURTHER INFORMATION CONTACT: Roy 
Nanovic, Office of General Counsel, 
Bureau of Prisons, phone (202) 514—
6655.
SUPPLEMENTARY INFORMATION: The 
Bureau of Prisons is amending its 
regulations on furloughs. A final rule on 
this subject was published in the 
Federal Register July V I 981 (46 FR 
34552) and was amended September 30, 
1983 (48 FR 45051) and January 21,
1994 (59 FR 3510).

A proposed rule was published in the 
Federal Register January 21,1994 (59 
FR 3512) for the purpose of amending 
the provisions in § 570.33(c) which state 
that the Warden may allow an inmate 
scheduled for transfer to a community 
corrections center (CCC) to choose the 
means of transportation to the CCC. 
Under these provisions, the inmate paid 
all costs when the distance travelled 
was not over 150 miles, but the inmate 
merely paid the difference in cost when 
the distance was over 150 miles and the 
inmate preferred to travel by plane 
rather than by public ground 
transportation. As proposed for revision, 
paragraph (c) was simplified to indicate

that an inmate may choose the means of 
transportation if all transportation costs 
are to be borne by the inmate.

The comment period closed on March 
22,1994. The Bureau received no 
comment on this rulemaking, and the 
Bureau is therefore adopting the 
proposed amendment as a final rule 
without change.

The Bureau of Prisons has determined 
that this rule is not a significant 
regulatory action for the purpose of E.O. 
12866, and accordingly this rule was not 
reviewed by the Office of Management 
and Budget. After review of the law and 
regulations, the Director, Bureau of 
Prisons has certified that this rule, for 
the purpose of the Regulatory Flexibility 
Act (Pub. L. 96-354), does not have a 
significant impact on a substantial 
number of small entities.

List of Subjects in 28 CFR Part 570

Prisoners.
Kathleen M. Hawk,
Director, Bureau o f Prisons.

Accordingly, pursuant to the 
rulemaking authority vested in the 
Attorney General in 5 U.S.C. 552(a) and 
delegated to the Director, Bureau of 
Prisons in 28 CFR 0.96(p), part 570 in 
subchapter D of 28 CFR, chapter V is 
amended as set forth below.
SUBCHAPTER D—COMMUNITY 
PROGRAMS AND RELEASE

PART 570—COMMUNITY PROGRAMS

1. The authority citation for 28 CFR 
part 570 continues to read as follows:

Authority: 5 U.S.C. 301; 18 U.S.C. 751, 
3621, 3622, 3624, 4001,4042, 4081, 4082 
(Repealed in part as to offenses committed on 
or after November 1,1987), 4161-4166, 
5006-5024 (Repealed October 12,1984 as to 
offenses committed after that date), 5039; 28 
U.S.C. 509, 510; 28 CFR 0.95-0.99.

2. In § 570.33, paragraph (c) is revised 
to read as follows:

§ 570.33 Expenses of furlough.
i t  i t  I t  'k i t

(c) The Warden may allow an inmate 
scheduled for transfer to a community 
corrections center (CCC) to choose the 
means of transportation to the CCC if all 
transportation costs are borne by the 
inmate. An inmate traveling under these 
provisions is expected to go directly as 
scheduled from the institution to the 
CCC.
[FR Doc. 94-26671 Filed 10-26-94; 8:45 am) 
BILUNG CODE 4410-05-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric 
Administration

50 CFR Part 672

[Docket No. 931199-4042; LD. 102494A]

Groundfish of the Gulf of Alaska

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOA A). 
Commerce.
ACTION: Closure.

SUMMARY: NMFS is closing the directed 
fishery for Pacific ocean perch in the 
Eastern Regulatory Area of the Gulf of 
Alaska (GOA). This action is necessary 
to prevent exceeding the Pacific ocean 
perch total allowable catch (TAC) in this 
area.
EFFECTIVE DATE: 12 noon, Alaska local 
time (A.l.t.), October 24,1994, until 12 
midnight, A.l.t., December 31,1994.
FOR FURTHER INFORMATION CONTACT: 
Andrew N. Smoker, 907-586-7228. 
SUPPLEMENTARY INFORMATION: The 
groundfish fishery in the GOA exclusive 
economic zone is managed by the 
Secretary of Commerce according to the 
Fishery Management Plan for 
Groundfish of the Gulf of Alaska (FMP) 
prepared by the North Pacific Fishery 
Management Council under authority of 
the Magnuson Fishery Conservation and 
Management Act. Fishing by U S. 
vessels is governed by regulations 
implementing the FMP at 50 CFR parts 
620 and 672.

In accordance with 
§ 672.20(c)(l)(ii)(B), the Pacific ocean 
perch TAC for the Eastern Regulatory 
Area was established by the final 1994 
specifications of groundfish {59 FR 
7647, February 16* 1994) as 1,265 metric 
tons (mt).

The Director, Alaska Region, NMFS 
(Regional Director), established in 
accordance with § 672.20(c)(2)(ii) a 
directed fishing allowance for Pacific 
ocean perch of 1,165 mt, with 
consideration that 100 mt would be 
taken as incidental catch in directed 
fishing for other species in this area.
The Regional Director has determined 
that this directed fishing allowance has 
been reached. Consequently, NMFS is 
prohibiting directed fishing for Pacific 
ocean perch in the Eastern Regulatory 
Area effective from 12 noon, A .l.t, 
October 24,1994, until 12 midnight, 
A.l.t., December 31,1994.

Directed fishing standards for 
applicable gear types may be found in 
the regulations at §.672.20(g).
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Classification
This action is taken under 50 CFR 

672.20 and is exempt from review under 
E .0 .12866.

Authority: 16 U.S.C. 1801 et seq.
Dated: October 24,1994.

David S. Crestin,
A cting Director, O ffice o f  F isheries . 
Conservation and M anagement, N ational 
M arine F isheries Service.
[FR-Poc. 94-26659 Filed 10-24-94; 1:46 pm] 
BILLING CODE 3510-22-F
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This section of the FEDERAL REGISTER 
contains notices to the public of the proposed 
issuance ofTules 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. .

d e p a r tm e n t  o f  a g r ic u l t u r e

Rural Electrification Administration 

7CFR Part 1751

RIN 0 5 7 2 -A B 0 7

Telecommunications System Planning 
and Design Criteria, and Procedures

AGENCY: Rural Electrification 
Administration, USDA.
ACTION: P r o p o s e d  r u le .

SUMMARY: The Rural Electrification 
Administration (REA) proposes to 
amend its interim rule regarding the 
State Telecommunications 
Modernization Plan requirements. The 
proposed changes are in response to 
comments received from the public 
regarding the interim rule. All 
Telephone Borrowers will be affected by 
this proposed rule.
DATES: Comments concerning this 
proposed rule must be received by REA 
or bear a postmark or its equivalent no 
later than November 28,1994. 
ADDRESSES: Submit written comments 
to Matthew P. Link, Director, Rural 
Telephone Bank Management Staff, U.S. 
Department of Agriculture, Rural 
Electrification Administration, 14th & 
Independence Avenue, SW., Room 
2832—S, Washington, DC 20250-1500. 
REA requests an original and three 
copies of all comments (7 CFR part 
1700). All comments received will be 
made available for public inspection at 
Room 2238-S, at the address listed 
above, between 8:30 a.m. and 5 p.m. (7 
CFR 1.27(b)).
FOR FURTHER INFORMATION CONTACT: 
Robert Peters, Assistant Administrator, 
Telephone Program, at the address 
listed above, telephone number (202) 
720-9554.
SUPPLEMENTARY INFORMATION:

Executive Order 12866
This proposed rule has been 

determined to be significant and was 
reviewed by the Office of Management

and Budget (OMB) under Executive 
Order 12866.
Executive Order 12778

This proposed rule has been reviewed 
under Executive Order 12778, Civil 
Justice Reform. If adopted, this 
proposed rule will not: (1) Preempt any 
State or local laws, regulations, or 
policies, unless they present an 
irreconcilable conflict with this rule; (2) 
Have any retroactive effect; and (3) 
Require administrative proceedings 
before parties may file suit challenging 
the provisions of this rule.
Regulatory Flexibility Act Certification

REA has determined that this 
proposed rule will not have a significant 
economic impact on a substantial 
number of small entities, as defined in 
the Regulatory Flexibility Act (5 U.S.C. 
601 et seq.). The REA program provides 
loans to REA Borrowers at interest rates 
and terms that are more favorable than 
those generally available from the 
private sector. REA Borrowers, as a 
result of obtaining federal financing, 
receive economic benefits which 
ultimately offset any direct economic 
costs associated with complying with 
REA regulations and requirements. 
Moreover, this action is in response to 
the Rural Electrification Loan 
Restructuring Act of 1993.
Information Collection and 
Recordkeeping Requirements

The reporting and recordkeeping 
requirements contained in the proposed 
rule have been submitted to OMB for 
approval in accordance with the 
Paperwork Reduction Act of 1980 (44 
U.S.C. ’3501 et seq.). Send comments 
regarding this collection of information 
to: Department of Agriculture, Clearance 
Office, Office of Information Resources 
Management, Room 404-W, 
Washington, DC 20250, and Regulatory 
Affairs of OMB, Attention: Desk Officer 
for USDA, Room 3201, New Executive 
Office Building, Washington, DC 20503.
National Environmental Policy Act 
Certification

REA has determined that this 
proposed rule will not significantly 
affect the quality of the human 
environment as defined by the National 
Environmental Policy Act of 1969 (42 
U.S.C. 4321 et seq.). Therefore, this 
action does not require an

e n v ir o n m e n t a l  i m p a c t  s ta te m e n t  o r  
a s s e s s m e n t .

Catalog of Federal Domestic Assistance
The program described by this proposed 

rule is listed in the Catalog of Federal 
Domestic Assistance Programs under 10.851, 
Rural Telephone Loans and Loan Guarantees, 
and 10.852, Rural Telephone Bank Loans.
This catalog is available on a subscription 
basis from the Superintendent of Documents, 
the United States Government Printing 
Office, Washington, DC 20402-9325.

Executive Order 12372
This proposed rule is excluded from 

the scope of Executive Order 12372, 
Intergovernmental Consultation. A 
Notice of Final Rule entitled 
Department Programs and Activities 
Excluded from Executive Order 12372 
(50 FR 47034) exempts REA and RTB 
loans and loan guarantees to. 
governmental and nongovernmental 
entities from coverage under this Order.
Background

On December 20,1993, REA 
published an interim rule (58 FR 66250) 
to incorporate changes to telephone loan 
policies required by the Rural 
Electrification Loan Restructuring Act of 
1993 (RELRA) (107 Stat. 1356). RELRA 
amended several provisions of the Rural 
Electrification Act of 1936, as amended 
(7 U.S.C. 901 et seq.) (RE Act), and 
mandated a restructuring of the 
telephone loan program.

On April 13,1994, REA adopted its 
interim rule as a final rule (59 FR 17460) 
with one exception, 7 CFR Part 1751, 
Telecommunications System Planning 
and Design Criteria, and Procedures. 
Because of the overwhelming response 
and concerns regarding the 
requirements of the State 
Telecommunications Modernization 
Plan (Modernization Plan), REA is 
proposing to amend 7 CFR part 1751, 
subpart B.

As revised, this Rule would require 
that Modernization Plans, at a 
minimum, apply to all REA borrowers. 
If a Modernization Plan is developed by 
the PUC or the State Legislature, REA 
encourages, but does not require, that 
the Modernization Plan’s requirements 
apply to the rural service areas of all 
Telecommunications Providers. A 
State’s decision not to include non-REA 
borrowers will not prejudice REA 
approval of their Plan. The PUC or the 
State Legislature may also, at its option, 
extend coverage of the Modernization
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Plan to all service areas of all 
Telecommunications Providers in the 
State. In addition, while requirements 
contained in § 1751.106 apply only to 
wireline services, the State Legislature 
or PUC, at its discretion, may extend 
coverage of Modernization Plans to 
wireless or other communicati ons 
services in a State as it deems 
appropriate.

It is REA’s policy that every State 
have a Modernization Plan which 
provides for the improvement of the 
State’s Public Switched Network. If the 
Plan Develop«“ is either the State 
Legislature or the PUC, such entity must 
submit for REA approval its 
Modernization Plan by a date one year 
from issuance of the Final Rule. After 
this date, if a State or its PUC declines 
or fails to submit for REA approval its 
Modernization Plan, eligibility to 
develop the Plan passes to a numeric 
majority of the Borrowers within the 
State. While there is no time limit 
requiring States to have an approved 
plan in place,, REA, as required by 
RELRA, will not approve any direct 
loans in States without such a plan.

During the comment period, REA 
received 81 comments regarding the 
interim rule, and these comments were 
taken into consideration in preparing 
the proposed amendments. Comments 
were received from the following:

(1) Alaska Public Utilities 
Commission.

(2) Arkansas Public Service 
Commission.

(3) California Public Utilities 
Commission.

(4) Joint comments from the Colorado 
Office of Consumer Counsel, Texas 
Office of Public Utility Counsel, Iowa 
Office of Consumer Advocate, and D.C. 
Office ©f the People’s CounseL

(5) Colorado Public Utilities 
Commission Staff.

(6) Florida Public Service 
Commission.

(7) Idaho Public Utilities Commission.
(8) Illinois Commerce Commission.
(9) Indiana Utility Regulatory 

Commission.
(10) Iowa Utilities Board.
(11) Michigan Public Service 

Commission Staff.
(12) Minnesota Public Utilities 

Commission.
(13) Missouri Public Service 

Commission.
(14) Nebraska Public Service 

Commission.
(15) New England Conference of 

Public Utilities Commissioners, Inc.
(16) New Hampshire Office of the 

Consumer Advocate.
(17) New York State Department of 

Public Service.

(18) North Carolina Public Staff 
Utilities Commission.

(19) North Dakota Public Service 
Commission.

(20) Pennsylvania Office of Consumer 
Advocate.

(21) Pennsylvania Public Utility 
Commission.

(22) Tennessee Public Service 
Commission.

(23) Texas Public Utility Commission.
(24) Utah Department of Commerce 

Division of Public Utilities.
(25) Virginia State Corporation 

Commission.
(26) Wisconsin Public Service 

Commission.
(27) ALLTEL Service Corporation.
(28) Century Telephone Enterprises, 

Inc.
(29) Golden West

Telecommunications Cooperative, Inc.
(30) Great Plains Communications, 

Inc.
(31) GTE Service Corporation.
(32) Hiawatha Telephone Company.
(33) Hills Telephone Company, Inc.
(34) Interstate Telecommunications 

Cooperative, Inc.
(35) James Valley Cooperative 

Telephone Company.
(36) Kingdom Telephone Company.
(37) Mark Twain Rural Telephone 

Company Group.
(38) Martin and Associates, lac., 

submitted comments on behalf of 16 
local exchange carriers located in South 
Dakota.

(39) Matanuska Telephone 
Association, Inc.

(40) MEBTEL Communications.
(41) Pacific Telecom, Inc.
(42) Project Mutual Telephone 

Company.
(43) Rochester Telephone 

Corporation.
(44) Sioux Valley Telephone 

Company.
(45) Steelville Telephone Exchange, 

Inc.
(46) TDS Telecom.
(47) United and Central Telephone 

Companies.
(48) Young, Van Assenderp, Vamadoe 

& Pennon, P.A., submitted comments on 
behalf of 7 REA Telephone Borrowers 
located in Florida and Alabama.

(49) Association of Communications 
Engineers.

(50) Eastern REA Borrowers 
Association.

(51) Idaho Telephone Association.
(52) Illinois Independent Telephone 

Association.
(53) Illinois Telephone Association.
(54) Iowa Telephone Association.
(55) Missouri Telephone Association.
(56) Montana Telephone Association.
(57) Joint comments from the National 

Rural Telecom Association, and. the 
Western Rural Telephone Association.

(58) Nebraska Telephone Association
(59) New York State Telephone 

Association, Inc.
(60) North Dakota Association of 

Telephone Cooperatives.
(61) National Telephone Cooperative 

Association.
(62) Joint comments from the 

Oklahoma Rural Telephone Coalition, 
Rural Arkansas Telephone Systems, and 
Texas Statewide Telephone 
Cooperative, Inc.

(63) Organization for the Protection 
and Advancement of Small Telephone 
Companies.

(64) Oregon Independent Telephone 
Association.

(65) Pennsylvania Telephone 
Association.

(66) Telecommunications Industry 
Association.

(67) Texas Telephone Association.
(68) United States Telephone 

Association.
(69) Washington Independent 

Telephone Association.
(70) Ameritech Operating Companies.
(71) Bell Atlantic Telephone 

Companies.
(72) BellSouth Telecommunications, 

Inc;
(73) NYNEX (New York Telephone 

Company and New England Telephone 
and Telegraph Company).

(74) Pacific Bell mid Nevada Bell.
(75) Southwestern Bell Corporation.
(76) U.S. West Communications, Inc.
(77) MCI Telecommunications 

Corporation.
(78) Central Associated Engineers, 

Inc.
(79) Fred Williamson & Associates, 

Inc.
(80) Hastad Engineering Company.
(81) Hicks & Ragland Engineering Co., 

Inc.
1. Comment Summary: REA should 

not specify specific technologies.
R esponse: This was a nearly 

unanimous comment and one with 
which REA concurs. REA’s intent is to 
specify information carrying capability, 
i.e., bit rate. References to specific 
technologies, like ISDN, have been 
removed.

2. Many commenters asserted that 
REA exceeded its statutory authority in 
one or more of the following ways:

a. Comment Summary: Congress 
intended State Telecommunications 
Modernization Plans to be guidelines.

R esponse: Many commenters believe 
that the use of the word “objectives” in 
RELRA implies non-binding guidelines. 
REA believes the commenters are taking 
the word out of context. The entire 
provision is as follows:

“REQUIREMENTS.—For purposes of 
subparagraph (A), a telecommunications
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modernization plan must, at a 
minimum, meet the following 
objectives.”

REA believes that an objective that 
must be met is mandatory. In the 
interim regulation (7 CFR part 1751, 
published December 20,1993), REA set 
forth both “requirements” and 
“objectives” to be contained in the 
Modernization Plan. Requirements were 
to be binding while objectives were only 
goals or targets. This may have led to 
confusion because both words are used 
in RELRA. In the proposed rule, REA 
has included only requirements.

b. Comment Summary: REA went 
beyond the intent of RELRA by 
establishing timeframes for 
modernization.

Response: REA set timeframes 
because a requirement with no due date 
is not a requirement.

REA believes that advanced 
telecommunications services should be 
available to the public within a 
reasonable time after they are 
developed. Broad experience in bringing 
modem telephone service to rural 
America teaches the value of caution 
and reflection before imposing binding 
requirements on future business 
activities. Varying construction 
schedules, economic conditions and 
rates of technological innovation affect 
even the most careful projections. REA 
conservatively projected the reasonably 
expected growth of both the public’s ' 
need for telecommunications services 
and the ability of Telecommunications 
Providers and equipment manufacturers 
to provide those services.

REA consulted both its past 
experience and its expectations of future 
technological development before 
setting the short-, medium- and long­
term deadlines in the regulation. Our 
experience with new technology such as 
buried cable, digital switching, and fiber 
optic systems where the widespread 
deployment into the 
telecommunications network took two 
to five years, lead us to adopt the five 
year phase-in concept. The timetable is 
achievable, given the 
telecommunications services presently 
available, the resources of the 
Telecommunications Providers, and the 
accelerating engineering achievements 
likely in the next few years.

The regulations phase in the 
requirements in three steps to provide 
for an orderly deployment of these 
telecommunications services. Facilities 
constructed more than one year after 
REA approves a Modernization Plan are 
required to provide those services that 
can be produced by equipment now in 
existence. The one year delay allows for 
constnlction-in-progress to be

completed before the Modernization 
Plan requirements go into effect. The 
requirements for the medium and long 
terms simply expand the coverage of the 
requirements so that when the long term 
period (11-16 years) is reached, all 
subscribers will have the services 
deployed during the short term period 
available to them.

c. Comment Summary: RELRA does 
not require that telecommunications 
improvements be deployed 
“concurrently” in rural and nonrural 
areas but only that “the plan must 
provide for uniform deployment 
schedules to ensure that advanced 
services are deployed at the same time 
in rural and nonrural areas”.

R esponse: Several commenters 
thought that REA intended all 
improvements to be made 
simultaneously throughout a service 
area. REA understands that there is a 
logical order to providing improvements 
and that they will often happen first in 
nonrural areas. REA intends that they 
should be deployed and available at 
approximately the same time in rural 
and nonrural areas. For example, if 
digital switching technology is being 
deployed in a nonrural area, 
replacement switches in rural areas 
would also employ digital technology. 
This does not mean that if a switch was 
replaced in a nonrural area, a switch 
would have to be replaced in the rural 
area. In the proposed rule, REA has 
clarified this requirement. See 
§ 1751.106(a).

d. Comment Summary: REA has no 
basis for requiring either the elimination 
of mileage and/or zone charges or that 
Telecommunications Providers adopt 
flexible tariffs. These issues concern 
rates and are not “service standards”.

R esponse: The stated requirement in 
RELRA is the elimination of party line 
service. REA’s experience has been that 
imposing zone and mileage charges on 
one-party service creates a large 
disincentive for subscribers to choose 
this service. However, REA will not 
require the Modernization Plan contain 
a provision to eliminate zone and 
mileage charges.

RELRA provides that the 
Modernization Plan “must provide for 
the availability of telecommunications 
services for improved business, 
educational, and medical services.” 
Rigid rate structures have served as the 
primary impediment to the provision of 
distance learning and medical link 
services. REA has seen cases where 
states have set wideband rates in direct 
proportion to the voiceband rate 
resulting in, for example, rates for 
schools far beyond what they can afford.

REA has clarified its intent on this 
subject in § 1751.106(e).

e. Comment Summary: It is not 
always practical to build only non- 
loaded twisted pair plant.

Response: REA concurs and has given 
the Plan Developer some discretion in 
this matter. Section 1751.106(g)(2)(ii) 
has been revised to allow a 
Telecommunications Provider to request 
additional time from the Plan Developer 
in the case of a PUC or State Legislature 
developed plan, or from the REA in the 
case of a REA Borrower developed plan. 
The Plan Developer or REA, as the case 
may be, must consider each request 
separately and can grant additional time 
only if either the best available 
telecommunications technology lacks 
the capability to enable the 
Telecommunications Provider to 
comply with the non-loaded 
requirement or complying with the 
requirement would impose prohibitive 
cost on the Telecommunications 
Provider.

/. Comment Summary: Nothing in the 
law suggests the need for 150 Mb/sec 
transmission rate for video. Many 
compression technologies are available 
which allow video to be transmitted 
over ordinary telephone lines.

R esponse: In the interim rule, all 
references to provision of 150 Mb/sec 
service were non-binding “ objectives” * 
see paragraph 2a. REA focused on the 
requirement in RELRA that telephone 
lines be capable of carrying at least 
1,000,000 bits per second. REA adjusted 
this to the standard North American rate 
of 1.544 Mb/sec. Such a rate allows for 
both the transmission of at least 1 
million bits per second and for the 
transmission of modest quality, highly 
compressed video. A higher rate is not 
required by the proposed rule.

3. Comment Summary: Many radio 
based services such as cellular and 
BETRS will be unable to meet REA 
bandwidth requirements.

R esponse: REA interprets the 
Modernization Plan requirements of 
RELRA to apply to service provided by 
telephone lines, i.e., “Wireline Service”, 
the basic service most Americans 
receive. This interpretation has been 
clarified in the proposed rule.

4. Comment Summary: REA has not 
defined “Public Switched Network” or 
“Telecommunications Providers”.

R esponse: REA has defined these 
terms in the proposed regulation.

5. Comment Summary: The interim 
rule violates section 202 of the RE Act 
which states that nothing in the RE Act 
shall be construed to deprive any State 
commission of jurisdiction to regulate 
telephone service, including the rates 
for such service.
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R esponse: REA believes there is no 
conflict between RELRA and section 
202 of the RE Act. The PUC is neither 
required to develop a Modernization 
Plan nor to approve REA loans that are 
consistent with a Modernization Plan 
whoever is the Plan Developer. 
Therefore the PUC’s jurisdiction to 
regulate telephone service is not 
impaired. No change has been made to 
the regulation based on this comment.

6. Comment Summary: PEA has not 
considered how the proposed services 
can be offered at affordable rates. The 
regulation could result in an REA 
Borrower-developed Modernization 
Plan which requires investments that a 
PUC would not approve.

R esponse: The requirements included 
in the proposed regulation apply almost 
entirely to new construction. New 
construction has to be economically 
justified to receive either REA financing 
or PUC approval for inclusion in the 
rate base. REA believes strongly in 
universal service and would not issue a 
regulation which it believed to be an 
impediment to that goal. No change has 
been made to the regulation based on 
these comments.

7. Comment Summary: REA should 
include a requirement that other 
interested parties be notified of intent to 
develop a Modernization Plan.

R esponse: REA concurs with this 
comment and has changed the wording 
on notification to include other 
interested parties. See § 1751.102 (b) 
and (c)(2).

8. Comment Summary: A 
Modernization Plan should cover only 
REA Borrowers or should cover all 
Telecommunications Providers only if  
developed by the PUC or a State 
Legislature.

R esponse: As redrafted, the 
Modernization Plan must apply only to 
REA Borrowers unless a PUC or a State 
Legislature decides, at its option, to 
apply the Modernization Plan to non- 
REA Borrower Telecommunications 
Providers. The REA does, however, 
encourage the PUCs and State 
Legislatures to apply the Modernization 
Plans to all Telecommunications 
Providers in the State.

9. Comment Summary: REA requires 
integration of PCS when it doesn 't exist.

R esponse: REA intended that a 
Modernization Plan should encourage 
integration of new technologies into the 
network. REA has substituted "emerging 
technologies” few PCS and clarified its 
intent. See § 1751.106(d).

10. Com m ent Summary: 
Modernization Plans should be based on 
market principles.

R esponse: The modem 
telecommunications system envisioned

by RELRA and the Modernization Plan 
requirements can succeed only if it is 
supported by market demand. REA’s 
electric and telecommunications 
programs have repeatedly demonstrated 
how quickly rural America takes 
advantage of new utility services. 
RELRA and the Modernization Plans 
lead the way for today’s nonrural and 
rural subscribers to receive the modem 
telecommunications services they want 
and need. REA believes that the 
Modernization Plan requirements of this 
regulation rest on a sound economic 
basis. True to its statutory mandate,
REA will finance projects only if it 
believes there is adequate security and 
the loan will be repaid within the time 
agreed.

11. Comment Summary: It is untimely 
for REA to develop a rule when other 
laws concerning telecommunications 
have been introduced in Congress. It is 
inappropriate for REA to develop rules 
for telecommunications. That should be 
the responsibility of the FCC.

R esponse: REA, as the agency 
responsible for promoting rural 
telecommunications, has long 
experience in setting the engineering 
and technical standards for service in 
rural areas and is ideally suited for the 
responsibility it was given by Congress. 
REA is working to ensure that 
Modernization Plan requirements and 
the Proposed Rule governing their 
preparation are flexible enough to 
accommodate evolving national policies 
promoting the National Information 
Infrastructure.

REA will revise, within our statutory 
constraints, these regulations and 
approve amendments to Modernization 
Plans if the National Information 
Infrastructure develops along lines not 
presently envisioned. However, the 
legislative imperative of RELRA and 
rural America’s urgent need for modem 
telecommunications services require 
that the regulations not be delayed.

12. Comment Summary: The rule is 
not clear on Plan Developer eligibility as 
related to time. The law says the one 
year period starts after publication of 
the final mie. Can Borrowers submit a 
Modernization Plan before the end of 
the year if the PÙC or State Legislature 
does not intend to? What if a PUC or 
State Legislature submits a 
Modernization Plan on the last day? 
Won’t loans be delayed if a PUC or State 
Legislature does not develop a plan and 
an REA Borrower-developed one has not 
been approved?

R esponse: RELRA sets forth the 
method of determining Plan Developer 
eligibility. With regard to the specific 
points mentioned above: .

a. The one year period starts with 
publication of the final rule developed 
in response to comments on this 
proposed rule.

b. Modernization Plans developed by 
REA Borrowers will not be accepted 
until a PUC’s and State Legislature’s 
eligibility has expired, unless the PUC 
and State Legislature officially reject 
eligibility.

c. A Modernization Plan submitted on 
the last day will be approved by REA if 
it meets the minimum requirements 
without alteration. The proposed rule 
includes language which recommends 
that to ensure a PUC or a State 
Legislature has sufficient time to 
respond to any REA comments cm its 
proposed Modernization Plan, the PUC 
or State Legislature should submit its 
plan at least 90 days in advance of the 
expiration of its eligibility. See
§ 1751.104(b)(2).

d. Loans will not be made between 
the end of a PUC’s and State 
Legislature’s eligibility and the approval 
of a Borrower-developed Modernization 
Plan.

13. Comment Summary: The 
regulation should allow for waivers to a 
Modernization Plan.

R esponse: REA has changed the 
regulation to allow the Modernization 
Plan developer the authority to grant 
time extensions necessitated by the state 
of technology as long as the extensions 
are granted on a case-by-case basis, do 
not exceed five years, and the 
circumstances for which extensions are 
granted are spelled out in the 
Modernization Plan. See § 1751.106(b).

14. Comment Summary: What is a 
generic design for Broadband service? 
How can this be done without local 
power?

R esponse: REA believes that the lack 
of consensus on how to bring wider 
band switched service to the home and 
small business, particularly in rural 
areas, means that Telecommunications 
Providers continue to build and rebuild 
their systems essentially for traditional 
voiceband service. In many cases this 
plant can not be adapted to wider band 
services.

In the interim rule (dated December 
20,1993) REA had required a “generic 
design” for broadband service. Since 
REA is no longer including non-binding 
goals in the proposed regulation, the 
requirement for a generic design has 
been changed to a requirement for the 
developer to provide a strategic 
development proposal which provides 
the Plan Developer’s vision of a State 
telecommunications structure for the 
future.

With regard to local power, REA 
retains a concern over system reliability.



Federal Register / Vol. 59, No. 207 / Thursday, October 27, 1994 / Proposed Rules 53943

The proposed rule requires that no 
matter what level of service is being 
offered, sufficient system power must be 
available to provide voice service during 
electric utility outages. See 
§ 1751.1Q6(h)(2)(ii) and (i)(2)(iv).

General Summary: It is REA’s belief 
I that national telecommunications 
“highways” will not and cannot be fully 
utilized unless improvements are made 

I to what might be called the 
| telecommunications “driveways”, the 
( local loops. Most loops cannot transmit 
| information over 9600 bits per second 
; (b/s). Consequently, many advanced 
I telecommunications services are not 
available on the Public Switched 

i Network or, where available, operate 
only on short loops. This limits use of 

; these advanced services to densely 
populated areas.

RELRA requires that telephone lines 
be capable of transmitting: (1) 
Information at no less than 1,000,000 
bits per second (lMb/s) and (2) video 
images. REA believes both requirements 
can be satisfied by telephone lines 
which can transmit and receive 1.544 
Mb/s, the North American standard 
digital transmission rate. This rate is 
sufficient to carry both 1 million bits per 
second and highly compressed, modest 
quality video.

To carry 1.544 Mb/sec, the capacity of 
ordinary telephone loops must be 
increased by several orders of 
magnitude. The other requirements in 
the law are more easily met. Therefore, 
improving the loop has been REA’s 
focus in preparing minimum 
Modernization Plan requirements,

REA believes that the requirements 
and time limits set forth in this section 
will achieve the service standards of 
RELRA.

However, REA is concerned about 
coordination between States. REA 
recommends that Modernization Plan 
Developers should work with Plan 
Developers in other States both before 
and after their Modernization Plans are 
approved to coordinate proposed 
improvements.

REA recommends that Modernization 
Plan Developers give consideration to 
planning for outside plant which can 
ultimately provide future broadband 
Wireline Service with a bandwidth 
equivalent to a digital rate on the order 
of 150 Mb/sec. Such facilities could 
carry one or more channels of 
conventional video with the quality 
depending on the modulation 
technique.

List of Subjects in 7 CFR Part 1751
Loan programs—communications. 

Telecommunications, Telephone.

For reasons set forth in the preamble, 
chapter XVII of Title 7 of the Code of 
Federal Regulations is proposed to be 
amended by revising part 1751 to read 
as follows:

PART 1751—TELECOMMUNICATIONS 
SYSTEM PLANNING AND DESIGN 
CRITERIA, AND PROCEDURES

Subpart A— [Reserved]
Sec.
1751.1-1751.99 [ReservedI
Subpart B— State Telecommunications 
Modernization Plan
1751.100 Definitions.
1751.101 General.
1751.102 Modernization Plan developer1— 

eligibility.
1751.103 Loan requirements.
1751.104 Obtaining REA approval of a 

proposed Modernization Plan.
1751.105 Amending a Modernization 

Plan—
1751.106 Modernization Plan— 

requirements.
Authority: 7 U.S.C. 901 et seq., 1921 et seq.

Subpart A—[Reserved]

§§1751.1-1751.89 [Reserved]

Subpart B—State Telecommunications 
Modernization Plan

§1751.100 Definitions.
As used in this subpart:
Bit rate. The rate of transmission of 

telecommunications signals or 
intelligence in binary (two state) form in 
bits per unit time, e.g., Mb/s (megabits 
per second), kb/s (kilobits per second), 
eta

Borrower. Any organization which has 
an outstanding telephone loan made by 
REA or the Rural Telephone Bank, or 
guaranteed by REA, or which has a 
completed loan application with REA.

Emerging technologies. New or not 
fully developed methods of 
telecommunications.

H ardship loan . A loan made by REA 
under section 305(d)(1) of the RE Act 
bearing interest at a rate of 5 percent per 
year.

L ocal pow er. Electrical source, 
provided by someone other than the 
telecommunications utility, used for 
powering a subscriber’s station 
equipment.

Loop . A dedicated facility which 
connects the customer’s station to the 
Public Switched Network. The loop may 
consist of twisted pair copper wire, 
coaxial cable, fiber optic cable, radio, or 
a combination of these. It may also 
include dedicated electronic or 
lightwave transmission equipment.

M odernization P lan (State 
Telecom m unications M odernization 
Plan). A plan, which has been approved

by REA, for improving the Public 
Switched Network of a State. The 
Modernization Plan must conform to the 
provisions of this subpart.

Plan D eveloper. The PUC, State 
Legislature, or a numeric majority of the 
REA borrowers within the State that 
have the responsibility for creating the 
Modernization Plan.

Public Sw itched Network. The 
network intended few public use 
furnished by Telecommunications 
Providers on a switched basis.

PUC (Public U tihties Commission). 
The public utilities commission, public 
service commission or other State body 
with such jurisdiction over rates, service 
areas or other aspects of the services and 
operation of providers of 
telecommunications services as vested 
in the commission or other body 
authority, to the extent provided by the 
State, to guide development of 
telecommunications services in the 
State.

RE Act. The Rural Electrification Act 
of 1936, as amended (7 U.S.C. 901 et 
seq.\.

REA cost-af-m oney loan . A loan made 
under section 305(d)(2) of the RE Act 
bearing an interest rate as determined 
under 7 CFR 1735.31(c). REA enst-of- 
money loans are made conrumrotlv 
with RTB loans.

RTB loan. A loan made by the Rural 
Telephone Bank (RTB) under section 
408 of the RE Act bearing an interest 
rate as determined under 7 CFR 
1610.10. RTB loans are made 
concurrently with REA cost-of-money 
loans.

State. Each of the 50 states of the 
United States, the District of Columbia, 
and the territories and insular 
possessions of the United States. This 
does not include countries in the 
Compact of Free Association.

Telecom m unications. The 
transmission or reception of voice, data, 
sounds, signals, pictures, writings, or 
signs of all kinds, by wire, fiber, radio, 
light, or other visual or electromagnetic 
means.

Telecom m unications Providers. Local 
exchange carriers, competitive access 
providers, and interexchange carriers 
which provide telecommunications 
service in the State covered by the 
Modernization Plan and such other 
entities providing telecommunications 
services as the developer of the 
Modernization Plan (See § 1751.102) 
may determine.

W ireline Service.
Telecommunications service provided 
over telephone lines. It is characterized 
by a wire or wirelike connection 
carrying electricity or light between the 
subscriber and the Public Switched
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Network. Wireline Service implies a 
physical connection. Although radio 
may form part of the circuit, it is not the 
major method of transmission as in 
radiotelephone.

§1751.101 General.

(a) It is the policy of REA that every 
State have a Modernization Plan which 
provides for the improvement of the 
State’s Public Switched Network.

(b) A proposed Modernization Plan 
must be submitted to REA for approval. 
REA will approve the proposed 
Modernization Plan if it conforms to the 
provisions of this subpart. Once 
obtained, REA’s approval of a 
Modernization Plan cannot be 
rescinded.

(c) The Modernization Plan shall not 
interfere with REA’s authority to issue 
such other telecommunications 
standards, specifications, requirements, 
and procurement rules as may be 
promulgated from time to time by REA 
including, without limitation, those set 
forth in 7 CFR part 1755.

(d) The Modernization Plan must, at
a minimum, apply to all REA borrowers. 
If a Modernization Plan is developed by 
the PUC or the State Legislature, REA 
encourages, but does not require, that 
the Modernization Plan’s requirements 
apply to the rural service areas of all 
Telecommunications Providers. A 
State’s decision not to include non-REA 
borrowers will not prejudice REA 
approval of their Plan. The PUC or the 
State Legislature may also, at its option, 
extend coverage of the Modernization 
Plan to all service areas of all 
Telecommunications Providers in the 
State. In addition, while requirements 
contained in § 1751.106 apply only to 
wireline services, the State Legislature 
or PUC, at its discretion, may extend 
coverage of Modernization Plans to 
wireless or other communications 
services in a State as it deems 
appropriate.

§1751.102 Modernization Plan 
developer— eligibility.

(a) Each State, either by statute or 
through its Public Utility Commission, 
is eligible until one year after 
publication of the final rule in the 
Federal Register to develop a proposed 
Modernization Plan and deliver it to 
REA. REA will review and consider for 
approval all PUC or State Legislature- 
developed Modernization Plans 
received by REA within this one year 
period. The review and approval, if any, 
may occur after the one year period 
ends even though the PUC or State 
Legislature is no longer eligible to 
submit a proposed Modernization Plan.

(b) The PUC must notify all 
Telecommunications Providers in the 
State that are part of the Public 
Switched Network and other interested 
parties of its intent to develop a 
proposed Modernization Plan. The PUC 
is encouraged to consider all such 
Providers’ and interested parties’ views 
and incorporate these views in the 
Modernization Plan.

(c) If the State Legislature or PUC is 
no longer eligible to develop a 
Modernization Plan, as described in 
paragraph (a) of this section, eligibility 
to develop the Modernization Plan 
passes to a numeric majority of the 
Borrowers within the State. In this case, 
the following apply:

(1) All Borrowers shall be given 
reasonable notice of and shall be 
encouraged to attend and contribute to 
all meetings and other proceedings 
relating to the development of the 
Modernization Plan; and

(2) Borrowers developing a 
Modernization Plan are encouraged to 
solicit the views of other 
Telecommunications Providers and 
interested parties in the State.

(3) There is no time limit placed on 
the REA Borrowers to develop a 
Modernization Plan, however, REA, as 
required by the Rural Electrification 
Loan Restructuring Act of 1993 (107 
Stat. 1356), will not approve any direct 
loans in States that do not have an 
approved Modernization Plan. See
§ 1751.103 of this subpart.

§1751.103 Loan requirements.
For information about loan eligibility 

requirements in relation to the 
Modernization Plan, see 7 CFR part 
1735. In particular, one year after 
publication of the final rule, REA will 
make hardship loans, REA cost-of- 
money loans, and RTB loans for 
facilities and other RE Act purposes for 
Telephone Borrowers in a State only if:

(a) The State has an REA approved 
Modernization Plan; and

(b) The Borrower is,participating in 
the Modernization Plan for the State. A 
Borrower is considered to be 
participating if, in REA’s opinion, the 
purposes of the loan requested by the 
Borrower are consistent with the 
Borrower achieving the requirements 
stated in the Modernization Plan within 
the timeframe stated in the 
Modernization Plan unless REA has 
determined that achieving the 
requirements is not technically or 
economically feasible.

§ 1751.104 Obtaining REA approval of a 
proposed Modernization Plan.

(a) To obtain REA approval of a 
proposed Modernization Plan, the Plan

Developer must submit the following to 
REA:

Cl) A certified copy of the statute or 
PUC order, if the State is the Plan 
Developer, or a written request for REA 
approval of the proposed Modernization 
Plan signed by an authorized 
representative df the Plan Developer, if 
a majority of Borrowers is the Plan 
Developer; and

(2) Three copies of the proposed 
Modernization Plan.

(b) Generally, REA will review the 
proposed Modernization Plan within 
(30) days and either:

(1) Approve the Modernization Plan if 
it conforms to the provisions of this 
subpart in which case REA will return
a copy of the Modernization Plan with 
notice of approval to the Plan 
Developer; or,

(2) Not approve the proposed 
Modernization Plan if it does not 
conform to the provisions of this 
subpart. In this event, REA will return 
the proposed Modernization Plan to the 
Plan Developer with specific written 
comments and suggestions for 
modifying the proposed Modernization 
Plan so that it will conform to the 
provisions of this subpart. If the Plan 
Developer remains eligible, REA will 
invite the Plan Developer to submit a 
modified proposed Modernization Plan 
for REA consideration. This process can 
continue until the Plan Developer gains 
approval of a proposed Modernization 
Plan unless the Plan Developer is a PUC 
or State Legislature whose eligibility has 
expired. If the PUC’s or State 
Legislature’s eligibility has expired,
REA will return the proposed 
Modernization Plan unapproved.
Because REA does not have authority to 
extend a PUC’s or State Legislature’s 
eligibility, REA recommends that a PUC < 
or State Legislature submit a proposed 
Modernization Plan at least 90 days in 
advance of one year after publication of 1 
the final rule to allow time for this 
process.

§1751.105 Amending a Modernization 
Plan.

(a) REA understands that changes in 
standards, technology, regulation, and 
the economy could indicate that an 
REA-approved Modernization Plan 
should be amended.

(b) The Plan Developer of the 
Modernization Plan may amend the 
Modernization Plan if REA finds the 
proposed changes continue to conform 
to the provisions of this subpart.

(c) The procedure for requesting 
approval of an amended Modernization J 
Plan is identical to the procedure for a 
proposed Modernization Plan except
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that there are no time limits on the 
eligibility of the Plan Developer.

(d) The existing Modernization Plan 
remains in  force until REA has 
approved the proposed amended 
Modernization Plan.

(e) REA may from time to time revise 
these regulations to incorporate newer 
technological and economic standards 
that REA believes represent more 
desirable goals for the future course of 
telecommunications services. Such 
revisions will be made in accordance 
with the Administrative Procedure Act. 
These revisions shall not invalidate 
Modernization Plans approved by REA 
but shall be used by REA to determine 
whether to approve amendments to 
Modernization Plans presented for REA 
approval after the effective date of the 
revision.

§1751.106 Modernization Plan—  
requirements.

(a) A Modernization Plan must set 
service requirements for improving the 
Public Switched Network and must at a 
minimum meet the following 
requirements:

(1) The Modernization Plan must 
provide for the elimination of party line 
service.

(2) The Modernization Plan must 
provide for the availability of 
telecommunications services for 
improved business, educational, and 
medical services.

(3) The Modernization Plan must 
encourage and improve computer 
networks and information highways for 
subscribers in rural areas.

(4) The Modernization Plan must 
provide for:

(i) Subscribers in rural areas to be able 
to receive through telephone lines:

(A) Conference calling;
(B) Video images; and
(C) Data at a rate of at least 1,000,000 

bits of information per second; and
(ii) The proper routing of information 

to subscribers.
(5) The Modernization Plan must 

provide for uniform deployment 
schedules to ensure that advanced 
services are deployed at the same time 
in rural and nonrural areas.

(b) In addition to the requirements set 
forth in paragraph (a) of this section, 
minimum requirements are described in 
paragraphs (g) through (i) of this section 
and are grouped by timeframe, i.e., 
short-term, medium-term, and long­
term. The Modernization Plan shall 
provide that such requirements be 
implemented as set forth in this section 
of the regulation except that the 
Modernization Plan may authorize the 
Plan Developer to approve extensions if 
tlie required investment is not

economically reasonable or if the best 
available telecommunications 
technology lacks the capability to enable 
the Telecommunications Provider 
receiving the extension to comply with 
the Modernization Plan. Extensions 
shall be granted only on a case-by-case 
basis and shall not exceed a total of five 
years from the first extension except 
under unusual circumstances.

(c) Each State’s Modernization Plan 
shall include a strategic development 
proposal for rebuilding the Public 
Switched Network within the State. The 
strategic development proposal shall 
provide all Telecommunications 
Providers in the State the Plan 
Developer’s vision of a State 
telecommunications structure for the 
future. Within the scope of paragraph 
(dj of § 1751.101 of this subpart, the 
Modernization Plan shall state whether 
all Telecommunications Providers in 
the State are required to construct their 
systems in a manner consistent with the 
strategic development proposal.

(d) The Modernization Plan must 
require that the design of the Public 
Switched Network allow for the 
expeditious deployment and integration 
of such emerging technologies as may 
from time to time become commercially 
feasible.

(e) The Modernization Plan must 
provide guidelines to 
Telecommunications Providers for the 
development of affordable tariffs for 
medical links and distance learning 
services.

(f) With regard to the uniform 
deployment requirement set forth in 
paragraph (a)(5) of this section, if 
services cannot be deployed at the same 
time, only the minimum feasible 
interval of time shall separate 
availability of the services in rural and 
nonrural areas.

(g) Short-term requirem ents. (1) The 
“short-term requirements start date” is 
the date one year after the date REA 
approves the Modernization Plan for the 
State.

(2) All facilities providing Wireline 
Service wholly or partially constructed 
or reconstructed after the short-term 
requirements start date, even if the 
construction began before such date, 
shall be constructed so that:

(i) Every subscriber can be provided 
1-party service. Existing party line 
subscribers would be allowed to 
maintain party line service only if they 
requested it and approval is granted by 
the PUC.

(ii) Twisted-pair copper plant is non- 
loaded, unless the PUC, in the case of 
a PUC or State Legislature-developed 
Modernization Plan, or the REA, in the 
case of a REA Borrower-developed

Modernization Plan, determines, on a 
case-by-case basis, after written request 
from a Telecommunications Provider, 
that the Telecommunications Provider 
should be granted additional time 
because either the best available 
telecommunications technology lacks 
the capability to enable the 
Telecommunications Provider to 
comply with this requirement or 
complying with this requirement would 
impose prohibitive cost on the 
Telecommunications Provider.

(3) All switching equipment installed 
by a Telecommunications Provider after 
the short-term requirements start date 
shall contain the hardware, but not 
necessarily the software, to be capable 
of:

(1) Switching 1.544 Mb/sec. traffic.
(ii) Providing custom calling features. 

At a minimum, custom calling features 
must include call waiting, call 
forwarding, abbreviated dialing, and 
three-way calling.

(iii) Providing E911 service when 
required by any local government for 
areas served by the Telecommunications 
Provider.

(h) M edium-term requirem ents. (1)
The “medium-term requirements start 
date’’ is the date six years after the date 
REA approves the Modernization Plan 
for the State, or such earlier date as the 
Modernization Plan shall provide.

(2) All facilities providing Wireline 
Service wholly or partially constructed 
or reconstructed after the medium-term 
requirements start date, even if the 
construction began before such date, 
shall be constructed so that:

(i) Switched 1.544 Mb/sec service is 
available to any subscriber. Available 
means the service will be provided on 
demand after a reasonable waiting 
period.

(ii) The system does not rely 
exclusively on local power at the 
subscriber end. There must be sufficient 
system power to operate subscriber 
voice service during electric utility 
power outages.

(3) No later than the medium-term 
start date, all switching equipment must 
be provisioned with the necessary 
hardware to be capable of providing 
E911 service when required by any local 
government for areas served by the 
Telecommunications Provider.

(1) Long-term requirem ents. (1) The 
“long-term requirements start date” is 
the date eleven years after the date REA 
approves the Modernization Plan for the 
State, or such earlier date as the 
Modernization Plan shall provide.

(2) After the long-term requirements 
start date, the following requirements 
shall apply to all Wireline Service
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provided by Telecommunications 
Providers:

(i) Telecommunications Providers 
shall eliminate party line service.

(ii) Telephone service shall be 
available to any subscriber at 1.544 Mb/ 
sec. Available means the service will be 
provided on demand after a reasonable 
waiting period.

(iii) No service lower than one digital 
voice circuit (56-64 kb/sec) shall be 
offered as a new service.

(iv) The system must not rely 
exclusively on local power at the 
subscriber end. There must be sufficient 
system power to operate subscriber 
voice service during electric utility 
power outages.

Dated: October 24,1994.
Bob J. Nash,
Under Secretary, Sm all Community and Rural 
Developm ent.
[FR Doc. 94-26761 Filed 10^26-94; 8:45 am]
BILUNG CODE 3410-15-P

DEPARTMENT OF JUSTICF

8 CFR Part 3
[AQ Order No. 1928-94]

Executive Office for Immigration 
Review; Citizenship Requirement for 
Employment
AGENCY: Department of Justice.
ACTION: Proposed rule.

SUMMARY: This proposed rule requires 
that employees hired by the Executive 
Office for Immigration Review (EOIR or 
Agency) be citizens of the United States 
of America. This rule exempts EOIR 
from the Immigration Reform and 
Control Act of 1986’s general 
prohibition of discrimination based on 
citizenship status and supplements 
Executive Order 11935 which requires 
United States citizenship for almost all 
Federal employees in the competitive 
service.
DATES: Written comments must be 
received on or before November 28, 
1994.
ADDRESSES: Please submit written 
comments in triplicate to Gerald S. 
Hurwitz, Counsel to the Director, 
Executive Office for Immigration 
Review, Suite 2400, 5107 Leesburg Pike, 
Falls Church, Virginia 22041.
FOR FURTHER INFORMATION CONTACT: 
Gerald S. Hurwitz, Counsel to the f"! 
Director, Executive Office for 
Immigration Review, Suite 2400, 5107 
Leesburg Pike, Falls Church, Virginia 
22041, Telephone: (703) 305-0470. 
SUPPLEMENTARY INFORMATION: This 
proposed rule authorizes EOIR to

require its employees and volunteers to 
be citizens of the United States of 
America. Because the central task of this 
Agency is adjudicating immigration- 
related cases, Agency employees and 
volunteers often have access to sensitive 
information and handle complex and 
sensitive immigration issues. It is 
imperative that individuals who work at 
EOIR, either as employees or volunteers, 
demonstrate their allegiance to the * 
United States by being able to document 
that they are United States citizens. 
Pursuant to E .0 .11935, 41 FR 37301 
(1976), the Executive Branch requires 
United States citizenship for employees 
hired in the competitive service. This 
proposed rule extends the citizenship 
requirement to all EOIR employees and 
volunteers. The rule exempts EOIR from 
the prohibition of discrimination based 
on citizenship status, pursuant to the 
procedures established by the 
Immigration Reform and Control Act of 
1986. 8 U.S.C. 1324b(a)(2)(C).

Additionally, this proposed rule 
allows the Agency to exercise its 
discretion to hire non-citizens when 
necessary to accomplish the Agency’s 
mission. For example, this rule would 
permit the Director of the Agency to 
authorize hiring an interpreter skilled in 
the English language and an unusual 
foreign language when a United States 
citizen interpreter is not available.

Insertion of this rule requires a slight 
reorganization of 8 CFR part 3.

This rule does not have a significant 
adverse economic impact on a 
substantial number of small entities. 5 
U.S.C. 605(b).

This rule has been drafted and 
reviewed in accordance with E.O. 12866 
section 1(b), Principles of Regulation. 
The Attorney General has determined 
that this rule is not a “significant 
regulatory action” under E.O. 12866, 
section 3(f), Regulatory Planning and 
Review, and accordingly this rule has 
not been reviewed by the Office of 
Management and Budget.

This rule will not have substantial 
direct effects on the States, on the 
relationship between the national 
government and the States, or on the 
distribution of power and 
responsibilities among the various 
levels of government. Therefore, in 
accordance with E.O. 12612, it is 
determined that this rule does not have 
sufficient federalism implication to 
warrant the preparation of a Federalism 
Assessment.

List of Subjects in 8 CFR Part 3
Administrative practice and 

procedure, Immigration, Organization 
and functions (Government agencies).

PART 3—EXECUTIVE OFFICE FOR 
IMMIGRATION REVIEW

1. The authority citation for part 3 of 
title 8 is revised to read as follows:

Authority: 5 U.S.C. 301; 8 U.S.C 1103, 
1252 note, 1252b, 1324b, 1362; 28 U.S.C. 509, 
510,1746; sec. 2, Reorg. Plan No. 2 of 1950,
3 CFR 1949-1953 Comp., p. 1002.

2. Section 3.0 is amended by 
designating the existing text as 
paragraph (a) and adding a heading and 
by adding a new paragraph (b) to read 
as follows:

§ 3.0 Executive Office for Immigration 
Review.

(a) Organization. * * *
(b) Citizenship Requirem ent fo r  

Employment. (1) An application to work 
at the Executive Office for immigration 
Review (EOIR or Agency), either as an 
employee or as a volunteer, must 
include a signed affirmation from the 
applicant that he or she is a citizen of 
the United States of America. Upon the 
Agency’s request, the applicant must 
document United States citizenship.

(2) The Director of EOIR may, by 
explicit written determination and to 
the extent permitted by law, authorize 
the appointment of an alien to an 
Agency position when necessary to 
accomplish the work of EOIR.

Dated: October 18,1994.
Janet Reno,
Attorney General.
[FR Doc. 94-26630 Filed 10-26-94; 8:45 am) 
BILLING CODE 4410-01-M

FEDERAL ELECTION COMMISSION

11 CFR P a rti 
[Notice 1994-15]

Privacy Act; Implementation

AGENCY: Federal Election Commission. 
ACTION: Proposed rule with request for 
comments.

SUMMARY: The Federal Election 
Commission (“Commission” or “FEC”) 
is establishing a new system of records 
under the Privacy Act of 1974, 
“Inspector General Investigative Files 
(FEC 12)”, to consist of the investigatory 
files of the Commission’s Office of the 
Inspector General (“OIG”). The 
Commission proposes to exempt this 
new system of records from certain 
provisions of the Privacy Act of 1974 
(“Act”).
DATES: Comments must be received on 
or before November 28,1994. 
ADDRESSES: Comments must be in 
writing and addressed to: Ms. Susan E.
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Propper, Assistant General Counsel, 999 
E Street, NW., Washington,' DC 20463.
FOR FURTHER INFORMATION CONTACT:
Ms. Susan E. Propper, Assistant General 
Counsel, 999 E Street, NW.,
Washington, DC 20463, (202) 219-3690 
or (800) 424-9530.
SUPPLEMENTARY INFORMATION: Elsewhere 
in today’s Federal Register, the 
Commission is publishing a notice to 
establish a proposed system notice to 
establish a new system of records, FEC 
12, “Office of Inspector General 
Investigative Files,” under the Privacy 
Act, 5 U.S.C. 552a, as amended. The 
following proposed amendment of the 
Commission’s Privacy Act regulations at 
11CFR 1.14 is necessary to exempt the 
new system of records from certain 
provisions of that "Act.

The Privacy Act and the 
implementing regulations require, 
among other things, that the 
Commission provide notice when 
collecting information, account for 
certain disclosures, permit individuals 
access to their records, and allow them 
to request that the records be amended. 
These provisions could interfere with 
the conduct of OIG investigations if 
applied to the OIG’s máintenance of the 
proposed system of records.

Accordingly, the Commission 
proposes to exempt FEC 12 from these 
requirements under sections (j)(2) and 
(k)(2) of the Act. Section (j)(2), 5 U.S.C. 
552a(j)(2), exempts a system of records 
maintained by “the agency or 
component thereof which performs as 
its principal function any activity 
pertaining to enforcement of criminal 
laws * * * .” Section (k)(2), 5 U.S.C. 
552a(k)(2), exempts a system of records 
consisting of “investigatory materials 
compiled for law enforcement 
purposes,” where such materials are not 
within the scope of the (j)(2) exemption 
pertaining to criminal law enforcement.

The proposed system of records 
consists of information covered by the
(j)(2) and (k)(2) exemptions, the OIG 
investigatory files are maintained 
pursuant to official investigational and 
law enforcement functions of the 
Commission’s Office of Inspector 
General under authority of the 1988 
amendments to the Inspector General 
Act of 1978. See Public Law 100-504, 
amending Public Law 95-452, 5 U.S.C. 
app. The OIG is an office within the 
Commission that performs as one of its 
principal functions activities relating to 
the enforcement of criminal laws. In 
addition, the OIG is responsible for 
investigating a wide range of non- 
criminal law enforcement matters, 
including civil, administrative, or 
regulatory violations and similar
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wrongdoing. Access by subject 
individuals and others to this system of 
records could substantially compromise 
the effectiveness of OIG investigations, 
and thus impede the apprehension and 
successful prosecution or discipline of 
persons engaged in fraud or other illegal 
activity.

For these reasons, the Commission is 
proposing to exempt proposed FEC 12 
under exemptions (j)(2) and (k)(2) of the 
Privacy Act, by adding a new paragraph 
(b) to 11 CFR 1.14, the section in which 
the Commission specifies its systems of 
records that are exempt under the Act. 
Where applicable, section (j)(2) may be 
invoked to exempt a system of records 
from any Privacy Act provision except:
5 U.S.C. 552a(b) (conditions of 
disclosure)! (c) (1) and (2) (accounting of 
disclosures and retention of accounting, 
respectively); (e)(4) (A) through (F) 
(system notice requirements); (e) (6), (7), 
(8), (10) and (11) (certain agency 
requirements relating to system 
maintenance); and (i) (criminal 
penalties). Section (k)(2) may be 
invoked to exempt a system of records 
from: 5 U.S.C. 552a(c)(3) (making 
accounting of disclosures available to 
the subject individual); (d) (access to 
records); (e)(1) (maintaining only 
relevant and necessary information;
(e)(4) (G), (H), and (I) (notice of cèrtain 
procedures), and (f) (promulgation of 
certain Privacy Act rules). The proposed 
language notes these specific exceptions 
and exemptions.

The Commission welcomes comments 
on any aspect of this proposed rule.
Certification of No Effect Pursuant to 5 
U.S.C. 605(b) (Regulatory Flexibility 
Act)

The Commission certifies that the 
proposed rules will not, if adopted, hâve 
a significant impact on a substantial 
number of small entities. The basis for 
this certification is that the Privacy Act 
applies only to “individuals,” and 
individuals are not “small entities” 
within the meaning of the Regulatory 
Flexibility Act.
List of Subjects in 11 CFR Part 1

Privacy.
For the reasons set out in the 

preamble, it is proposed to amend 
chapter I of title 11 of the Code of 
Federal Regulations as follows:

PART 1—PRIVACY ACT

1. The authority citation for part 1 
would continue to read as follows:

Authority: 5 U.S.C. 552a.

2. Section 1.14 would be amended by 
redesignating paragraph (b) as paragraph

(c), and by adding new paragraph (b) to 
read as follows:

§ 1.14 Specific exemptions.
*  *  *  *  *

(b)(1) Pursuant to 5 U.S.C. 552a(j)(2), 
records contained in FEC 12, Office of 
Inspector General Investigative Files, are 
exempt from the provisions of 5 U.S.C. 
552a, except subsections (b), (c) (1) and
(2), (e)(4) (A) through (F), (e) (6), (7), (9), 
(10), and (11), and (i), and the 
corresponding provisions of 11 CFR part 
1, to the extent this system of records 
relates in any way to the enforcement of 
criminal laws.

(2) Pursuant to 5 U.S.C. 552a(k)(2), 
FEC 12, Office of Inspector General 
Investigative Files, is exempt from 552a
(c)(3), (d), (e)(1), (e)(4) (G),-(H), and (I), 
and (f), and the corresponding 
provisions of 11 CFR part 1, to the 
extent the system of records consists of 
investigatory material compiled for law 
enforcement purposes, except for 
material that falls within the exemption 
included in paragraph (b)(1) of this 
section.
*  *  it it it

Dated: October 24,1994.
Trevor Potter,
Chairman.
[FR Doc. 94-26614 Filed 10-26-94; 8:45 am] 
BILUNG CODE 6715-01-M

SMALL BUSINESS ADMINISTRATION

13 CFR Parts 121 and 124

Small Business Size Regulations; 
Minority Small Business and Capital 
Ownership Development Assistance
AGENCY: Small Business Administration. 
ACTION: Proposed rule; extension of 
comment period.

SUMMARY: The Small Business 
Administration (SBA) extends the 
comment period on its proposed rule 
that would amend both eligibility 
requirements for and contractual 
assistance provisions within the SBA’s 
section 8(a) program, and that was 
published in the Federal Register on 
August 30,1994, 59 FR 44652.
DATES: The date for the receipt of 
comments pertaining to the proposed 
rule published^t 59 FR 44652 has been 
extended from September 29,1994. 
Comments must now be submitted on or 
before November 28,1994.
ADDRESSES: Written comments should 
be addressed to Herbert L. Mitchell, 
Associate Administrator, Office of 
Minority Enterprise Development, U.S. 
Small Business Administration, 409 3rd 
Street, SW, Washington, DC 20416.
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FOR FURTHER INFORMATION CONTACT: 
Office of Minority Enterprise 
Development, (202) 205-6410. 
SUPPLEMENTARY INFORMATION: Chi August 
30,1994, SBA published a proposed 
rule to, among other things, (1) make 
several clarifications of the eligibility 
requirements for admission to SBA’s 
8(a) program, the need for which has 
been identified by SBA through the 
practical experience gained in operating 
the program and in defending the 
agency’s actions in 8(a) eligibility 
appeals brought before SBA’s Office of 
Hearings and Appeals, (2) authorize 
participation by business concerns 
owned by Community Development 
Corporations in the 8(a) program in 
accord with 42 U.S.C. 9815, and (3) 
make several changes to the 8(a) 
contractual assistance requirements, 
including eliminating 8(a) support 
levels and the concepts of local buy and 
national buy 8(a) requirements.

The rule required that comments 
concerning its proposed provisions be 
submitted to SBA for review on or 
before November 28,1994. SBA has 
received a number of comments stating 
that the 30-day comment period was 
insufficient to properly address all of 
the proposal, and requesting that the 
comment period be extended. In light of 
the fact that the end of the comment 
period coincided with the end of the 
Federal fiscal year, a very busy time for 
any business concerns contracting with 
the Federal Government, SBA concurs 
that an extension of the comment period 
for this rule is appropriate. Thus, SBA 
is extending the comment period for an 
additional 30 days from the date this 
notice is published in the Federal 
Register.

Dated: October 19,1994.
Philip Lader,
A dm inistrator.
[FR Doc. 94-26611 Filed 10-26-94; 8:45 ami 
BILUNG CODE 8025-01-M

TENNESSEE VALLEY AUTHORITY

18 CFR Part 1310

Administrative Cost Recovery
AGENCY: Tennessee Valley Authority 
(TVA).
ACTION: Proprosed rule.

SUMMARY: TVA proposes to amend its 
administrative cost recovery regulations 
by: Adding a provision requiring 
payment to TVA of nonrefundable 
application processing fees to recover 
the costs of reviewing plans for the 
construction, operation, or maintenance 
of dams, appurtenant works, or other

obstructions affecting navigation, flood 
control, or public lands or reservations 
in the Tennessee River system under 
Section 26a of the TV A Act; eliminating 
cost recovery exemptions for 
agricultural licenses; firewood cutting 
permits; permits for the nonexclusive 
short-term use of TV A land; conveyance 
or abandonment of TVA land or 
landrights to States, municipalities, and 
political subdivisions and agencies 
thereof; and use of TVA land for utility 
line crossings; authorizing the 
responsible land manager to establish a 
standard charge for each category of 
action rather than determining the 
actual administrative costs for each 
individual action; increasing the range 
of fees for certain actions.

The implementation of these 
regulations would allow TVA to recover 
more of its administrative costs incurred 
in processing certain actions from those 
persons who directly benefit from the 
actions.
DATES: Comments must be submitted on 
or before November 28,1994. The 
proposed effective date is January 31, 
1995.
ADDRESSES: Comments should be sent to 
David L. Pack, Manager of Reservoir 
Land Management, Tennessee Valley 
Authority, 17 Ridgeway Road, Norris, 
Tennessee 37828.
FOR FURTHER INFORMATION CONTACT: 
David L. Pack, Manager of Reservoir 
Land Management, (615) 632-1602. 
SUPPLEMENTARY INFORMATION: In order to 
help ensure that TVA land management 
and permitting activities are self- /  
sustaining to the full extent possible, the 
agency has determined that its 
administrative cost recovery regulations 
should be expanded to include a 
broader range of use, disposal, and 
permitting activities. This determination 
is consistent with the objectives of the 
current administration to increase 
government efficiency and to recover 
the costs of government services from 
those who most directly benefit from the 
services.

Persons who wish to construct dams, 
appurtenant works, or other 
obstructions in or along the Tennessee 
River system are required by Section 
26a of the TVA Act of 1933, as 
amended, to obtain TVA’s approval of 
plans for the proposed activity prior to 
construction. TVA’s administrative cost 
recovery regulations currently provide 
for recovery of costs of actions taken by 
TVA to approve obstructions 
constructed without prior approval of 
plans. In order to help ensure that the 
agency’s entire Section 26a permitting 
program is self-sustaining to the full 
extent possible, TVA now proposes to

recover the costs of processing permits 
for proposed obstructions as well as 
after-the-fact permit processing. The 
proposed amendment would allow the 
responsible land manager to set a 
standard permit processing fee, which 
would be payable upon submission of a 
permit application and would be 
nonrefundable, regardless of whether or 
not the plans are approved by TVA.

It is presently envisioned that the 
standard application processing fee for 
private noncommercial Section 26a 
permit proposals would be $100, and 
the standard fee for commercial, 
industrial, and public Section 26a 
permit application processing would be 
$500. These proposed fees are based in 
part upon a preliminary review of costs 
incurred by TVA in processing these 
permits. In addition, TVA examined 
prevailing permit application fees by 
conducting a comparative analysis 
survey of 40 other agencies and utilities. 
In adjusting application processing fees 
and in establishing standard fees for 
other applicable activities, the 
responsible land manager will examine 
average costs incurred in conducting the 
various activities.

TVA presently charges a $2 per 
applicant administrative fee for quota 
deer hunts and quota turkey hunts at 
Land Between The Lakes. The purpose 
of this fee is to recover the cost of 
processing applications, conducting a 
computerized drawing, and mailing 
notification of selection status. TVA 
proposes the application fee increase 
from $2 to a range of $5 to $25. This 
range will allow TVA to recover 
increasing costs of conducting the 
drawings and hunts, and allow a range j 
of pricing for special hunts and 
drawings.

The proposed effective date of this 
action is January 31,1995. Applications 
received prior to this date will be 
processed under the regulations in effect 
at the time of receipt of the application.

List of Subjects in 18 CFR Part 1310

Government property, Hunting.
For the reasons set out in the 

preamble, 18 CFR Part 1310 is proposed j 
to be revised to read as follows:

PART 1310—ADMINISTRATIVE COST 
RECOVERY

Sec.
1310.1 Purpose.
1310.2 Application.
1310.3 Assessment of administrative 

charge.
Authority: 16 U.S.C. 831-831dd; 31 U.S.C 

9701.
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§1310.1 Purpose.

The purpose of the regulations in this 
part is to establish a schedule of fees to 
be charged in connection with the 
disposition and uses of, and activities 
affecting, real property in TVA’s 
custody or control; approval of plans 
under Section 26a of the Tennessee 
Valley Authority Act of 1933, as 
amended (16 U.S.C. 831y-l); and 
certain other activities in order to help 
ensure that such activities are self- 
sustaining to the full extent possible.

§1310.2 Application.

(a) General. TVA will undertake the 
following actions only upon the 
condition that the applicant pay to TVA 
such administrative charge as the Vice- 
President of Land Management or the 
Manager of Power Properties 
(hereinafter “responsible land 
manager”), as appropriate, shall assess 
in accordance with § 1310.3; provided, 
however, that the responsible land 
manager may waive payment where he/ 
she determines that there is a 
corresponding benefit to TVA or that 
such waiver is otherwise in the public 
interest:

(1) Conveyance and abandonment of 
TVA land or landrights.

(2) Licenses and other uses of TVA 
land not involving the disposition of 
TVA real property or interests in real 
property.

(3) Actions taken to suffer the 
presence of unauthorized fills and 
structures over, on, or across TVA land 
or landrights, and including actions not 
involving the abandonment or disposal 
of TVA- land or landrights.

(4) Actions taken to approve fills, 
structures, or other obstructions under 
Section 26a of the Tennessee Valley 
Authority Act of 1933, as amended (16 
U.S.C. 831y-l), and TVA’s regulations 
issued thereunder at part 1304 of this 
chapter.

(b) Exemption. An administrative 
charge shall not be made for the 
following actions:

(1) Conveyances pursuant to section 
4(k)(d) of the Tennessee Valley 
Authority Act of 1933, as amended (16 
U.S.C. 83lc(k)(d)).

(2) Releases of unneeded niineral right 
options.

(3) TVA phosphate land and mineral 
transactions.

(4) Permits and licenses for use of 
TVA land by distributors of TVA power.

(c) Quota deer hunt and turkey hunt 
applications. Quota deer hunt and 
turkey hunt permit applications will be 
processed by TVA if accompanied by 
the fee prescribed in § 1310.3(d).

§ 1310.3 Assessment of administrative 
charge.

(a) Range o f charges. Except as 
otherwise provided in this part, the 
responsible land manager shall assess a 
charge which he/she determines in his/ 
her sole judgment to be approximately 
equal to the administrative costs 
incurred by TVA for each action 
including both the direct cost to TVA 
and applicable overheads. In 
determining the amount of such charge, 
the responsible land manager may 
establish a standard charge for each 
category of action rather than 
determining the actual administrative 
costs for each individual action. Thé 
standard charge shall be an amount 
approximately equal to TVA’s actual 
average administrative costs for the 
category of action. Charges shall be not 
less than the minimum or greater than 
the maximum amount specified herein, 
except as otherwise provided in 
paragraph (c) of this section.

(1) Land transfers—$500-$10,000.
(2) Use permits or licenses—$50- 

$5,000.
(3) Actions taken to approve plans for 

fills, structures, or other obstructions 
under Section 26a of the TVA Act— 
$100-$5,000.

(4) Abandonment of transmission line 
easements and rights-of-way—$100— 
$1,500.

(5) Quota deer hunt or turkey hunt 
applications—$5-$25.

(b) Basis o f  charge. The administrative 
charge assessed by the responsible land 
manager shall, to the extent applicable, 
include the following costs:

(1) Appraisal of the land or landrights 
affected;

(2) Assessing applicable rental fees;
(3) Compliance inspections and other 

field investigations;
(4) Title and record searches;
(5) Preparation for and conducting 

public auction and negotiated sales;
(6) Mapping and surveying;
(7) Preparation of conveyance 

instrument, permit, or other 
authorization or approval instrument;

(8) Coordination of the proposed 
action within TVA and with other 
Federal, State, and local agencies;

(9) Legal review; and
(10) Administrative overheads 

associated with the transaction.
(c) A ssessm ent o f  charge when actual 

adm inistrative costs significantly ex ceed  
established  range. When the responsible 
land manager determines that the actual 
administrative costs are expected to 
significantly exceed the range of costs 
established in paragraph (a) of this 
section, such manager shall not proceed 
with the TVA action until agreement is 
reached on payment of a charge

calculated to cover TVA’s actual 
administrative costs.

(d) Quota deer hunt and turkey hunt 
application  fees. A fee for each person 
in the amount prescribed by the 
responsible land manager must 
accompany the completed application 
form for a quota deer hunt and turkey 
hunt permit. Applications will not be 
processed unless accompanied by the 
correct fee amount. No refunds will be 
made to unsuccessful applicants, except 
that fees received after the application 
due date will be refunded.

(e) A dditional charges. In addition to 
the charges assessed under this part, 
TVA may impose a charge in connection 
with environmental reviews or other 
environmental investigations it 
conducts under its policies or 
procedures implementing the National 
Environmental Policy Act. (42 U.S.C. 
4321 et seq .)

Dated: October 20,1994.
David L. Pack,
Manager. Reservoir Land Management.
[FR Doc. 94-26669 Filed 10-26-94; 8:45 am) 
BILLING CODE 8120-01-M

DEPARTMENT OF THE INTERIOR

Office of Surface Mining Reclamation 
and Enforcement

30 CFR Part 943

Texas Permanent Regulatory Program
AGENCY: Office of Surface Mining 
Reclamation and Enforcement (OSM), 
Interior.
ACTION: Proposed Rule; Reopening and 
Extension of Public Comment Period on 
Proposed Amendment.

SUMMARY: OSM is announcing receipt of 
additional explanatory information and 
revisions pertaining to a previously 
proposed amendment to the Texas 
regulatory program (hereinafter, the 
“Texas program”) under the Surface 
Mining Control and Reclamation Act of 
1977 (SMCRA). The additional 
explanatory information and revisions 
for Texas’ proposed rules and statute 
pertain to ownership and control. The 
amendment is intended to revise the 
Texas program to be consistent with the 
corresponding Federal regulations and 
SMCRA.

This document sets forth the times 
and locations that the Texas program 
and proposed amendment to that 
program are available for public 
inspection and dates and times of the 
reopened comment period during which 
interested persons may submit written 
comments on the proposed amendment.
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DATES: Written comments must be 
received by 4:00 p.m., c.s.t,, November 
14,1994.
ADDRESSES: Written comments should 
be mailed or hand delivered to James H. 
Moncrief at the address listed below.

Copies of the Texas program, the 
proposed amendment, and all written 
comments received in response to this 
document will be available for public 
review at the addresses listed below 
during normal business hours, Monday 
through Friday, excluding holidays. 
Each requester may receive one free 
copy of the proposed amendment by 
contacting OSM’s Tulsa Field Office. 
James H. Moncrief, Director, Tulsa Field 

Office, Office of Surface Mining 
Reclamation and Enforcement, 5100 
East Skelly Drive, Suite 550, Tulsa,
OK 74135, Telephone: (918) 581— 
6430;

Railroad Commission of Texas, Surface 
Mining and Reclamation Division, 
Capitol Station, P.O. Drawer 12967, 
Austin, TX 78711, Telephone: (512) 
463-6900.

FOR FURTHER INFORMATION CONTACT: 
James H. Moncrief, Telephone: (918) 
581-6430.
SUPPLEMENTARY INFORMATION:

I. Background on the Texas Program
On February 16,1980, the Secretary of 

the Interior conditionally approved the 
Texas program. General background 
information on the Texas program, 
including the Secretary’s findings, the 
disposition of comments, and the 
conditions of approval of the Texas 
program can be found in the February 
27,1980, Federal Register (45 FR 
12998). Subsequent actions concerning 
Texas’ program and program 
amendments can be found at 30 CFR 
943.15 and 943.16.

II. Submission of Proposed Amendment
By letter dated May 24,1994, 

(Administrative Record No. TX-576), 
Texas submitted a proposed amendment 
to its program pursuant to SMCRA.
Texas submitted the proposed 
amendment in response to required 
program amendments at 30 CFR 
943.16(c) (1) and (2), (d), (f), (j)(l), (2),
(3), and (4), (r), and (s) (59 FR 13200, 
March 21,1994). The ownership and 
control provisions of the Texas Coal 
Mining Regulations (TCMR) at 16 Texas 
Administrative Code (TAC) § 11.221 and 
of the Texas Surface Coal Mining and 
Reclamation Act (TSCMRA) at Article 
5920-11 of the Texas Revised Civil 
Statutes Annotated that Texas proposed 
to amend were: TCMR § 778.116(m), 
identification of interests and 
compliance information; TCMR

§ 786.215(e) and (f), review of permit 
applications; TCMR 786.216(i) through 
(n), criteria for permit approval or 
denial; TCMR § 788.225(f), (g), and (h), 
commission review of outstanding 
permits; and section 21(c) of TSCMRA, 
reporting notices of violations in permit 

lications.
SM announced receipt of the 

proposed amendment in the June 30, 
1994, Federal Register (59 FR 33705) 
and invited public comment on its 
adequacy (Administrative Record No. 
TX-576.07). The public comment 
period ended August 1,1994.

During its review of file amendment, 
OSM identified concerns relating to the 
provisions of the rules and statute at 
TCMR § 778.116(m), identification of 
interests and compliance information; 
TCMR § 786.215(e)(1), review of permit 
applications; TCMR § 788.225(g), 
commission review of outstanding 
permits; and section 21(c) of TSCMRA, 
reporting notices of violations in permit 
applications. OSM notified Texas of the 
concerns by letter dated August 11,
1994 (Administrative Record No. TX - 
576.12). In response to OSM’s concerns 
for these provisions, Texas, in a letter 
dated October 6,1994, submitted a 
revised amendment (Administrative 
Record No. TX-576.13).

Texas proposes to additionally (1) 
revise TCMR § 778.116(m) and TCMR 
§ 786.215(e)(1) so that each requires an 
application to list violations incurred by 
the applicant under all SMCRA- 
approved State programs, including the 
Texas program; (2) recodify the 
previously proposed second sentence of 
TCMR § 788.225(g) as (g)(1) and 
subparagraphs (g) (1) through (4) as 
(g)(1) (i) through (iv); (3) revise TCMR 
§ 788.225(g) to provide that if the 
Commission elects to rescind an 
improvidently issued permit it must 
serve the permittee with a notice of the 
proposed rescission and include the 
reasons under TCMR § 788.225(e) for 
the Commission’s findings; (4) revise 
TCMR § 788.225(g)(g)(l)(iv) to require 
the Commission to find that, in addition 
to severing any ownership or control 
link with the responsible person, the 
permittee does not continue to be 
responsible for the violation, penalty, or 
fee; and (5) recodify previously 
proposed TCMR § 788.225(h) and (i), 
respectively, as TCMR § 788.225(g)(2) 
and (h).
III. Public Comment Procedures

OSM is reopening the comment 
period on the proposed Texas program 
amendment to provide the public an 
opportunity to reconsider the adequacy 
of the proposed amendment in light of 
the additional materials submitted. In

accordance with the provisions of 30 
CFR 732.17(h), OSM is seeking 
comments on whether the proposed 
amendment satisfies the applicable 
program approval criteria of 30 CFR 
732.15. If the amendment is deemed 
adequate, it will become part of the 
Texas program.

Written comments should be specific, 
pertain only to the issues proposed in 
this rulemaking, and include 
explanations in support of the 
commenter’s recommendations. 
Comments received after the time 
indicated under DATES at locations other 
than the Tulsa Field Office will not 
necessarily be considered in the final 
rulemaking or included,in the 
administrative record.
IV. Procedural Determinations
1. Executive Order 12866

This rule is exempted from review by 
the Office of Management and Budget 
(OMB) under Executive Order 12866 
(Regulatory Planning and Review).
2. Executive Order 12778

The Department of the Interior has 
conducted the reviews required by 
section 2 of Executive Order 12778 
(Civil Justice Reform) and has 
determined that this rule meets the 
applicable standards of subsections 'a) 
and (b) of that section. However, these 
standards are not applicable to the 
actual language of State regulatory 
programs and program amendments 
since each such program is drafted and 
promulgated by a specific State, not by 
OSM. Under sections 503 and 505 of 
SMCRA (30 U.S.C. 1253 AND 12550) 
and the Federal regulations at 30 CFR 
730.11, 732.15, and 732.17(h)(10), 
decisions on proposed State regulatory 
programs and program amendments 
submitted by the States must be based 
solely on a, determination of whether the 
submittal is consistent with SMCRA and 
its implementing Federal regulations 
and whether the other requirements of 
30 CFR Parts 730, 731, and 732 have 
been met.

3. N ational Environm ental P olicy Act
No environmental impact statement is 

required for this rule since section 
702(d) of SMCRA (30 U.S.C. 1292(d)) 
provides that agency decisions on 
proposed State regulatory program 
provisions do not constitute major 
Federal actions within the meaning of 
section 102(2)(C) of the National 
Environmental Policy Act of 1969 (42 
U.S.C 4332(2)(C)).
4. Paperw ork Reduction Act

This rule does not contain 
information collection requirements that
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require approval by OMB under the 
Paperwork Reduction Act (44 U.S.C.
3507 et seq.).
5. Regulatory Flexibility Act

The Department of the Interior has 
determined that this rule will not have 
a significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.). The State submittal 
which is the subject of this rule is based 
upon counterpart Federal regulations for 
which an economic analysis was 
prepared and certification made that * 
such regulations would not have a 
significant economic effect upon a 
substantial number of small entities. 
Accordingly, this rule will ensure that 
existing requirements previously 
promulgated by OSM will be 
implemented by the State. In making the 
determination as to whether this rule 
would have a significant economic 
impact, the Department relied upon the 
data and assumptions for the 
counterpart Federal regulations.
List of Subjects in 30 CFR Part 943

Intergovernmental relations, Surface 
mining, Underground mining.

Dated: October 21,1994.
Charles E. Sandberg,
Acting Assistant Director, Western Support 
Center.
[FR Doc. 94-26603 Filed 10-26-94; 8:45 am] 
BILLING CODE 4310-05-M

DEPARTMENT OF EDUCATION 

34 CFR Part 682 
RIN 1840-ACC9

Federal Family Education Loan 
Program

AGENCY: Department of Education. 
ACTION: Notice of proposed rulemaking; 
correction.

SUMMARY: On October 1 3 ,1 9 9 4 , the 
Department of Education published in 
the Federal Register a notice of 
proposed rulemaking (NPRM) for the 
Federal Family Education Loan (FFEL) 
Program (59 FR 52038). The proposed 
rules stated that there were no 
paperwork requirements contained in 
the regulations. This document corrects 
the “Paperwork Reduction Act of 1 9 8 0 ”  
section for those regulations.
ADDRESSES: All comments concerning 
these proposed regulations should be 
addressed to Ms. Patricia Newcombe, 
Chief, Federal Family Education Loan 
Program Section, Loans Branch, U.S. 
Department of Education, 600

Independence Avenue, Room 4310, 
Regional Office Building 3, Washington, 
DC 20202—5343. Comments may also be 
sent through the internet to “FFEL— 
OBRA@ed.gov.”

FOR FURTHER INFORMATION CONTACT: Mr. 
Douglas D. Laine, Program Specialist, 
Federal Family Education Loan Program 
Section, Loans Branch, U.S. Department 
of Education, 600 Independence 
Avenue, SW., Room 4310, Regional 
Office Building 3, Washington, DC 
20202-5343, telephone: (202) 708-8242. 
Individuals who use a 
telecommunications device for the deaf 
(TDD) may call the Federal Information 
Relay Service (FIRS) at 1-800-877-8339 
between 8 a.m. and 8 p.m., Eastern time, 
Monday through Friday.

Dated: October 21,1994.
David A. Longanecker,
A ssistant Secretary fo r  Postsecondary  
Education.

1. The following correction is made in 
the FR Doc. 94-25363, published in the 
Federal Register on October 13,1994 
(59 FR 52038).

On page 52041, the “Paperwork 
Reduction Act of 1980” section is 
corrected to read as follows:

Paperwork Reduction Act of 1980

“Sections 682.305,682.401, and 
682.404 contain information collection 
requirements. As required by the 
Paperwork Reduction Act of 1980, the 
Department of Education will submit a 
copy of these proposed regulations to 
the Office of Management and Budget 
for its review. (44 U.S.C. 3504(h))

The proposed regulations affect 
■* schools, lenders, and guaranty agencies 
that participate in the FFEL Program as 
well as States in which schools with 
high cohort default rates are located. 
These proposed regulations do not 
increase annual public reporting 
burden.

Organizations and individuals 
desiring to submit comments on the 
information collection requirements 
should direct them to the Office of 
Information and Regulatory Affairs, 
Office of Management and Budget,
Room 10235, New Executive Office 
Building, Washington, DC 20503; 
Attention: Daniel J. Chenok.”
[FR Doc. 94-26581 Filed 10-26-94; 8:45 am) 
BILLING CODE 4000-01-P

ENVIRONMENTAL PROTECTION 
AGENCY

40 CFR Part 228
[FRL-5098—1]

Ocean Dumping; Proposed Site 
Designation

AGENCY: Environmental Protection 
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: EPA today proposes to 
designate an Ocean Dredged Material 
Disposal Site (ODMDS) in the Atlantic 
Ocean offshore Miami, Florida, as an 
EPA-approved ocean dumping site for 
the disposal of suitable dredged 
material. This proposed action is 
necessary to provide an acceptable 
ocean disposal site for consideration as 
an option for dredged material disposal 
projects in the greater Miami, Florida 
vicinity. This proposed site designation 
is for an indefinite period of time, but 
the site is subject to continuing 
monitoring to insure that unacceptable 
adverse environmental impacts do not 
occur.
DATES: Comments must be received on 
or before December 12,1994. 
ADDRESSES: Send comments to: Wesley
B. CrUm, Chief, Coastal Programs 
Section, Water Management Division, 
U.S. Environmental Protection Agency, 
Region IV, 345 Court land Street NE., 
Atlanta, Georgia 30365.

The file supporting this proposed 
designation is available for public 
inspection at the following locations: 
EPA Public Information Reference Unit 

(PIRU), Room 2904 (rear), 401 M 
Street SW., Washington, D.C. 20460. 

EPA/Region IV, 345 Courtland Street 
NE., Atlanta, Georgia 30365. 

Department of the Army, Jacksonville 
District Corps of Engineers, 400 West 
Bay Street, P.O. Box 4970, 
Jacksonville, FL 32232-0019.

FOR FURTHER INFORMATION CONTACT: 
Christopher J. McArthur, 404/347-3555 
ext. 2056.
SUPPLEMENTARY INFORMATION:

A. Background
Section 102(c) of the Marine 

Protection, Research, and Sanctuaries 
Act (MPRSA) of 1972, as amended, 33 
U.S.C. 1401 et seq., gives the 
Administrator of EPA the authority to 
designate sites where ocean disposal 
may be permitted. On October 1,1986, 
the Administrator delegated the 
authority to designate ocean disposal 
sites to the Regional Administrator of 
the Region in which the sites are 
located. This proposed designation of a
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site offshore Miami, Florida, which is 
within Region IV, is being made 
pursuant to that authority.

The EPA Ocean Dumping Regulations 
promulgated under MPRSA (40 CFR 
Chapter I, Subchapter H, Section 228.4) 
state that ocean dumping sites will be 
designated by promulgation in this Part 
228. A list of “Approved Interim and 
Final Ocean Dumping Sites” was 
published on January 11,1977 (42 FR 
2461 [January 11,1977]). The list 
established the existing Miami (“Miami 
Beach”) site as an interim site. The site 
is now listed in 40 CFR 228.12(a)(3). 
Interested persons may participate in 
this proposed rulemaking by submitting 
written comments within 45 days of the 
date of this publication to the address 
given above.
B. EIS Development

Section 102(2)(C) of the National 
Environmental Policy Act (NEPA) of 
1969, as amended, 42 U.S.C. 4321 et 
seq., requires that federal agencies 
prepare an Environmental Impact 
Statement (EIS) on proposals for 
legislation and other major federal 
actions significantly affecting the 
quality of the human environment. The 
object of NEPA is to build into the 
Agency decision making process careful 
consideration of all environmental 
aspects of proposed actions. While 
NEPA does not apply to EPA activities 
of this type, EPA has voluntarily 
committed to prepare EISs in 
connection with ocean disposal site 
designations such as this (see 39 FR 
16186 [May 7,1974]).

EPA, in cooperation with the 
Jacksonville District of the U.S. Army 
Corps of Engineers (COE), has prepared 
a Draft EIS (DEIS) entitled “Draft 
Environmental Impact Statement for 
Designation of An Ocean Dredged 
Material Disposal Site Located Offshore 
Miami, Florida.” On September 7,1990, 
the Notice of Availability (NOA) of the 
DEIS for public review and comment 
was published in the Federal Register 
(55 FR 36891 [September 7,1990]). 
Anyone desiring a copy of the EIS may 
obtain one from the addresses given 
above. The public comment period on 
the draft EIS was to have closed on 
October 22,1990. However, the closing 
date was changed to December 7,1990 
due to a request by the State of Florida.

EPA received 12 comment letters on 
the Draft EIS. There were three main 
concerns expressed in those letters: (1) 
Placement of beach quality sand in the 
ODMDS; (2) potential for movement of 
silt and clay sized particles out of the 
disposal area and onto environmentally 
sensitive hardbottoms and coral reefs to 
the west during the occurrence of Gulf

Stream frontal eddies; and (3) disposal 
of contaminated sediments from 
locations such as the Miami River. 
Concerns raised by the State of Florida, 
regarding use of. suitable material for 
beach nourishment, will be addressed in 
the FEIS. EPA concurs with the State of 
Florida regarding the use of suitable 
material for beach nourishment, in 
circumstances where this use is 
practical. A real-time monitoring system 
will be instituted by the Army Corps of 
Engineers to identify the occurrence of 
Gulf Stream frontal eddies. During the 
occurrence of such eddies, disposal a t 
the ODMDS will discontinue. Details of 
the monitoring plan and protocol will 
be included in the Site Management and 
Monitoring Plan as part of the FEIS. 
Before any material can be placed 
within an ODMDS, it must be evaluated 
and shown to be acceptable for ocean 
disposal in accordance with ocean 
dumping regulations (40 CFR 227.13). 
Certain portions of the sediments 
proposed to be dredged from the Miami 
River have been found to be 
unacceptable for ocean disposal.

The EIS will serve as a Biological 
Assessment for purposes of Section 7 of 
the Endangered Species Act 
coordination. By itself, site designation 
of the Miami ODMDS will not adversely 
impact any threatened or endangered 
species under the purview of the 
National Marine Fisheries Service 
(NMFS) and the U.S. Fish and Wildlife 
Service (FWS). Use of the ODMDS is not 
expected to adversely impact any 
threatened or endangered species. 
Pursuant to Section 7 of the Endangered 
Species Act, the National Marine 
Fisheries Service (NMFS) has been 
asked by EPA to concur with EPA’s 
conclusion that this site designation 
will not affect the endangered species 
under their jurisdictions.

EPA has evaluated the proposed site 
designation for consistency with the 
State of Florida’s (the State) approved 
coastal management program. EPA has 
determined that the designation of the 
proposed site is consistent to the 
maximum extent practicable with the 
State coastal management program, and 
has submitted this determination to the 
State for review in accordance with EPA 
policy.

In a letter dated September 13,1990, 
the Florida Department of State agreed 
that the proposed designation will have 
no effect on any archaeological or 
historic sites or properties listed, or 
eligible for listing, in the N ational 
Register o f  H istoric P laces in accordance 
with the National Preservation Act of 
1966 (Public Law 89-6654), as 
amended.

The proposed action discussed in the 
DEIS is the permanent designation for 
continuing use of the existing interim 
ocean disposal site near Miami, Florida. 
The purpose of the proposed action is 
to provide an environmentally 
acceptable option for the ocean disposal 
of dredged material. The need for the 
permanent designation of the Miami 
ODMDS is based on a demonstrated 
COE need for ocean disposal of 
maintenance dredged material from the 
Federal navigation projects in the 
greater Miami area. However, every 
disposal activity by the COE is 
evaluated on a case-by-case basis to 
determine the need for ocean disposal 
for that particular case. The need for 
ocean disposal for other projects, and 
the suitability of the material for ocean 
disposal, will be determined on a case- 
by-case basis as part of the COE’s 
process of issuing permits for ocean 
disposal for private/federal actions and 
a public review process for their own 
actions.

For the Miami ODMDS, the COE and 
EPA would evaluate all federal dredged 
material disposal projects pursuant to 
the EPA criteria given in the Ocean 
Dumping Regulations (40 CFR Parts 
220-229) and the COE regulations (33 
CFR 209.120 and Parts 335-338). The 
COE also issues Marine Protection, 
Research, and Sanctuaries Act (MPRSA) 
permits to private applicants for the 
transport of dredged material intended 
for disposal after compliance with 
regulations is determined. EPA has the 
right to disapprove any ocean disposal 
project if, in its judgment, all provisions 
of MPRSA and the associated 
implementing regulations have not been 
met.

The DEIS discusses the need for this 
site designation and examines ocean 
disposal site alternatives to the' 
proposed action. Non-ocean disposal 
options have been examined id the 
previously published Feasibility Report 
and EIS for the Miami Harbor Channel 
Project. Alternatives to ocean disposal v 
may include upland disposal within the 
porfarea, disposal in Biscayne Bay, and 
beach disposal. Upland disposal in the 
intensively developed Port of Miami- 
Biscayne Bay area has not been found 
feasible. The Port of Miami itself is built 
partially on fill in Biscayne Bay. 
Undeveloped areas within cost-effective 
haul distances are environmentally 
valuable in their own right.

Almost all inshore waters of the 
Biscayne Bay area are part of the 
Biscayne Bay Aquatic Preserve. The 
waters of the southern portion of 
Biscayne Bay, now included in the 
Aquatic Preserve, are to be incorporated, 
along with some offshore waters, into
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? the Biscayne National Park in the near 
future. The Florida Department of 
Environmental Regulation (DER) has 
afforded the waters of these areas 
special protection as Outstanding 
Florida Waters. This effectively removes 
virtually all of the Biscayne Bay area 
from consideration for disposal of 
dredged material.

Dredged sand might be placed on 
beaches in the Miami Beach area.
Suitable rock might be placed in 
nearshore waters. These options are 
feasible only where a substantial 
quantity of the desired type of matérial 
is separable from silt or other 
undesirable material.

The COE has been authorized to 
deepen Miami Harbor. For that project, 
environmental and economic analyses 
were performed and an EIS was 
prepared. The COE examined and 
documented the feasibility of each of 
the above-described disposal options 
and found none to be feasible.

The following ocean disposal 
alternatives were evaluated in the Draft 
EIS:
1. Alternative Sites on the Continental 
Shelf

In the Miami nearshore area, 
hardgrounds supporting goral and algal 
communities are concentrated on the 
continental shelf. Disposal operations 
on the shelf could adversely impact this 
reef habitat. Because the shelf is narrow, 
about 3.3 nmi (6 km) off Government 
Cut, the transport of dredged materials 
for disposal beyond the shelf is both 
practical and economically feasible. 
Therefore, alternative sites on the 
continental shelf are not desirable.
2. Designated Interim Site (Candidate 
Site)

The preferred alternative considered 
in this document is the final designation 
of an ODMDS. This site is an area of 
approximately one square nautical mile 
with the following corner coordinates: 
2 5 °4 5 '3 0 "  N, 80°03'54" W; 25°45'30" N, 
8060 2 '5 0 "  W; 25°44'30" N, 80°02'50" W; 
2 5 °4 4 '3 0 "  N, 80°03'54" W. The site is 
centered at: 25°45'00" N and 80°03,22//
W. This site is considered suitable in 
terms of practicality and economic 
feasibility. Sections 228.5 and 228,6 of 
EPA’s Ocean Dumping Regulations and 
Criteria 40 CFR establish criteria for the 
evaluation of ocean disposal sites.
3. Alternative Sites Beyond the 
Continental S helf

The western edge of the Gulf Stream 
meanders about one mile east of the 
candidate site. Dumping in the Gulf 
Stream was considered, but the 
enormous task and expense of
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monitoring disposal under such 
conditions caused sufficient concern to 
eliminate that option.
4. No Action

Under the “no action” alternative, the 
interim site would not receive final 
designation. The Water Resources Act of 
1992, Title V, Section 506(a) prohibits 
the continued use of ocean dump sites 
which have not been designated by EPA 
as Section 102 dump sites after January 
1,1997. If EPA fails to designate the 
Miami ODMDS by that date, the 
continued foreseeable need to have an 
appropriate site for disposal of suitable 
sediments from dredging projects in the 
Miami area would place pressure on the 
Corps and EPA to approve on a project- 
by-project basis the use of temporary 
ocean dumping locations pursuant to 
either Clean Water Act Section 404 or 
MPRSA Section 103.

The DEIS presents the information 
needed to evaluate the suitability of 
ocean disposal areas for final 
designation use and is based on one of 
a series of disposal site environmental 
studies. The environmental studies and 
final designation are being conducted in 
accordance with the requirements of 
MPRSA, the Ocean Dumping 
Regulations, and other applicable 
federal environmental legislation.

Comments received on the DEIS will 
be addressed in the FEIS. This Proposed 
Rule is being published between the 
DEIS and the Final EIS (FEIS). EPA will 
accept comments on the Proposed Rule 
during the 45-day NEPA review period. 
Comments on the Proposed Rule will be 
addressed in the Final Rule, which will 
be published following the completion 
of the 30-day NEPA review period of the 
FEIS. Responses in the Final Rule may 
refer to earlier published responses, as 
appropriate.

C. Proposed Site Designation

The proposed site is located east of 
Miami, Florida, the western boundary 
being 3.6 nautical miles (nmi) offshore. 
The proposed ODMDS occupies an area 
of about 1 square nautical mile (nmi2), 
in the configuration of an approximate 
1 nmi by 1 nmi square. Water depths 
within the area range from 427 to 785 
feet. The coordinates of the Miami site 
proposed for final designation are as 
follows:

25°45'30" N 80°Q3'54" W;
25°45'30" N 80o02'50" W;
25°44'30" N 80°03'54" W; and
25°44'30" N 80°02'50" W.

Center coordinates are 25°45'0a" N 
and 80°03'22" W.

D. Regulatory Requirements

Pursuant to the Ocean Dumping 
Regulations, 40 CFR Part 228.5, five 
general criteria are used in the selection 
and approval for continuing use of 
ocean disposal sites. Sites are selected 
so as to minimize interference with 
other marine activities, to prevent any 
temporary perturbations associated with 
the disposahfrom causing impacts 
outside the disposal site, and to permit 
effective monitoring to detect any 
adverse impacts at an early stage. Where 
feasible, locations off the Continental 
Shelf and other sites that have been 
historically used are to be chosen. If, at 
any time, disposal operations at a site 
cause unacceptable adverse impacts, 
further use of the site can be restricted 
or terminated by EPA. The proposed site 
conforms to the five general criteria.

In addition to these general criteria in 
Section 228.5, Section 228.6 lists the 11 
specific criteria used in evaluating a 
proposed disposal site to assure that the 
general criteria are met. Application of 
these 11 criteria constitutes an 
environmental assessment of the impact 
of disposal at the site. The 
characteristics of the proposed site are 
reviewed below in terms of these 11 
criteria (the EIS may be consulted for 
additional information).

1. G eographical Position, Depth o f  
Water, Bottom Topography, and  
D istance [from  Coast 228.6(a)(l)} 40 
CFR

The boundary and center coordinates 
of the proposed site are given above.
The western boundary of the proposed 
site is located about 3.6 hmi offshore of 
Miami, Florida. The site is an 
approximate 1 nmi by 1 nmi square 
configuration. Water depth in the area 
ranges from 427 to 785 feet.

2. Location in Relation to Breeding, 
Spawning, Nursery, Feeding, or Passage 
A reas o f  Living R esources in Adult or 
Juvenile Phases [40 CFR 228.6(a)(2)]

Many of the area’s species spend their 
adult lives in the offshore region, but are 
estuary-dependent because their 
juvenile stages use a low salinity 
estuarine nursery region. Specific 
migration routes are not known in the 
Miami area. The site is not known to 
include any major breeding or spawning 
area, except for sea turtles which use the 
entire beach area of eastern Florida as 
nesting habitat. Due to the motility of 
finfish, it is unlikely that disposal 
activities will have any significant 
impact on any of the species found in 
the area.
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3. Location in Relation to B eaches and 
Other Amenity Areas [40 CFR 
228.6(a)(3)}

The candidate site is located at least 
3.6 nautical miles from the coast. Shore- 
related amenities include Virginia Key, 
the Biscayne Bay Aquatic Preserve, 
Biscayne National Park, and the Bill 
Baggs Cape Florida State Recreational 
Area. Currents in the vicinity trend 
alongshore in a general north-south 
orientation. It is therefore unlikely that 
detectable quantities of dredged 
material will be transported onto 
beaches. Considering the distance that 
the proposed disposal site is offshore of 
beach areas, dredged material disposal 
at the site is not expected to have an 
effect on the recreational uses of these 
beaches. Modelling performed by the 
COE indicates that disposed material 
will not impact these areas.

4. Types and Quantities o f  W astes 
Proposed To Be D isposed of, and  
Proposed M ethods o f R elease, Including 
M ethods o f Packing the W aste, I f  Any 
[40 CFR 228(a)(4)]

It is anticipated that the candidate site 
will be used primarily for disposal of 
maintenance material from the Port of 
Miami. Maintenance dredging has only 
occurred four times since 1957. Another 
foreseen use of the site would be the 
Miami Harbor Deepening Project. 
Estimated volume for this project is 
expected to be 6 million cubic yards.
For each future dredging project, each 
disposal plan must be evaluated on a 
case-by-case basis to ensure that ocean 
disposal is the best alternative and that 
the material meets the Ocean Dumping 
Criteria in 40 CFR Part 227.

5. Feasibility o f Surveillance and  
Monitoring [40 CFR 228.6(a)(5)]

Due to the proximity of the site to 
shore, surveillance will not be difficult. 
Survey vessels, dredges or aircraft 
overflights are feasible surveillance 
methods. However, the depths at this 
site make conventional ODMDS 
monitoring techniques difficult to 
utilize. The Site Management and 
Monitoring Plan (SMMP) for the Miami 
ODMDS has been developed and was 
included as an appendix in the DEIS. 
This SMMP establishes a sequence of 
monitoring surveys to be undertaken to 
determine any impacts resulting from 
disposal activities. The SMMP may be 
modified for cause by the responsible 
agency.

6. D ispersal, H orizontal Transport and 
Vertical Mixing Characteristics o f  the 
Area Including Prevailing Current 
Direction and Velocity, I f  Any [40 CFR 
228.6(a)(6)]

Prevailing currents parallel the coast 
and are generally oriented along a north- 
south axis. Northerly flow 
predominates. Mean surface currents 
range from 62 to 95 cm/sec with 
maximum velocities of about 150 cm/ 
sec. Current speeds are lower and 
current reversals more common in near- 
bottom waters. Mean velocities of 3.5 
cm/sec and maximum velocities of 27 
cm/sec have been reported for near­
bottom waters in the area. A pycnocline 
occurs in site waters throughout the 
year at reported depths ranging from 
about 60 feet in the summer to 325 feet 
in the winter. A dredged material 
dispersion study conducted by the COE 
for both the short- and long-term fate of 
material disposed at the proposed site 
indicates little possibility of disposed 
material affecting near-shore reefs. 
Measures as discussed in the 
Management and Monitoring Plan will 
be instituted during disposal operations 
to minimize the possibility of material 
being transported to the near-shore 
reefs.
7. Existence and E ffects o f Current and  
Previous D ischarges and Dumping in 
the Area (Including Cumulative E ffects) 
[40 CFR 228.6(a)(7)]

The proposed ODMDS was used for 
the first time in April 1990. Only 
225,000 cubic yards of maintenance 
material was disposed in the proposed 
ODMDS. In conjunction with this use of 
the site, the Corps of Engineers in 
cooperation with the National Oceanic 
and Atmospheric Administration 
(NOAA) monitored the physical 
processes and the dispersive 
characteristics of the dredged material 
plume. Monitoring results indicated that 
the material discharged, except for a low 
concentration residual remaining within 
the water column, reached bottom 
within the designated site boundaries. 
During the monitoring, the resulting 
plumes were observed to be transported 
in a north to northeast direction. The 
full monitoring report will be included 
as part of the Final EIS. Due to the 
limited quantity of material disposed at 
the site, an effects study has not been 
initiated. Effects monitoring is 
discussed in the Site Management and 
Monitoring Plan as part of the EIS.

No other discharges or dumping 
occurs in the site. The Miami-Dade 
Central publicly owned treatment plant 
outfall discharges approximately 1.2 
miles west of the site. The effects from

this discharge are local and 
predominantly in a north-south 
direction due to prevailing currents and 
should not have any effect within the 
site.

8. interference With Shipping, Fishing, 
R ecreation, M ineral Extraction, 
D esalination, Fish and Shellfish  
Culture, A reas o f Special Scientific 
Im portance and Other Legitim ate Uses 
o f the Ocean [40 CFR 228.6(a)(8)]

While shipping is heavy at the Port of 
Miami, the infrequent use of this site 
should not significantly disrupt either 
commercial shipping or recreational 
boating. Commercial and recreational 
fishing activities are concentrated in 
inshore and nearshore waters. No 
mineral extraction, desalination, or 
mariculture activities occur in the 
immediate area. Scientific resources 
present throughout this area are not 
geographically limited to the proposed 
Miami ODMDS or nearby waters.

9. The Existing Water Quality and  
Ecology o f the Site as D eterm ined By 
A vailable Data or By Trend Assessment 
or B aseline Surveys [40 CFR 228.6(a)(9)]

Water quality at the proposed ODMDS 
is variable and is influenced by 
discharges from inshore systems, 
frequent oceanic intrusions, and 
periodic upwelling. The proposed 
disposal site lies on the continental 
slope in an area traversed by the 
western edge of the Florida Current. The 
location of the western edge of the 
current determines to a large extent 
whether waters at the site are 
predominantly coastal or oceanic. 
Frequent intrusions or eddies of the 
Florida Current transport oceanic waters 
over the continental shelf in the 
proposed ODMDS vicinity. Periodic 
upwelling/downwelling events 
associated with wind stress also 
influence waters in the area.

No critical habitat or unique 
ecological communities have been 
identified at the candidate site. Buffer 
zone protection has been applied to any 
existing fish havens, artificial reef 
communities, turtle nesting areas, and 
onshore amenities in the general region 
of the site.

10. Potentiality fo r  the D evelopm ent or 
Recruitment o f  N uisance S pecies in the 
D isposal Site [40 CFR 228.6(a)(10)l

The disposal of dredged materials 
should not attract or promote the 
development of nuisance species. No 
nuisance species have been reported to 
occur at previously utilized disposal 
sites in the vicinity.
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Hi Existence at or in Close Proximity to 
the Site o f Any Significant Natural or 
Cultural Features o f H istorical 
Importance [40 CFR 228.6(a)(ll)J

No known natural or cultural features 
of historical importance occur at or in 
close proximity to the site. No such 
features were noted in a video survey of 
the proposed disposal area.
E. Site Management

Site management of the Miami 
ODMDS is the responsibility of EPA as 
well as the COE. The COE issues 
permits to private applicants for ocean 
disposal; however, EPA/Region IV 
assumes overall responsibility for site 
management.

The Site Management and Monitoring 
Plan (SMMP) for the proposed Miami" 
ODMDS was developed as a part of the 
process of completing the EIS. This plan 
provides procedures for both site 
management and for the monitoring of 
effects of disposal activities. This SMMP 
is intended to be flexible and may be 
modified by the responsible agency for 
cause.
F. Proposed Action

The’EIS concludes that the proposed 
site may appropriately be designated for 
use. The proposed site is compatible 
with the 11 specific and 5 general 
criteria used for site evaluation.

The designation of the Miami site as 
an EPA-approved ODMDS is being 
published as Proposed Rulemaking. 
Overall management of this site is the 
responsibility of the Regional 
Administrator of EPA/Region IV.

It should be emphasized that, if an 
ODMDS is designated, such a site 
designation does not constitute EPA’s 
approval of actual disposal of material 
at sea. Before ocean disposal of dredged 
material at the site may commence, the 
COE must evaluate a permit application 
according to EPA’s Ocean Dumping 
Criteria. EPA has the right to disapprove 
the actual disposal if it determines that 
environmental concerns under MPRSA 
have not been met.

The Miami ODMDS is not restricted 
to disposal use by federal projects; 
private applicants may also dispose 
suitable dredged material at the ODMDS 
once relevant regulations have been 
satisfied. This site is restricted, 
however, to suitable dredged material 
from the greater Miami, Florida vicinity.
G. Regulatory Assessments

Under the Regulatory Flexibility Act, 
EPA is required to perform a Regulatory 
Flexibility Analysis for all rules that 
may have a significant impact on a 
substantial number of small entities.
EPA has determined that this proposed

action will not have a significant impact 
on small entities since the designation 
will only have the effect of providing a 
disposal option for dredged material. 
Consequently, this Rule does not 
necessitate preparation of a Regulatory 
Flexibility Analysis.

Under Executive Order 12866, EPA 
must judge whether a regulation is 
“significant” and therefore subject to 
the requirement of a Regulatory Impact 
Analysis. This action will not result in 
an annual effect on the economy of $100 
million or more or cause any of the 
other effects which would result in its 
being classified by the Executive Order 
as a “significant” rule. Consequently, 
this Rule does not necessitate 
preparation of a Regulatory Impact 
Analysis.

This Proposed Rule does not contain 
any information collection requirements 
subject to Office Management and 
Budget review under the Paperwork 
Reduction Act of 1980, 44 U.S.C. 3501 
et seq.
List of Subjects in 40 CFR Part 228

Environmental protection, Water 
pollution control.

Dated: September 23,1994.
John H. Hankinson, Jr.,
R egional Administrator.

In consideration of the foregoing, 
Subchapter H of Chapter I of Title 40 is 
proposed to be amended as set forth 
below.

PART 228—[AMENDED]
1. The authority citation for part 228 

continues to read as follows:
Authority: 33 U.S.C. 1412 and 1418.
2. Section 228.12(a)(3) is amended by 

removing the complete entry for the 
Miami Beach approved interim dredged 
material dumping site and adding
§ 228.12(b)(95) to read as follows:

§ 228.12 Delegation of management 
authority fo r ocean dumping sites.
i t  i t  i t  i t  i t

(b) * * *
(95) Miami, Florida; Ocean Dredged 

Material Disposal Site—Region IV.

Location:
25°45'30" N 80°03'54" W;
25°45'30" N 80°02'50" W;
25°44'30" N 80°03'54" W;
25°44'30" N 80°02'50" W.
Center coordinates are 25°45'00" N and 

80°03'22" W.
Size: Approximately 1 square nautical mile. 
Depth: Ranges from 427 to 785 feet.
Primary use: Dredged material.
Period of use: Continuing use.
Restriction: Disposal shall be limited to 

suitable dredged material from the greater

Miami, Florida vicinity. Disposal shall 
comply with conditions set forth in the 
most recent approved Site Management 
and Monitoring Plan.

(FR Doc. 94-26662 Filed 10-26-94; 8:45 am] 
BILLING CODE 6560-50-P

40 CFR Part 281

[FRL-5095-5]

Utah; Final Approval of State 
Underground Storage Tank Program

AGENCY: Environmental Protection 
Agency.
ACTION: Notice of Tentative 
Determination on Application of State 
of Utah for Final Approval, Public 
Hearing and Public Comment Period.

SUMMARY: The State of Utah has applied 
for final approval of its underground 
storage tank program under Subtitle I of 
the Resource Conservation and 
Recovery Act (RCRA). The 
Environmental Protection Agency (EPA) 
has reviewed the Utah application and 
has made the tentative decision that 
Utah’s underground storage tank (UST) 
program satisfies all of the requirements 
necessary to qualify for final approval. 
Notably, the State of Utah’s statute 
authorizes the issuance of regulations 
that are broader in scope than the 
Federal regulations. EPA intends to 
grant final approval to the State to 
operate its program in lieu of the 
Federal program. The State of Utah’s 
application for final approval is 
available for public review and 
comment.
DATES: All comments on Utah’s final 
approval application must be received 
by the close of business on November
28,1994. The public hearing is 
tentatively scheduled for December 16, 
1994.
ADDRESSES: Written comments should 
be sent to U.S. EPA, Attn: Leslie 
Zawacki, mail code (8HWM-WM), 
Region 8, 999 18th Street, Suite 500, 
Denver, Colorado 80202.

If a public hearing is held it will be 
at the Department of Environmental 
Quality, 168 North 1950 West, Salt Lake 
City, Utah 84116, at 1 p.m.

Copies of Utah’s final approval 
application are available during normal" 
working days at the following addresses 
for inspection and copying: from 8 a.m.- 
5 p.m. at the Utah Department of 
Environmental Quality, Division of 
Environmental Response and 
Remediation, 168 North 1950 West, 1st 
Floor, Salt Lake City, Utah 84116, 
phone: (801) 536-4100; and from 12 
p.m.—4 p.m. at the U.S. EPA Region 8,
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Library, Suite 144,999 18th Street, 
Denver, Colorado 80202, phone: (303) 
294-7616.
FOR FURTHER INFORMATION CONTACT: 
Leslie Zawacki, Undeiground Storage 
Tank Program Section, U.S. EPA, Region 
8, 8HWM—WM, 999 18th Street, Denver, 
Colorado 80202, phone: (303) 293-1665. 
SUPPLEMENTARY INFORMATION: EPA has 
tentatively scheduled a public hearing 
on this determination. If a sufficient 
number of people express interest in 
participating in a hearing by writing to 
EPA or calling the contact within 30 
days of the date of publication of this 
notice, EPA will hold a hearing on the 
date given below in the DATES section. 
EPA will notify all persons who submit 
comments on this notice if it decides to 
hold the hearing. In addition, anyone 
who wishes to learn whether the 
hearing will be held may call the person 
listed in the FOR FURTHER INFORMATION 
CONTACT section.
A. Background

Section 9004 of the Resource 
Conservation and Recovery Act (RCRA) 
enables EPA to approve state 
underground storage tank programs to 
operate in the State in lieu of the 
Federal underground storage tank (UST) 
program. Program approval is granted 
by EPA if the Agency finds that the 
State program: (1) is “no less stringent“ 
than the Federal program in all seven 
elements, and includes notification 
requirements of section 9004(a)(8), 42 
U.S.C. 6991c(a)(8); and (2) provides for 
adequate enforcement of compliance 
with UST standards (Section 9004(a), 42 
U.S.C. 6991c(a)).
B. State of Utah

In February 1986, the State of Utah 
established authority through the Utah 
Solid and Hazardous Waste Act to 
implement an underground storage tank 
program, the State further developed its 
authority in the UST Act in February 
1989. The State adopted the federal 
rules and developed some additional 
rules in February 1989. The State 
submitted a draft application for state 
program approval in September 1992. 
EPA reviewed and commented on the 
draft application and requested 
additional information to be included in 
the final application.

On September 20,1993, Utah 
submitted an official application for 
final approval. Prior to its submission, 
Utah provided an opportunity for public 
notice and comment in the development 
of its underground storage tank program 
as required under § 281.50(b). EPA has 
reviewed Utah’s application, and has 
tentatively determined that the State's

program meets all of the requirements 
necessary to qualify for final approval. 
Consequently, EPA intends to grant 
final approval to Utah to operate its 
program in lieu of the Federal program.

This tentative determination to 
approve the Utah UST program applies 
to all activities in Utah outside of Indian 
Country, as defined in 18 U.S.C. 1151. 
The Environmental Protection Agency 
retains all underground storage tank 
authority under RCRA which applies to 
Indian Country in Utah.

Before EPA would be able to approve 
the State of Utah UST. program for any 
portion of “Indian Country,” the State 
would have to provide an appropriate 
analysis of the State’s jurisdiction to 
enforce in these areas. In order for a 
state to satisfy this requirement, it must 
demonstrate to the EPA’s satisfaction 
that it has authority pursuant to 
applicable principles of Federal Indian 
Law to enforce its laws against existing 
and potential pollution sources within 
any geographical area for which it seeks 
program approval. EPA is not satisfied 
that Utah has, at this time, made the 
requisite showing of its authority with 
respect to such lands.

In withholding program approval for 
these areas, EPA is not making a 
determination that the State either has 
adequate jurisdiction or lacks such 
jurisdiction. Should the State of Utah 
choose to submit analysis with regard to 
its jurisdiction over all or part of 
“Indian Country” in the State, it may do 
so without prejudice.

EPA’s future evaluation of whether to 
approve the Utah program for “Indian 
Country,” to include Indian reservation 
lands, will be governed by EPA’s 
judgment as to whether the State has 
demonstrated adequate authority to 
justify such approval, based upon its 
understanding of the relevant principles 
of Federal Indian law and sound 
administrative practice. The State may 
wish to consider EPA’s discussion of the 
related issue of tribal jurisdiction found 
in the preamble to the Indian Water 
Quality Standards Regulation (see 56 FR 
64876, December 12,1991).

In accordance with section 9004 of 
RCRA 42 U.S.C. 6991c and 40 CFR 
281.50(e), the Agency will accept 
written comments on EPA’s tentative 
determination until November 28,1994. 
Copies of Utah’s application are 
available for inspection and copying at 
the locations indicated in the 
“Addresses” section of this notice.

EPA will consider all public 
comments on its tentative determination 
received during the public comment 
period. Issues raised by those comments 
may be the basis for a decision to deny 
final approval to Utah. EPA expects to

make a final decision on whether or not 
to approve Utah’s program by January 
25,1995 and will give notice of it in the 
Federal Register. The notice will 
include a summary of the reasons for 
the final determination and a response 
to all major comments.

The Office of Management and Budget 
has exempted this rule from the 
requirements of section 6 of Executive 
Order 12866.

Pursuant to the provisions of 5 U.S.C. 
605(b), I hereby certify that this 
approval will not have a significant 
economic impact on a substantial 
number of small entities. The approval 
effectively suspends the applicability of 
certain Federal regulations in favor of 
Utah’s program, thereby eliminating 
duplicative requirements for owners 
and operators of underground storage 
tanks in the State. It does not impose 
any new burdens on small entities. This 
rule, therefore, does not require a 
regulatory flexibility analysis.
List of Subjects in 40 CFR Part 281

Environmental protection, 
Administrative practice and procedure, 
Hazardous materials, State program 
approval, Underground storage tanks.

Authority: This notice is issued under the . 
authority of Section 9004 of the Solid Waste 
Disposal Act as amended 42 U.S.C. 6991c.

Dated: October 5,1994.
W illiam  P. Yellowtail,
Regional Administrator.
[FR Doc. 94-26248 Filed 10-26-94; 8:45 am] 
BILLING CODE «560-50-P

DEPARTMENT OF THE INTERIOR 

Fish and Wildlife Service 

50 CFR Part 18

Development o f Permit Regulations for 
Polar Bear Trophy Importation Under 
the 1994 Amendments to the Marine 
Mammal Protection Act
AGENCY: Fish and Wildlife Service, 
Interior.
ACTION: Notice of intent

SUMMARY: Qn April 30,1994, the Marine 
Mammal Protection Act (Act) was 
amended to allow the issuance of 
permits to import sport-hunted trophies 
of polar bears (Ursus m aritim us) 
(excluding internal organs) legally taken 
by the applicant while hunting in 
Canada, provided certain findings have 
been made by the U.S. Fish and Wildlife 
Service (Service). These permits may 
also authorize the importation of polar 
bears taken, but not imported, prior to 
enactment of the Amendments,
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provided certain conditions are met.
The Service has received a number of 
inquiries concerning the importation of 
polar bear trophies. This notice provides 
information on the steps the Service is 
taking to implement this new provision 
of the Act and the anticipated 
timeframes. The Service is working 
concurrently on developing permit 
regulations and gathering data to make 
the legal and scientific findings required 
under section 104(c)(5)(A) of the Act. 
Applications for the import of sport- 
hunted polar bear trophies will not be 
accepted until the completion of the 
permit rulemaking process early in 
1995. The Service will be able to act on 
applications once it has resolved several 
outstanding questions and is able to 
make the required scientific findings, in 
consultation with the Marine Mammal 
Commission (MMC), and after notice 
and opportunity for public comment. In 
the meantime, a list of interested parties 
has been established to receive all 
relevant information as the process 
proceeds.
DATES: The Service anticipates 
publishing a proposed rule of permit 
requirements and procedures to import 
polar bear trophies by November 1994 
for public review and comment. A 
decision on the proposal is expected to 
be published in early 1995. A notice of 
proposed rulemaking on the scientific 
findings will be published soon 
thereafter.
ADDRESSES: To receive copies of the 
Federal Register notices associated with 
this issue, send your name and address 
to the U. S. Fish and Wildlife Service, 
Chief, Office of Management Authority, 
4401 N. Fairfax Drive, room 420(c), 
Arlington, VA 22203. This information 
will be maintained on a mailing list.
FOR FURTHER INFORMATION CONTACT: 
Marshall Jones, Chief, Office of 
Management Authority, (703/358-2093) 
or Margaret Tieger, Acting Chief, Branch 
of Permits, (703/358—2104, extension 
5507) at the above address. 
SUPPLEMENTARY INFORMATION: Prior to 
enactment of amendments to the Act in 
1994, those seeking authority to import 
polar bear trophies from Canada were 
required to obtain a waiver of the Act’s 
moratorium on taking and importing

marine mammals. The 1994 
Amendments included a streamlined 
procedure for authorizing such imports 
by permit. Section 104(c)(5) of the Act 
sets out a permitting process, as well as 
the specific findings that must be made 
before permits can be issued to import 
these trophies into the United States. 
The Service is developing proposed 
regulations that will outline the permit 
application requirements, procedures, 
issuance criteria, and fee. The law 
requires the Service to establish and 
charge a reasonable fee for issuing polar 
bear trophy import permits: As specified 
in the Amendments, all fees would be 
used for polar bear conservation 
programs being conducted in Alaska 
and Russia. The Service anticipates 
publishing a proposed rule promptly so, 
after a review of all available data and 
public comments, a decision can be 
published as early as possible in 
calendar year 1995.

The Service is unable to accept 
applications for the import of sport- 
hunted polar bear trophies until the 
permit rulemaking process is complete 
in early 1995. Once the Service has 
received comments on the application 
requirements under the proposed rule, 
an application form will be developed 
and submitted to the Office of 
Management and Budget for approval 
under the Paperwork Reduction Act.

At the same time that the permit 
rulemaking process is occurring, the 
Service is working with the Canadian 
wildlife authorities to obtain 
information necessary to make the 
findings required by section 104(c)(5)(A) 
of the Act. Prior to issuing a permit, the 
Service must find that (1) the applicant 
has provided the necessary 
documentation to show that the polar 
bear was legally harvested in Canada by 
the applicant; (2) Canada has a 
monitored and enforced sport-hunting 
program consistent with the purposes of 
the 1971 International Agreement on the 
Conservation of Polar Bears; (3)
Canada’s sport-hunting program is 
based on scientifically sound quotas 
ensuring the maintenance of the affected 
population stock at a sustainable level; 
(4) the export and subsequent import are 
consistent with the provisions of the 
Convention on International Trade in

Endangered Species (CITES) and other 
international agreements and 
conventions; and (5) the export and 
subsequent import are not likely to 
contribute to illegal trade in bear parts.

The Service is to make these findings 
after notice and opportunity for public 
comment and in consultation with the 
MMC, an independent Federal agency 
with statutory authority to make 
recommendations pursuant to Title II of 
the Act. Several questions have come to 
the attention of the Service. A contract 
report prepared for the MMC in 1993 
has questioned whether Canada’s sport­
hunting program is fully consistent with 
Article III of the Agreement. In addition, 
the Amendments require the Service to 
make the determination of sustainability 
of hunting quotas at the population 
level, but Canada manages polar bears at 
the subpopulation level. The Service is 
currently pursuing the resolution of 
these and related questions concerning 
its ability to make the required findings. 
Once these questions have been 
resolved and the Service is able to make 
the findings outlined above, it will be 
able to act on applications. The Service 
seeks information regarding each of 
these five findings.

While conducting these activities, the 
Service will need to evaluate its actions 
under the National Environmental 
Policy Act (NEPA), as appropriate.

By April 30,1996, the Service is to 
undertake a scientific review of the 
impact of permits issued on the 
Canadian polar bear population stocks. 
An opportunity for public comment will 
be part of this review, with the 
responses included in the final report. 
Permit issuance can continue after 
September 30,1996, only if the Service 
determines, based on scientific review, 
that the issuance of permits is not 
having a significant adverse impact on 
the polar bear populations stocks in 
Canada.

Authority: 16 U.S.C. 1361 etseq .
Dated: October 21,1994.

George T. Frampton, Jr.,
Assistant Secretary, Fish and Wildlife a nd  
Parks.
[FR Doc. 94-26587 Filed 10-26-94; 8:45 am] 
BILLING CODE 4310-55-P
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Notices

This section of the FEDERAL REGISTER 
contains documents other than rules or 
proposed rules that are applicable to the 
public. Notices of hearings and investigations, 
committee meetings, agency decisions and 
rulings, delegations of authority, filing of 
petitions and applications and agency 
statements of organization and functions are 
examples of documents appearing in this 
section.

AGENCY FOR INTERNATIONAL 
DEVELOPMENT

Loan Guarantees to Israel; Notice of 
Investment Opportunity

The Government of Israel (the “GOI”) 
wishes to select managing underwriters 
for the structuring and sale of U.S. 
Agency for International Development 
(“USAID”)-guaranteed loans. Hie 
USAID-guaranteed loans have been 
authorized by Public Law 102-391, and 
are being provided in connection with 
Israel’s extraordinary humanitarian 
effort to resettle and absorb immigrants 
into Israel from the republics of the 
former Soviet Union, Ethiopia and other 
countries.

The legislation authorizes the 
guaranty by USAID of up to $10 billion 
principal amount of loans over the next 
five years, with a maximum of $2 billion 
in loans, offered in one or more 
tranches, to be guaranteed in each of the 
five fiscal years. This Notice is in 
connection with the GOI’s selection of 
managing underwriters for one or more 
offerings contemplated to be made 
under the authorization for the current 
fiscal year.

The GOI would like to receive 
proposals from interested underwriters 
on an expedited basis. A Request for 
Proposals (“RFP”) will be available from 
the GOI on or about October 26,1994. 
Proposals must be submitted, in 
accordance with the RFP, by 4:00 p.m. 
on October 31,1994. For information 
regarding the submission of proposals, 
please contact Mr. Eliahu Ziv-Zitouk, 
Chief Fiscal Officer, Ministry of Finance 
of the Government of Israel, 350 Fifth 
Avenue, New York, New York 10118 
(fax: 212/736-2759).

To accomplish the GOI’s objectives, 
the GOI’s lead manager must at a 
minimum:

1. Perform and discuss with the GOI 
and its financial advisor a complete 
quantitative analysis of the cash flows
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generated by the proposed structures 
and proposed pricing of securities;

2. Complete the underwriting of all 
securities offered for sale;

3. Establish and maintain a post-sale 
trading market for the securities; and

4. Coordinate all activities relating to 
the proposed financing plan with the 
GOI and its financial advisor.

Selection of underwriters and the 
terms of the loans are initially subject to 
the individual discretion of the GOI and 
thereafter subject to approval by USAID. 
In order to be eligible for selection as a 
managing underwriter, an institution 
must be a member of the National 
Association of Securities Dealers, and 
otherwise meet the legal requirements 
for serving in such role.

The full repayment of the loans will 
be guaranteed by USAID. To be eligible 
for an USAID guaranty, the loans must 
be repayable in full no later than the 
thirtieth anniversary of the 
disbursement of the principal amount 
thereof. The USAID guaranty will be 
backed by the full faith and credit of the 
United States of America and will be 
issued pursuant to authority in Section 
226 of the Foreign Assistance Act of 
1961, as amended. Disbursements under 
the loans will be subject to certain 
conditions required of the GOI by 
USAID as set forth in agreements 
between USAID and the GOI. -

Additional information regarding 
USAID’s responsibilities in this 
guaranty program can be obtained from 
the undersigned: Room 225, 515 22nd 
Street NW., Washington, DC 20523- 
0235, telephone: 202/663-2771.

Dated: October 25,1994.
Michael G. Kitay,
A ssistant G eneral Counsel, U.S. Agency fo r  
International D evelopm ent.
[FR Doc. 94-26758 Filed 10-26-94; 8:45 ami 
BILLING CODE 6116-41-M

Privacy Act; System of Records

AGENCY: Agency for International 
Development, USAID.
ACTION: Notice of an amendment of a 
Privacy Act System of Records.

SUMMARY: USAID is amending system of 
records A.I.D.-15 “Employees Payroll 
Records” to change paragraph a. in the 
system location.
FOR FURTHER INFORMATION CONTACT:
Jan Miller, 202-647-6380.

SUPPLEMENTARY INFORMATION: In System 
A.I.D.-15, in System location, paragraph
a. is revised as follows:

System location : a. Office of 
Information Resource Management, 
Agency for International Development. 
1100 Wilson Boulevard, Rossyln, 
Virginia 22209.
* * * * * "

Datqd October 18,1994.
Willette L. Smith,
Public A ffairs Specialist.
[FR Doc. 94-26636 Filed 10-26-94; 8:45 am]
8ILUNG CODE 6116-01-M

Privacy Act; System of Records

AGENCY: Agency for International 
Development, USAID.
ACTION: Notice of amendment of a 
Privacy Act System of Records.

SUMMARY: USAID is amending the 
system of records entitled A.I.D.-3 
“Employees Automated Records” to 
include new categories of USAID 
employees and new data elements that 
have been generated by the Mission 
Staffing Pattern System.
FOR FURTHER INFORMATION CONTACT:
Jan Miller, 202-647-6380. 
SUPPLEMENTARY INFORMATION: System 
A.I.D.-3 is amended as follows:

1. Categories of individuals covered 
by the system is revised to read as 
follows:

a. A.I.D. employees including: Direct- 
hire employees assigned positions in the 
United States; United States citizen 
direct-hire employees assigned to 
positions overseas; and employees of 
Federal, state, or local government 
agencies detailed or assigned to A.I.D.;

b. Applicants for employment; and
c. Non-direct hires such as Personal 

Services Contractors.
2. In “Categories of records in the 

system”, the introductory text is revised 
and paragraph k. is added to read as 
follows: This automated system consists 
of eleven files of computerized records 
maintained on magnetic discs and 
magnetic tapes. These files are 
described below. The first seven (a 
through g) and the tenth (j) pertain to 
the category of individuals defined in a. 
above; the eighth (h) pertains only to the 
category of individuals defined in b. 
above; the ninth file (i) is maintained 
separately from the other eight files; the
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eleventh (k) pertains to category of 
individuals defined in a. and b. above.
*  *  *  *  - *

k. New Data File—Automated Mission 
Staffing Pattern System that will include 
a record on each USAID employee (both 
direct and non-direct hire) and consists 
of the following information: data 
elements previously identified in the 
Master Data File and additional data 
elements such as only that designates 
local, U.S. or third country hire,
Contract Start and End Dates, to be used 
for personal contractors only, Total Cost 
Existing Contract, to 1» used for 
personal contractors only, and AH Other 
Annual Costs. This data file is the only 
file that contains information on non- 
direct hires.

3. In Policies and practices for storing, 
retrieving, accessing, retaining, and 
disposing of records in the system, in 
“Retrievability” the introductory text is 
revised and paragraph k. is added to 
read as follows.

Retrievability: The eleven files 
described above are indexed in the 
following manner and may be retrieved 
as indicated; however, personal data in 
all files are readily retrieved through the 
Index File.
* *  A A A

(k) Automated Mission Staffing 
Pattern System: by Organization

4. The first paragraph in “System 
Manager(s) and address” is revised to 
read as follows:

System m anagers) and address:
Chief, Office of Information Resources 
Management, Agency for International 
Development, 1100 Wilson Boulevard, 
Rosslyn, Virginia 22209.
* *  *  *  *

Dated: October 18,1994.
Willette L. Smith,
Public A ffairs S p ecialist
1FK Doc. 94-26635 Filed 10-26-94; 8:45 amj
BILUNG CODE 611&-01-M

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection 
Service
[Docket No. 94 -095 -1]

Availability of Environmental 
Assessment and Finding of No 
Significant Impact
AGENCY: Animal and Plant Health 
Inspection Service, USDA.
ACTION: Notice.

SUMMARY: We are advising the public 
that an environmental assessment and 
finding of no significant impact have 
been prepared by the Animal and Plant 
Health Inspection Service relative to the 
renewal of a permit to allow the field 
testing of genetically engineered 
organisms. The environmental 
assessment provides a basis for our 
conclusion that the field testing of the 
genetically engineered organisms will 
not present a risk of introducing or 
disseminating a plant pest and will not 
have a significant impact on the quality 
of the human environment. Based on its 
finding of no significant impact, the 
Animal and Plant Health Inspection 
Service has determined that an 
environmental impact statement need 
not be prepared.
ADDRESSES: Copies of the environmental 
assessment and finding of no significant 
impact are available for public 
inspection at USDA, room 1141, South 
Budding, 14th Street and Independence 
Avenue SW., Washington, DC, between 
8 a.m. and 4:30 p.m., Monday through 
Friday, except holidays. Persons 
wishing to inspect those documents are 
requested to call ahead on (202) 690— 
2817 to facilitate entry into the reading 
room.
FOR FURTHER INFORMATION CONTACT: Dr. 
Arnold Foudin, Deputy Director, 
Biotechnology Permits, BBEP, APHIS, 
USDA, room 850, Federal Building,
6505 Belcrèst Road, Hyattsville, MD 
20782, (301) 436-7612. For copies of the 
environmental assessment and finding 
of no significant impact, write to Mr. 
Clayton Givens at the same address.

Please refer to the permit number listed 
below when ordering the document. 
SUPPLEMENTARY INFORMATION: The 
regulations in 7 CFR part 340 (referred 
to below as the regulations) regulate the 
introduction (importation, interstate 
movement, and release into the 
environment) of genetically engineered 
organisms and products that are plant 
pests or that there is reason to believe 
are plant pests (regulated articles). A 
permit must be obtained before a 
regulated article may be introduced into 
the United States. The regulations set 
forth the procedures for obtaining a 
limited permit for the importation or 
interstate movement of a regulated 
article and for obtaining a permit for the 
release into the environment of a 
regulated article. The Animal and Plant 
Health Inspection Service (APHIS) has 
stated that it would prepare an 
environmental assessment and, when 
necessary , an environmental impact 
statement before issuing a permit for the 
release into the environment of a 
regulated article (see 52 FR 22906).

In the course of reviewing each permit 
application, APHIS assessed the impact 
on the environment that releasing the 
organisms under the conditions 
described in the permit application 
would have. APHIS has issued a permit 
for the field testing of the organisms 
listed below after concluding that the 
organisms will not present a risk of 
plant pest introduction or dissemination 
and will not have a significant impact 
on the quality of the human 
environment. The environmental 
assessment and finding of no significant 
impact, which are based on data 
submitted by the applicants and on a 
review of other relevant literature, 
provide the public with documentation 
of APHIS’ review and analysis of the 
environmental impacts associated with 
conducting the field tests.

The environmental assessment and 
finding of no significant impact have 
been prepared by APHIS relative to the 
issuance of a permit to allow the field 
testing of the following genetically 
engineered organisms:

Permit No. Permittee Date issued Organisms Field test 
location

94-196-01, renewal of permit 92- 
156-01, issued on 9-23-92.

Calgene, Incorporated.. 8-18-94 Canola plants genetically engineered to express 
oil modification genes.

Georgia.

The environmental assessment and Environmental Quality for 50381-50384, August 28,1979, and 44
finding of no significant impact have Implementing the Procedural Provisions FR 51272-51274, August 31,1979).
been prepared in accordance with: (1) of NEPA (40 CFR parts 1500-1508), (3)
The National Environmental Policy Act USDA Regulations Implementing NEPA
of 1969 (NEPA) (42 U.S.C. 4321 et seq.}, (7 CFR part lb), and (4) APHIS
(2) Regulations of the Council on Guidelines Implementing NEPA (44 FR
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Done in Washington, DC, this 21st day of 
October 1994.
Terry L Medley,
Acting Adm inistrator, A nim at and Plant 
H ealth Inspection Service.
[FR Doc. 94-26637 Filed 10-26-94; 8:45 am] 
BILLING CODE 3410-34-P

ARMS CONTROL AND DISARMAMENT 
AGENCY

Performance Review Board; 
Membership

AGENCY: Arms Control and Disarmament 
Agency.

ACTION: Notice of membership of 
Performance Review Board.

SUMMARY: In accordance with 5 U.S.C. 
4314(c)(4), the U.S. Arms Control and 
Disarmament Agency announces the 
appointment of Performance Review 
Board members.
EFFECTIVE DATE: January 1,1995.

FOR FURTHER INFORMATION CONTACT: 
Nancy Aderholdt, Director of Personnel, 
U.S. Arms Control and Disarmament 
Agency, Washington, D.C. 20451 (202) 
647-2034.

The following are the names and 
present titles of the individuals 
appointed to the register from which 
Performance Review Boards will be 
established by the U.S. Arms Control 
and Disarmament Agency during the 
period beginning on the effective date of 
this notice and ending when a new 
register is published and becomes 
effective in approximately one year. 
Specific Performance Review Boards 
will be established as needed from this 
register.

These appointments supersede those 
in the announcement published at 58 
FR 60177 on November 15,1993.

.  Name Title

Ralph Earle, I I ... Deputy Director.
usa Farrell....... Chief of staff.
Victor A lessi..... Executive Assistant.
Donald Gross.... Senior Policy Analyst.
Thomas Gra- Special Representative-

ham, Jr.. NPT.
James Sweeney Special Representative- 

CSA.
Robert Sherman Executive Director, SPAC.
Amy Sands...... Assistant Director, Intel­

ligence, Verification and 
Information Support Bu­
reau.

O. James Deputy Assistant Director,
Sheaks. Intelligence, Verification 

and Information Supoort 
Bureau.

Name Title

Alfred Chief, Operations Analysis
Lieberman. and Information Man­

agement Office, Intel­
ligence, Verification and 
Information Support Bu­
reau.

Lawrence Assistant Director, Non-
Scheinman. proliferation and Re­

gional Arms Control Bu­
reau.

Norman W ulf.... Deputy Assistant Director, 
Nonproliferation and Re­
gional Arms Control Bu­
reau.

Robert Rochlin .. Chief Scientist, Non­
proliferation and Re­
gional Arms Control Bu­
reau.

Michael Rosen- Chief, International Nuclear
thal. Affairs Division, Non­

proliferation and Re­
gional Arms Control Bu­
reau.

Lori Esposito Assistant Director, Multilat-
Murray. eral Affairs Bureau.

Donald Mahley.. Deputy Assistant Director, 
Multilateral Affairs Bu­
reau.

Michael Guhin ... Associate Assistant Direc­
tor, Multilateral Affairs 
Bureau.

William Staples Chief, Scientific & Techno­
logical Policy Division,
Multilateral Affairs Bu-
reau.

Nacht, Michael .. Assistant Director, Strate-
gic and Eurasian Affairs 
Bureau.

R. Lucas Fischer Deputy Assistant Director, 
Strategic and Eurasian 
Affairs Bureau.

Stanley Riveles . Chief, Strategic Negotia­
tions & Implementation 
Division, Strategic and 
Eurasian Affairs Bureau.

Karin Look ....... Chief, Strategic Transition 
Division, Strategic and 
Eurasian Affairs Bureau.

David Wollan .... Chief, Theater and Strate­
gic Defenses Division, 
Strategic and Eurasian 
Affairs Bureaui

Robert Summers Chief, Defense Conversion 
Division, Strategic and 
Eurasian Affairs Bureau.

Cathleen Law- Director of Administration,
rence. Office of Administration.

Mary Elizabeth 
Hoinkes.

General Counsel.

Joerg Menzel .... Principal Deputy of the On- 
Site Inspection Agency.

Cathleen Lawrence,
D irector o f A dm inistration.
[FR Doc. 94-26674 Filed 10-26-94; 8:45 am] 
BILUNG CODE 6820-32-M

BIPARTISAN COMMISSION ON 
ENTITLEMENT AND TAX REFORM

Meeting

Notice is hereby given, pursuant to 
Public Law 92-463, that the Bipartisan 
Commission on Entitlement and Tax 
Reform will hold a meeting on 
November 21,1994, at 1:00 p.m. in the 
Cannon House Office Building, Room 
210, Washington, DC 20510.

The meeting of the Commission shall 
be open to the public. The proposed 
agenda includes discussion of issues 
relating to the Commission’s charter, 
including but not limited to, options for 
controlling the spiraling growth on 
entitlement expenditures and the need 
to examine the structure of the current 
federal income tax system.

Records shall be kept of all 
Commission proceedings and shall be 
available for public inspection in Room 
825 of the Hart Senate Office Building, 
120 Constitution Avenue, NE., 
Washington, DC 20510.
J. Robert Kerrey,
Chairmari.
John C. Danforth,
Vice Chairman.
[FR Doc. 94-26584 Filed 10-26-94; 8:45 am] 
BILUNG CODE 4151-04-M

Meeting

Notice is hereby given, pursuant to 
Public Law 92—463, that the Bipartisan 
Commission on Entitlement and Tax 
Reform will hold a meeting on 
November 30,1994, at 1:00 p.m. in the 
Cannon House Office Building, Room 
210, Washington, D.C. 20510.

The meeting of the Commission shall 
be open to the public. The proposed 
agenda includes discussion and possible 
adoption of policy recommendations 
relating to the Commission’s charter, 
including but not limited to, options for 
controlling the spiraling growth on 
entitlement expenditures and the need 
to examine the structure of the current 
federal income tax system.

Records shall be kept of all 
Commission proceedings and shall be 
available for public inspection in Room 
825 of the Hart Senate Office Building, 
120 Constitution Avenue, N.E., 
Washington, D.C. 20510.
J. Robert Kerrey,
Chairman.
John C. Danforth,
Vice Chairman.
[FR Doc. 94-26585 Filed 10-26-94; 8:45 am] 
BILUNG CODE 4151-04-M
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DEPARTMENT OF COMMERCE

National Institute of Standards and 
Technology
[Docket Number 940980-4280]

Announcement of Available Funding 
for Competitions-Advanced 
Technology Program (ATP)

AGENCY: National Institute of Standards 
and Technology, Technology 
Administration, Commerce.
ACTION: Notice.

SUMMARY: The Technology 
Administration’s National Institute of 
Standards and Technology (NIST) 
announces available funding for various 
competitions under the Advanced 
Technology Program (ATP). Dining 
1995, the ATP will hold the following 
competitions:

(1) Gejieral Competition 95-01 in 
which proposals in all areas of 
technology meeting the ATP criteria are 
solicited, and;

(2) Several Program Competitions 
focused on specific technology or 
technology application areas.

This notice provides general 
information for all the competitions 
planned for 1995. Proposal due dates, 
program competition topics, and other 
competition-specific instructions for the 
General Competition and each of the 
Program Competitions will be published 
in the Commerce Business Daily (CBD) 
at a later date.

Those interested in applying for ATP 
funding must contact the ATP at the 
address shown later in this notice to 
obtain application materials. The 
Proposal Preparation Kit available upon 
request from the ATP contains the 
application forms, background material, 
and instructions referenced in this 
notice. The new ATP Proposal 
Preparation Kit may be used either for 
General Competitions or Program 
Competitions. The Advanced 
Technology Program is Program Number
11.612 in the Catalog of Federal 
Domestic Assistance.

Due dates for the general and program 
competition will be published in the 
CBD at the time each competition is 
announced. Should there ever be an 
extension of the due date for any ATP 
competition, that information will be 
provided via a notice published in the 
CBD as well as a recorded message on 
the ATP toll-free “Hotline” number (1— 
800—ATP-FUND). For this reason, we 
recommend that applicants check this 
recorded message prior to the closing 
date.

The specific date and location will be 
announced in the CBD regarding a

public meeting for parties considering 
applying for funding in the ATP General 
Competition 95-01. Attendance at this 
public meeting is not required of 
potential proposers. The purpose of the 
meeting is to provide general 
information regarding the ATP 
procedures, selection process, and 
proposal preparation to potential 
applicants unfamiliar with the ATP. No 
discussion of specific proposals will 
occur at this meeting. Dates and times 
of analogous public meetings for the 
program competitions will be 
announced in the CBD, transmitted to 
those on the ATP mailing list, and 
described on the ATP toll-free Hotline. 
FOR FURTHER INFORMATION CONTACT: To 
request a copy of the ATP Proposal 
Preparation Kit and to have your name 
added to the ATP mailing list for future 
mailings use whichever of these four 
options is the most convenient for you:

(1) Call the ATP toll-free number, 1— 
800-ATP-FUND. You will have the 
option of hearing recorded messages 
regarding the status of the ATP or 
speaking to one of our customer 
representatives who will take your name 
and address. If our representatives are 
all busy when you call, leave a message 
after the tone. To ensure that the 
information is entered correctly, please 
speak distinctly and slowly and spell 
the words that might cause confusion. 
Leave your phone number as well as 
your name and address.

(2) Contact ATP via fax at (301) 926- 
9524. A backup fax number is (301) 
869-1150.

(3) Contact ATP via electronic mail at 
atp@micf.nist.gov. Include your name, 
full mailing address and phone number.

(4) Write to the ATP at the address 
shown below:

Advanced Technology Program, 
Administration Building (101), Room 
A430, National Institute of Standards 
and Technology, Quince Orchard at 
Clopper Road, Gaithersburg, MD 20899—
0 0 0 1 .

Note that the ATP is mailing new 
Proposal Preparation Kits to all those 
individuals whose names are currently 
in the ATP computer data base. Such 
individuals need not contact the ATP to 
request a kit. Thé anticipated mailing 
date is sometime this winter. The ATP 
toll-free Hotline message stated above 
will report when this mailing is made.
SUPPLEMENTARY INFORMATION: 

Background
The ATP is managed by the National 

Institute of Standards and Technology, 
an element of the Technology 
Administration (TA) of the Department 
of Commerce. ATP was established by

section 5131 of the Omnibus Trade and 
Competitiveness Act of 1988 (Pub. L. 
100-418,15 U.S.C. 278n), as modified 
by Public Law 102-245.

The ATP works with U.S. industry to 
advance the nation’s competitiveness— 
and economy—by helping to fund the 
development of high-risk but powerful 
new technologies that underlie a broad 
spectrum of potential new applications, 
commercial products, and services. 
Through cooperative agreements with 
individual companies or groups of 
companies, large and small, the ATP 
invests in industrial projects to develop 
technologies with high-payoff potential 
for the nation. The ATP accelerates 
technologies that—because they are 
risky—are unlikely to be developed in 
time to compete in rapidly changing 
world markets without such a 
partnership of industry and government. 
By sharing the cost of such projects, the 
ATT catalyzes industry to pursue 
promising technologies. The Proposal 
Preparation Kit expands on the goals of 
the ATP and describes in detail what 
constitutes a good ATP proposal.

The ATP operates under program 
procedures published at part 295, title 
15, of the Code of Federal Regulations. 
These procedures were updated (59 FR, 
page 663, January 6,1994). A copy of 
the updated version of these procedures 
is provided in the ATP Proposal 
Preparation Kit.

Cooperative research agreements 
rather than grants are the funding 
instruments used for ATP awards. A 
cooperative research agreement differs 
from a grant with respect to the amount 
of interaction between the Federal 
Government and the recipient, and is 
used to provide financial assistance 
when substantial involvement is 
anticipated between the government 
and the recipient.
Invitation for Proposals

The ATP CBD notices to be published 
later will invite applications for funding 
from:

(1) Individual United States 
businesses in amounts not to exceed $2 
million (federal share) over three years. 
Single applicants must fund all indirect 
costs associated with the project.

(2) Industry-led joint research and 
development ventures, where ATP 
support will serve as a catalyst for the 
proposed joint venture project, and 
provided, however, that the ATT share 
is a minority share of the cost of the 
venture for up to five years.

Applicant eligibility is discussed in 
detail in the ATP Proposal Preparation 
fQt.

All awards are subject to the 
availability of appropriations. Future or
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continued funding for multi-year 
projects will be at the discretion of NIST 
and will be contingent on such factors 
as satisfactory performance and the 
availability of hinds.
Abbreviated Proposals

ATP reserves the right to use 
abbreviated proposal for any general or 
program competition. Information 
regarding the use of abbreviated 
proposals will be included in the CBD 
announcement of that specific 
competition. The purpose of abbreviated 
proposals is to provide applicants with 
limited resources early feedback 
regarding whether the proposed project 
falls within the scope of the ATP and 
whether the project proposed appears 
sufficiently promising relative to the 
selection criteria to warrant preparation 
of a full proposal. In competitions 
where abbreviated proposals are 
accepted, applicants who submit such 
proposals will be notified in writing 
whether or not ATP recommends 
submission of a full proposal.

ATP may provide feedback to 
proposers in one of the following three 
ways:

(1) (Used for abbreviated proposals 
only); A written transmittal giving a yes/ 
no recommendation regarding 
preparation of a full proposal;

(2) A checklist noting concerns 
regarding the proposal or abbreviated 
proposal. This transmittal may be 
accompanied by a statement 
summarizing common shortcomings 
noted in the proposals submitted to that 
competition;

(3) An oral debriefing by telephone 
summarizing the strengths and 
weaknesses of the proposal.

Which of these feedback mechanisms 
is used will depend on the competition 
and may depend on the number of 
proposals received.

Proprietary information is abbreviated 
and full proposals will be protected. If 
your proposal contains proprietary 
information, mark it accordingly; 
however, the title page must not include 
proprietary information. We recommend 
including the following legend on the 
title page: “Proposal contains 
proprietary information. Title page 
nonproprietary.”

Full proposals must be prepared in 
accordance with the instructions in the 
ATP Proposal Preparation Kit. In 
competitions involving abbreviated 
proposals, heed the general advice 
provided in the ATP Proposal 
Preparation Kit, but follow the specific 
instructions announced in the specific 
CBD announcements.

Funds Available for Cooperative 
Research Agreements

An estimated $20 to $25 million in 
first-year funding will be available for 
General Competition 95-01. The 
number of awards will depend on the 
quality of the proposals received and 
the amount of funding requested by the 
proposals under consideration for 
awards. Based on ATP’s experience the 
number of awards is unlikely to exceed 
30. An estimated $100 to $125 million 
in first-year funding will be available for 
the several program competition to be 
announced. For every ATP competition, 
NIST reserves the right to fund 
proposals totalling more or less than the 
amount of funding tentatively allocated 
to that competition if the number of 
high quality proposals received is 
judged to be greater or fewer 
respectively than anticipated.
Preparation of Full Proposal and 
Reporting Requirements

The ATP Proposal Preparation Kit, 
available from the ATP, contains 
background material on the ATP, 
detailed contents and formatting 
guidelines for the preparation of full 
proposals, and the,required forms. Also 
included is information of reporting and 
audit requirements for recipients. To be 
accepted for review, full proposals must 
meet all of the requirements outlined in 
the Kit. Full proposals that fail to meet 
one or more of those requirements will 
be considered non-responsive to the 
solicitation.
Award Criteria and Proposal Review 
Process

The criteria used to evaluate 
proposals submitted to the ATP and the 
proposal review process are 
documented in the Proposal Preparation 
Kit.
Negotiation of Cooperative Agreements

NIST reserves the right to negotiate 
project scope and funding levels with 
ATP cooperative research agreement 
recipients.
Submission of Revised Proposals

An applicant may submit a full 
proposal that is a revised version of a 
full proposal submitted to a previous 
ATP competition. NIST will examine 
such proposals to determine whether 
substantial revisions have been made. 
Where the revisions are determined not 
to be substantial, NIST reserves the right 
to score and rank, or where appropriate, 
to reject, such proposals based on 
reviews of the previously-submitted 
proposal.

Transfer of Proposals
NIST reserves the right to transfer a 

full proposal received in response to a 
General Competition invitation to a 
Program Competition underway in the 
same general timeframe if the subject 
matter of the proposal clearly falls 
within t^e scope of the Program 
Competition. NIST will not transfer 
proposals from Program Competitions to 
General Competitions. Applicants will 
be notified if and when a proposal is 
transferred from a General Competition 
to a Program Competition.
Other Requirements, Requests, and 
Provisions

No award of Federal funds shall be 
made to an applicant or recipient who 
has an outstanding delinquent Federal 
debt until either the delinquent account 
is paid in full, a negotiated repayment 
schedule is established and at least one 
payment is received, or other 
arrangements satisfactory to the 
Department are made.

All for-profit and nonprofit applicants 
are subject to a name check review 
process. Name checks are intended to 
reveal if any key individuals associated 
with the applicant have been convicted 
of or are presently facing criminal 
charges such as fraud, theft, perjury, or 
other matters which significantly reflect 
on the applicant’s management honesty 
or financial integrity.

Unsatisfactory performance under 
prior Federal awards may result in an 
application not being considered for 
funding.

If applicants incur any costs prior to 
an award being made, they do so solely 
at their own risk of not being 
reimbursed by the Government. 
Notwithstanding any verbal or written 
assurance that may have been received, 
there is no obligation on the part of the 
Department of Commerce to cover pre­
award costs.
Primary Applicant Certification

All primary applicants must submit a 
completed form CD-511, “Certifications 
Regarding Debarment, Suspension, and 
Other Responsibility Matters; Drug-Free 
Workplace Requirements and 
Lobbying,” and the following 
explanation is hereby provided:

a. Nonprocurement Debarment and 
Suspension—Prospective participants, .j 
as defined at 15 CFR part 26, section 
105 are subject to 15 CFR part 26, 
“Nonprocurement Debarment and 
Suspension” and the related section of 
the certification form prescribed above 
applies;

b. Drug-Free Workplace—Grantees (as 
defined at 15 CFR part 605) are subject
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to 15 CFR 26, subpart F, 
“Govemmentwide Requirements for 
Drug-Free Workplace (Grants)” and the 
related section of the certification form 
prescribed above applies;

c. Anti-Lobbying—Persons (as defined 
at 15 CFR part 28, section 105) are 
subject to the lobbying provisions of 31 
USC 1352, “Limitations on use of 
appropriated funds to influence certain 
Federal contracting and financial 
transactions,” and the lobbying section 
of the certification form prescribed 
above applies to applications/bids for 
grants, cooperative agreements, and 
contracts for more than $100,000, and 
loans and loan guarantees for more than 
$150,000, or the single family maximum 
mortgage limit for affected programs, 
whichever is greater, and,

d. Anti-Lobbying Disclosures—Any 
applicant that has paid or will pay for 
lobbying using any funds must submit 
an SF-LLL, “Disclosure of Lobbying 
Activities,” as required under 15 CFR 
part 28, Appendix B.

Lower Tier Certification—Recipients 
shall require applicants/bidders for 
subgrants, contracts, subcontracts, or 
other lower tier covered transactions at 
any tier under the award to submit, if 
applicable, a completed Form CD-512, 
‘‘Certifications Regarding Debarment, 
Suspension, Ineligibility and Voluntary 
Exclusion—Lower Tier Covered 
Transactions and Lobbying” and Form 
SF-LLL, “Disclosure of Lobbying 
Activities.” Although the CD-512 is 
intended for the use of primary 
recipients and should not be transmitted 
to NIST, the SF-LLL submitted by any 
tier recipient or subrecipient should be 
forwarded in accordance with the 
instructions contained in the award 
document.

A false statement on any application 
for funding under ATP may be grounds 
for denial or termination of funds and 
grounds for possible punishment by a 
fine or imprisonment as provided in 18 
U.S.C. 1001. The ATP does not involve 
the mandatory payment of any matching 
funds from state or local government 
and does not affect directly any state or 
local government. Accordingly, the 
Department of Commerce has 
determined that Executive Order 12372, 
“Intergovernmental Review of Federal 
Programs” is not applicable to this 
program. Recipients and subrecipients 
are subject to all Federal laws and 
Federal and Department of Commerce 
policies, regulations and procedures 
applicable to financial assistance 
awards.

Applicants are hereby notified that 
any equipment or products authorized 
to be purchased with funding provided 
under this program must be American-

made to the maximum extent feasible in 
accordance with Public Law 103-317, 
section 607 (a) and (b). Adequate 
justification will be required for any 
proposed purchase of equipment or 
products that are not American-made.

Dated: October 21,1994.
Arati Prabhakar,
Director, NIST.
(FR Doc. 94-26658 Filed 10-26-94; 8:45 am] 
BILUNG CODE 3510-1S-M

COMMISSION OF FINE ARTS 

Notice of Meeting
The Commission of Fine Arts’ next 

meeting is scheduled for 17 November 
1994 at 10:00 a.m. in the Commission’s 
offices in the Pension Building, Suite 
312, Judiciary Square, 441 F Street, 
NW., Washington, DC 20001 to discuss 
various projects affecting the 
appearance of Washington, DC, 
including buildings, memorials, parks, 
etc.; also matters of design referred by 
other agencies of the government.

Inquiries regarding the agenda and 
requests to submit written or oral 
statements should be addressed to 
Charles H. Atherton, Secretary, 
Commission of Fine Arts, at the above 
address or call 202-504-2200.

Dated in Washington, DC, October 21,- 
1994.
Charles H. Atherton,
Secretary.
[FR Doc. 94-26631 Filed JO -26-94; 8:45 am] 
BILUNG CODE 6330-01-M

CORPORATION FOR NATIONAL 
SERVICE

AmeriCorps State and Direct Grant 
Program, Learn and Serve America 
K-12 Grant Program, and Learn and 
Serve America Higher Ed Grant 
Program 1995 Policies and Priorities
ACTION: Notice.

SUMMARY: The Corporation for National 
and Community Service (the 
Corporation) is proposing changes and 
inviting comments with regard to three 
of its main programs; AmeriCorps*USA, 
Leam & Serve America K-12, and Learn 
& Serve America Higher Education. This 
notice is divided into three parts 
corresponding to these programs. The 
proposed changes—which would apply 
to the FY 1995 grant cycle—were 
developed in response to lessons 
learned with the completion of the 
Corporation’s first grant cycle and are 
non-regulatory in nature. A broad range 
of areas is covered, including the

following: a revised timeline; revised 
applications; proposed criteria for the 
renewal of grants; revised priorities 
within the main issue areas of 
education, public safety, human needs 
and the environment; guidelines for the 
continued improvement of programs; 
revisions to the selection criteria for 
programs; and additional priorities that 
will be given in the selection processes. 
The Corporation invites all interested 
parties to comment on the issues 
discussed in this notice. Any comments 
received will be given careful 
consideration in the development of 
final FY 1995 policies and grant 
applications.
DATES: Comments on the Corporation’s 
AmeriCorps State and Direct Grant 
Program, and Leam and Serve America 
Higher Ed Grant Program 1995 policies 
and priorities must be received no later 
than November 28,1994. Due to 
application deadlines, comments on the 
Leam and Serve America K-12 Grant 
Program 1995 policies and priorities 
must be received no later than 
November 14,1994.
ADDRESSES: Responses to this notice 
may be mailed to the Office of 
AmeriCorps Programs, The Corporation 
for National Service, 1110 Vermont 
Avenue, NW., Washington, DC 20525, 
between 9 a.m. and 5 p.m.
FOR FURTHER INFORMATION CONTACT: 
Rusty Greiff, General Counsel’s office, at 
(202) 606—5000 x. 256 between the 
hours of 9 a.m. and 6 p.m. Eastern 
Standard Time. For individuals with 
disabilities, information will be made 
available in alternative formats, upon 
request.
SUPPLEMENTARY INFORMATION: 
Applications

The Corporation invites comments on 
the following FY 1994 applications. 
Interested parties who do not have 
copies of these applications should 
obtain one through their State 
Commissions:
Am eriCorps
National Direct Application 
State Application
Learn and Serve Am erica—K-12
School-Based Programs—State 

Educational Agencies 
School-Based Programs—Grantmaking 

Entities
School-Based Programs—Indian Tribes 

and U.S. Territories 
School-Based Programs—Chief 

Executive Officer’s Fund for the 
Advancement of Service Learning 

School-Based Programs—Local 
Educational Agencies
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Community-Based Programs—State Learn and Serve A m erica—Higher
Commissions and Grantmaking Education
Entities

1995 Grant Timeline
[Revised 10/18/94, 4 pm]

Distribute appli­
cations

Application due 
dates Notification Program startup

AmeriCorps State:
Renewals ................................................................ ...................... Dec. 5 ................ March 3 1 .......... June 1 5 ............ Sept. 1,1995.
New Applications ......................... ................................................. Dec. 5 ................ March 31 .......... June 1 5 ............ Sept. 1,1995.

AmeriCorps Direct*
Renewals/Expansions.................................................................... Dec . 5 ............... March 1 ....... . May 1 0 ............ . Sept. 1,1995.
New Applications (Includes Planning Grants) ........ ...................... Dec. 5 ............... March 1 5 .......... May 1 0 ............. Sept. 1,1995,

Leam & Serve—HE:
Renewals ....................................................................................... Dec. 5 .............. Feb. 28 May 1 5 ............. Sept. 1,1995.

New Applications ........................................................................... Dee. 5 .......... .

(Progress Re­
port).

March 2 1 .......... May 1 5 .... ......... Sept. 1, 1995.
Leam & Serve—K-12:

Renewals ....................................................................................... Nov. 15 ............ Jan. 2 0 ............. April 10 ............ Sept 1,1995.
New Applications .............................................................. ............ Nov. 15 ............ Jan. 2 0 ............. April 10 ............ Sept 1, 1995. 

Sept. 1,1995.Subtitle H Innovative and Demonstration Programs......................... Jan. 1 5 ............. April 13 ............ July 1 ....... ........

Copies of these applications are 
available through the individual State 
Commissions and the Corporation for 
those who wish to review them and 
provide feedback to the Corporation,
AmeriCorps State and National Direct 
Federal Grant Programs
/. P olicies and G uidelines fo r  Renewals 
o f Existing Grantees
A. Renewals

The Corporation in general anticipates 
renewing grants for existing programs 
that meet quality standards. However, 
renewals are not automatic, and will be 
evaluated on the following renewal 
criteria:

1. Year One Progress to Date (80%)
The degree to which grantees have 

made reasonable progress towards 
objectives and can articulate problems 
or issues that occurred in the first year. 
These include objectives related to 
members, the community and the 
program itself, including:

a. Development of well-organized 
service activities which have direct and 
demonstrable results.

b. Degree of community support and 
involvement and evidence of impact on 
the community

c. Quality of financial management 
and extent to which the match has been 
raised or exceeded.

d. Quality of program management 
and the extent to which high-quality 
program staff have been selected, 
trained and placed.

e. The degree to which recruitment 
goals have been met and the 
AmeriCorps members have been 
retained in the program.

f. National Identity—The extent to 
which the program is recognizable as 
AmeriCorps in the community and by 
the members.

g. State commissions, national noh- 
profits and federal agencies serving as 
grantors will also be evaluated on:

1. Their success in following the 
timeline and workplan for getting grant 
awards to programs, monitoring their 
progress and providing technical 
assistance.

ii. The extent to which issues and 
problems have been promptly and 
effectively addressed.

iii. The extent to which they have 
implemented plans to evaluate 
programs.

2. Year Two Plans (20%).
a. Clear articulation of problems 

encountered in Year One and how they 
will be addressed in Year Two.

b. A sound plan for sensible growth 
and improvement.

c. If expansion is planned, clear and 
compelling programmatic reasons for 
doing so and the organization’s capacity 
to expand.

d. If expansion is planned, the extent 
to which the organization’s Year One 
activities warrant expansion.

e. Clear and well-thought-out program 
objectives for Year Two that are 
consistent with Year One.

f. State commissions, national non­
profits and federal agencies serving as 
grantors will also be evaluated on:

i. the quality of their plans for 
expansion:

ii. the quality of the plan for technical 
assistance and program monitoring;

iii. the degree to which they 
understand problems they encountered

in Year One and how they will address 
them in Year Two;

4. If, for State Commission grantors 
only, the state plan has been revised, the 
degree to whicn it reflects thq, state’s 
experience with AmeriCorps and Learn 
and Serve programs; and

5. The quality of the state’s 
framework, for State Commission 
grantors only, within which 
comprehensive program monitoring and 
evaluations can he made.
B. Conversion of Planning Grants to 
Operating Grants for Formula-Funding

The Corporation is recommending 
that State Commissions give priority to 
converting Formula-funded planning 
grants to operational programs over new 
applications, if the proposals meet 
quality standards.
C. Members, Site, Program, Budget 
Expansion Criteria

The Corporation will give priority to 
expanding the number of members in 
existing program sites, and to expanding 
the number of sites themselves, if the 
program has a solid track record and 
sound needs and plans for expansion 
and meets the other criteria for renewal. 
If the expansion request exceeds 25% of 
the Year One budget or the planned 
expansion is to base the program in two 
different cities, then the program 
expansion will be considered a new 
application and will not receive 
priority.
D. Issue Area Priorities

The Corporation has not changed the 
priority area emphases for renewals. 
This decision reflects the Corporation’s 
belief that the extension of these
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priorities during the renewal process 
will contribute to building successful 
programs and stronger relationships 
with the field. The priority areas for 
renewals are:
1. Public Safety

a. Crime Control and Response- 
Improving criminal justice services, law 
enforcement, and victim services.

b. Crime Prevention—Reducing the 
incidence of violence.
2 . Education

a. School Readiness—Further early 
childhood development.

b. School Success—Improve the 
educational achievement of school-age 
youth and adults who lack basic 
academic skills by utilizing 
comprehensive strategies with potential 
for long-term impact.
3. Human Needs

a. Health—Provide comprehensive 
health prevention, wellness, and 
community-based health care.

b. Home—Reduce the number of 
homeless Americans, open housing 
markets to minorities, empower and 
revitalize rural, suburban and urban 
communities.
4. Environment

a. Neighborhood Environment— 
Promote sustainable communities by 
reducing environmental risks, especially 
in low income neighborhoods, and by 
incorporating environmental design and 
technologies to conserve natural and 
cultural resources.

b. Natural Environment—Conserve, 
restore and sustain natural habitats.
II. Policies and Preferences fo r  New  
State Competitive and N ational Direct 
Applicants

In addition to those preferences and 
objectives described by the 
Corporation’s statute and regulations, 
the Corporation’s recommendations 
reflect our objectives of encouraging 
new applicants to focus on our new 
priorities. The Corporation’s 
recommendations reflect our objective 
to encourage the tailoring of our FY 
1994 priorities for new applicants. The 
Corporation will solicit proposals for 
new programs which supplément the. 
existing range of AmeriCorps programs, 
including new models in priority areas 
not covered by existing programs.
A. Issue Areas To Be Targeted

Outlined below are staff 
recommendations on the issue areas to 
be targeted for new state competitive 
and national direct program 
applications:

1. Community Policing—Supporting 
community policing efforts through 
building partnerships with 
neighborhood residents, identifying 
community problems, and working with 
police officers to solve these problems.

2. Victim Assistance—Working on 
programs in public agencies or 
community-based organizations to 
provide a wide range of support services 
to victims of crime and to help link 
victims to other providers of 
information and services within the 
justice system and community.

3. Neighborhood Environment— 
Initiate innovative grass-roots programs 
in low income neighborhoods that 
promote sustainable communities by 
reducing environmental risks, and 
conserving natural resources.

4. Early childhood development— 
Improve the health and school readiness 
of young children through child care. 
Head Start, and other pre-school 
programs; programs to improve 
parenting skills and community-based 
efforts to provide comprehensive 
services to families with young children 
(including pregnant women).

5. School Success—Broaden or 
coordinate the range of services 
available through schools such as 
tutoring, after-school enrichment 
programs, service-learning, health and 
child care service and efforts to involve 
parents in their children’s education as 
part of a comprehensive strategy to 
improve school achieyement and 
student retention.
B. Programmatic Preferences

The Corporation will give preferences 
to new applicants who integrate the 
following into their proposals:
1. Concentration

The Corporation is encouraging 
programs to concentrate the efforts of 
AmeriCorps Members. In general, 
preference will be given to programs 
that propose service activities at fewer 
sites rather than more sites, that focus 
activities in the priority areas, and that 
involve groups of Corps Members in 
contrast to individually-placed Corps 
Members. Similarly, programs that 
regularly bring Corps Members together 
for training, identity, and service will be 
preferred over those that propose more 
diffused organizations.
2. Specialization

Programs that propose to develop 
priority area specializations are 
accorded preference over programs with 
a more generalist focus. Specifically not 
encouraged are programs that propose to 
engage Corps Members in many 
activities addressing many priorities.

3. Diversity
Programs that show a specific strategy 

for attracting members with diverse 
backgrounds will be given a preference. 
The Corporation encourages programs to 
treat diversity broadly, searching 
beyond their ordinary participant base 
to include, for example, individuals 
from other ethnic groups and people 
with disabilities. Programs are 
encouraged, if appropriate, to include 
intergenerational components.
4. Education Awards Only

Because the Corporation has more 
funds available for education awards 
than for program costs, we continue to 
urge applicants that have adequate 
resources to cover program costs to 
request education awards only.
C. Localities for Concentration

Empowerment Zones, Enterprise 
Communities and areas affected by 
military downsizing. The Corporation 
will accord special consideration to 
applicants who propose to sponsor 
AmeriCorps service activities in 
officially-designated empowerment 
zones or enterprise communities, and 
areas impacted by military downsizing.
D. Selection Criteria

Selection criteria for new applicants 
remain those established in 1994, based 
on the quality of the proposal and the 
proposed program’s ability to:

1. Get things done in communities.
2. Strengthen communities.
3. Expand opportunities for members.
4. Encourage responsibility.
5. Be innovative.
6. Be replicated in other areas.
7. Be sustained beyond Corporation 

support.
Learn and Serve America K-12 Grant 
Program

All Learn and Serve America: School- 
and Community-Based Programs 
address needs within at least one of the 
four priority areas of the Corporation: 
Environment, Education, Human Needs 
and Public Safety. Because the 
objectives of Learn and Serve America 
focus more on education reform and 
participant development, however, it is 
critical for us to focus primarily on 
program improvement and quality 
priorities, rather than issue areas. 
Therefore the policies and priorities for 
renewals of existing grantees and new 
applicants are the same.
I. Renewals

In general, the Corporation anticipates 
renewing grants for existing programs v 
that meet quality standards. However, 
renewals are not automatic. Renewal
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applications for Learn and Serve 
America K—12 grants to State 
Educational Agencies will be evaluated 
based on the following criteria.
A. Quality of the Year Two Plan (60%)
1. Goals and Objectives

The goals and objectives of the plan 
are:

a. Clearly stated.
b. Measurable.
c. Achievable.
d. Time-phased.
e. Appropriate & effective vehicles for 

promoting service-learning.
2. Design and Activities

The design and activities set forth in 
the plan:

a. Are clearly related to achieving 
stated goals and objectives.

b. Meet community needs and 
involves individuals from diverse 
backgrounds (including economically 
disadvantaged youth and individuals 
with physical or cognitive disabilities) 
who will serve together to explore the 
underlying causes of community 
problems.

c. Involve youth in the planning, 
implementation, and evaluation of the 
plan.

d. Provide for productive and 
meaningful educational experiences 
which incorporate service-learning 
methods.
3. Learn and Serve America Priorities

The quality and extent to which the 
goals and objectives and program design 
address the following programmatic 
priorities:

a. Infrastructure and capacity­
building.

b. Partnerships with other education 
reform efforts.

c. Qualitative/quantitative research 
and evaluation.

d. Coordinated streams of service.
4. Organizational Capacity

The plan describes sound processes 
for:

a. Training.
b. Technical assistance.
c. Supervision.
d. Quality control.
e. Evaluation. ■
f. Administration.
g. Equitable distribution of funds to 

local grantees.
h. Ensuring quality and evaluating the 

efforts of the grantee and local 
subgrantees.

i. The principal leaders who will 
implement the plan are well qualified 
for their responsibilities.

5. Evaluation
The plan includes an adequate 

process for evaluating:
a. Overall performance (of the grantee 

and subgrantees).
b. Program activities.
c. Youth development/educational 

outcomes.
d. Community impact.

6. Sustainability
The extent to which the applicant:
a. Demonstrates the ability and 

willingness to collaborate with the State 
Commission, Alternative Administrative 
Entity, or Transitional Entity.

b. Fosters collaborative efforts among 
local educational agencies, local 
government agencies, community-based 
agencies, businesses, and State agencies.

c. Has strong, broad-based 
partnerships and community support.

d. Presents evidence that financial 
resources will be available to continue 
the Learn and Serve America effort after 
the expiration of the grant.
7. Innovation and Replicability

The extent to which the plan:
a. Advances knowledge about how to 

do effective and innovative community 
service and service-learning.

b. Enhances the effort within the 
broader K—12 field.

c. Will assist others in learning from 
experience and replicating the program 
concept.
8. Cost-Effectiveness

The extent to which the budget:
a. Correlates with the program 

narrative.
b. Details costs by providing 

justification and appropriate 
calculations for each line item.

c. Sufficiently supports project 
activities.

d. Represents reasonable costs, given 
current rates.
B. Performance to Date (40%)

The Corporation recommends that 
consideration of past performance be 
based on whether the grantee has:

1. Made reasonable progress toward 
accomplishing project goals and 
objectives.

2. Adequately addressed issues or 
problems that occurred or haa 
developed sufficient plans to address 
them in year two.

3. Met reporting requirements in a 
timely manner.

4. Conducted adequate planning, 
capacity-building and training activities.

5. Implemented, operated, and 
expanded service-learning programs 
through grants to local partnerships, as 
stated in the original proposal.

6. Implemented, operated, and 
expanded school-based programs 
involving adult volunteers, if 
applicable.
II. Priority A reas fo r  New Grants and 
Renewals

In addition to those objectives and 
priorities described by the Corporation 
statute and regulations, the Corporation 
is recommending that new and existing 
grantees be requested to address the 
following priorities in their Learn and 
Serve America plans.

A. State Infrastructure/Capacity 
Building

An effective service-learning state 
infrastructure includes a statewide 
network of service-learning 
practitioners, policy makers and 
members who advocate the 
advancement of service-learning 
methodology. This infrastructure also 
includes state financial and human 
resources committed to service-learning 
efforts, as well as state level support for 
service-learning. Infrastructure is key to 
realizing the full potential of service- 
learning to reform education and 
rebuild communities. There is a need to 
build both legislative and financial 
support at the state level, especially as 
future federal funding may not be 
available. Priority will be given to state 
plans that institutionalize service- 
learning, as well as those that leverage 
dollars at the state and local levels.

B. Partnerships With Other Education 
Reform Efforts

To help build the infrastructure 
needed to support service-learning as a 
methodology for education reform, the 
Corporation will encourage linkages 
with other education reform efforts, 
such as Goals 2000, School-to-Work 
transition and middle grades 
restructuring. States will be encouraged 
to promote such linkages through 
advocating for the inclusion of service­
learning language in state education 
reform legislation and school board 
policies.

Connections to state and federal 
education reform efforts help promote 
institutionalization and sustainability. 
As states consider school restructuring 
or the new methodology of education 
reformers, the Corporation should 
encourage them to include service- 
learning in their plans. Priority will be 
given to programs that utilize dollars 
from other federal education legislation 
or promote linkage with state level 
reform efforts.
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C. Qualitative/Quantitative Research 
and Evaluation

Up to this point, the service-learning 
research focus has been mainly on 
personal development with data 
collection being mostly anecdotal. To 
further expand and sustain service- 
leaming as a legitimate pedagogy, the 
field needs a solid base of research to 
support it. Once academic improvement 
is solidly documented, more members 
of the education community will 
support service-learning as a legitimate 
tool for education reform. Priority will 
be granted to proposals which plan to 
document service-learning outcomes, 
especially those focusing on 
measurement of improved academic 
achievement and attendance, and 
reductions in disciplinary actions. This 
type of solid research will be useful 
during the reauthorization process.
D. Coordinated Streams of Service

When all CNCS grantees in a given 
state work together, it is possible to “get 
things done” more effectively and 
efficiently. AmeriCorps Members can 
strengthen Learn and Service programs 
by serving as service-learning 
coordinators at the school district or 
individual school level. Senior Corps 
members can offer valuable skills and 
experience to Leam and Serve members 
through pre-service training and post­
service reflection activities. Priority will 
be granted to proposing linking the 
various streams of service in the state.
Ill Renewal Period

The Corporation recommends 
renewing grants for one year only. This 
will allow Leam and Serve America 
staff to ensure greater quality in plans 
and to promote program improvement.
IV. Program Com ponents To Be 
Addressed

The Corporation recommends that the 
following program components be 
addressed in FY 1995. These 
components were identified by staff and 
outside peer reviewers as overall 
weaknesses in the proposals submitted 
under Learn and Serve America in 1994.
A. Academic Components

Connections to the curriculum/ 
education reform Proposals submitted 
this year demonstrate the need for the 
Corporation to work with grantees at 
three levels of the service-learning 
integration continuum: awareness/basic 
introduction to service-learning 
methodology; making clear connections 
to the academic curriculum;,and 
articulating dear academic outcomes 
and ways to measure those outcomes. If 
the Corporation is to fond service­

learning programs, then we need to 
work with grantees to enhance the 
academic components of their plans.
B. Evaluation

The Corporation recommends that 
grantees be encouraged to consider 
evaluation at three levels: information to 
be collected for the national evaluation; 
evaluation of the work at the primary 
grantee level, such as State Education 
Agency, State Commission, or national 
non-profit; and the evaluation of local 
program (subgrantee) activities.
Grantees will be encouraged to define 
clear, measurable goals and objectives, 
as well as to develop or select adequate 
measurement tools.
C. Innovation/Replicability

The Corporation recommends 
grantees to seek viable approaches in 
achieving program replicability and 
innovation. The Corporation encourages 
programs to work closely with the Leam 
and Serve America K-12 staff to 
establish a framework to assist in the 
development of new ideas and the 
expansion of or building upon proven 
model programs.
D. Sustainability

The Corporation encourages grantees 
to design a clearly defined and detailed 
plan for program sustainability.
Grantees should articulate a 
comprehensive long-term plan that not 
only cites specific monetary and in-kind 
resources, but incorporates state 
infrastructure and capacity building.
E. Coordination With Other Service 
Streams in the State

Programs are encouraged to 
coordinate their service efforts with the 
state’s service network, including youth, 
educators. State Commission members, 
policy makers, parents, representatives 
from community organizations and 
national nonprofits. Improving 
collaboration strengthens state service- 
learning efforts, presents a stronger, 
more unified voice for service-learning 
at the state policy level, promotes 
sustainability and helps states achieve 
goals with fewer dollars through 
resource sharing.
F. Indian Tribes and U.S. Territories

The Corporation anticipates that its 
technical assistance and outreach efforts 
to Indian Tribes and Territories will 
improve in Year Two. The Corporation 
encourages Indian Tribes and Territories 
to identify specific areas of need so the 
Corporation may better assess less 
developed program areas and strengthen 
the overall quality of Indian Tribe 
proposals for Year Two.

V. Guidelines fa r  1994 Renewals
A. Amount of Funding Requested by 
Applicants for Renewal

The Corporation recommends the 
following guidelines concerning the 
amount of funding that may be 
requested by year tw© grantees.
1. State Educational Agencies

The FY 1995 appropriation for SEA 
allotment grants will increase 
approximately 25%. The SEAs will be1 
informed of exactly what their formula 
allotments will be in FY 1995 when 
renewal materials are sent to them.
2. State Commissions, Grantmaking 
Entities (School- and Community- 
Based), and Fund for the Advancement 
of Service-Learning Grantees

Approximate second year funding 
levels were determined during the year 
one application process. All applicants 
in these categories were asked to submit 
three year plans.
3. Indian Tribes/Territories

Most grants are expected to upgrade 
from planning to operational programs. 
We plan to limit these requests to an 
additional 60—75% increase over the 
amount of the FY 1994 planning grant.
B. Information Required in Addition to 
the Quarterly Report

The Corporation is requesting that 
renewal applicants submit the following 
for consideration:

1. Updated statement of goals and 
objectives.

2. Workplan for the second program 
year.

a. Program activities as they relate to 
goals and objectives:

i. description of subgranting (number 
of continuation subgrants v. number of 
new subgrants);

ii. state level infrastructure 
development;

iii. plan for addressing Corporation 
priorities.

b. Training and technical assistance 
plans for year two.

c. Evaluation update. %
d. Program sustainability
e. Efforts to replicate
f. Innovative program elements
3. Updated personnel information (if 

applicable).’
4. Second year budget narrative and 

form (Cost effectiveness).
Learn and Serve America: Higher 
Education FY 1995 Policies and 
Priorities
I. P olicies and G uidelines fo r  Renew als 
o f  Existing Grantees

In general, the Corporation anticipates 
renewing grants for existing programs
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that meet quality standards. Renewal 
funding will not be automatic. Decisions 
will be based on two factors: progress to 
date (80%) and future plans (20%).

A. Information on progress to date 
will be collected primarily through the 
semi-annual progress report (quarterly 
report for demonstration programs) and 
secondarily through other methods, that 
include informal monitoring, contact 
with program personnel and site visits. 
Progress reports will include the 
following information, which translate 
into criteria for renewal decisions:

1. Number of participants:
a. The degree to which recruitment 

goals have been met. The amount of 
attrition observed.

2. Service and learning activities:
a. The quality of service placements. 

The degree to which activities are well- 
supervised, well-suited to participants’ 
skill and training, and designed to 
achieve demonstrable impacts on 
community needs. The quality of 
reflection activities. The clarity of 
learning objectives associated with these 
activities.

3. Implementation:
a. The extent to which high-quality 

program staff have been recruited, 
selected, trained, and placed. The 
degree to which the program is 
following its timeline and 
implementation plan. The 
reasonableness of explanations for 
deviations from or adjustments to the 
timeline.

4. Progress toward objectives:
a. The degree to which there is

quantitative or other evidence of 
progress toward approved objectives 
related to community, participants, and 
institutional impacts. The degree to 
which the program has developed a 
system to collect data and demonstrate 
outcomes.

5. Progress toward sustainability:
a. The degree to which the program 

has explored alternative sources of 
funding and built stronger institutional 
and community support.

6. Important findings from internal 
evaluation and monitoring:

a. The reliability of mechanisms for 
feedback and continuous improvement. 
The degree to which participants, 
service beneficiaries, and partners are 
satisfied with the program. The extent to 
which the program has identified 
problems, areas for improvement, or 
lessons learned, and taken appropriate 
action.

7. Financial management and match:
a. The extent to which the match has

been raised. The extent to which a 
fundraising plan has been developed. 
The extent to which quarterly financial 
reports and up-to-date records of line-

item expenditures show balanced and 
appropriate spending across program 
areas. The reasonableness of 
explanations for unusually low or high 
expenditures in particular budget lines.

D. In addition, in making renewal 
decisions, the Corporation will take into 
account grantees’ responsiveness to 
inquiries and requests from program 
staff and their timeliness in notifying 
program staff of major problems in 
implementation.

B. Information on future p lans will be 
collected through a brief application for 
renewal funding. Proposals should 
build on progress in the previous year, 
reflecting lessons learned and actions 
that correct weakenesses. The 
information will include:

1. Clear outcome objectives for the 
next year, consistent with objectives for 
the current year.

2. Next year’s activities.
3. Implementation plan and timeline, 

reflecting lessons learned from the 
current year.

4. An update on expenditures and 
obligations under the current grant.

5. Next year’s budget with detailed 
narrative.

In general, first-year programs (non­
demonstration) may apply for 90 
percent of their current grant amounts. 
Second-year programs may apply for 80 
percent of their current grant amounts.

Current demonstration programs with 
AmeriCorps Members may maintain or 
expand the number of Members (up to 
25 percent, in general). In the second 
year application, programs proposing 
expansion will be required to justify the 
expansion in terms of need, 
organizational capacity, success in first- 
year implementation, and adequacy of 
plans for managing expansion. Part-time 
programs with AmeriCorps Members 
whose terms of service are longer than 
one year may propose a new class of 
AmeriCorps Members in the second 
year. Such a proposal constitutes an 
expansion.
II. P olicies and G uidelines fo r  New  
A pplicants

A. The Corporation intends to 
streamline FY 1995 applicants into one 
of three categories that reflect major 
distinctions in program design and 
activities:

(1) Individual institution of higher 
education or partnership,

(2) Consortium, or
(3) Demonstration program with 

AmeriCorps Members. Some proposal 
narrative guidelines and selection 
criteria will apply to all three categories. 
Other guidelines and criteria will apply 
specifically to one but not the others. 
Instead of listing specific criteria for

public comment, the Corporation has 
decided to invite direct input on what’ j 
criteria should apply to each category. 
In particular, the Corporation welcomes 
input on the development of criteria 
appropriate for consortium applicants. ;

B. Overall, the selection criteria will 
build on those established in the FY 
1994 application. The FY 1995 
guidelines will reflect the following key 
points:

1. The Corporation will reaffirm the , 
Leam and Serve America program’s 
emphasis on building capacity and 
strengthening infrastructure, in 
particular by setting clear narrative 
guidelines and selection criteria 
specifically for consortium applicants.

2. The Corporation will place added 
emphasis on the applicant’s ability to 
articulate clear objectives with 
demonstrable outcomes and means of 
assessment.

3. The Corporation will encourage 
programs to focus on a single issue area 
or community need, instead of 
scattering activities among several areas,

C. The Corporation will give priority 
to applicants according to the following 
guidelines:

1. The issue areas to be targeted under 
AmeriCorps*USA also will apply to 
Leam and Serve America: Higher 
Education. These are community 
policing, victim assistance, 
neighborhood environment, early 
childhood development, and school 
success.

2. In order to fund an array of 
institutions that reflects the diversity of 
American higher education, the 
Corporation will give priority to 
programs involving community 
colleges, HBCUs, Hispanic-serving 
institutions, and tribally controlled 
colleges.

3. The Corporation may give priority 
to certain applicants in order to achieve 
geographic diversity among funded 
programs.

D. The Corporation will continue to 
fund demonstration programs that 
involve AmeriCorps Members.

1. New demonstration programs must 
have both a strong focus on a national 
priority and an emphasis on building 
service-learning capacity.

2. The Corporation will give 
preference to programs that involve at 
least 20 AmeriCorps Members overall, 
that place Members in teams of two or 
more at each project site, that propose 
service activities at fewer rather than 
more sites, and that focus activities in 
a single issue area.

3. The Corporation will structure 
grants to new demonstration programs 
so that the length of the grant parallels 
the Members’ terms of service. For
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example, if a program engages part-time 
Members in a two-year term, then die 
FY1995 grant will include funds for 
two years, with release of funds in the 
second year contingent upon 
performance in the first year and 
availability of appropriations. Part-time 
terms spanning three years will be 
discouraged.

Dated: October 21,1994.
Catherine M ilton,
Vice President, Corporation fo r  N ational 
Service. '
[FR Doc. 94-26588 Filed 10-26-94; 8:45 am] 
BILLING CODE 6050-28-P-M

DEPARTMENT OF DEFENSE

Department of the Army

Army Science Board; Closed Meeting

In accordance with Section 10(a)(2) of 
the Federal Advisory Committee Act 
(P.L. 92-463), announcement is made 
for the following Committee Meeting:

Name o f Committee: Army Science 
Board (ASB).

Date o f  M eeting: 14-15 November 
1994.

Time o f  Meeting: 1000-1730.
Place: U.S. Army Natick RD&E Center, 

Natick, MA.
Agenda: The Army Science Board's 

Independent Assessment of “The 
Army’s Soldier System Technology 
Program and Investment Strategy.” This 
meeting will be closed to the public in 
accordance with Section 552b(c) of Title 
5, U.S.C., specifically subparagraph (1) 
thereof, and Title 5, U.S.C., Appendix 2, 
subsection 10(d). The classified and 
unclassified matters to be discussed are 
so inextricably intertwined as to 
preclude opening all portions of the 
meeting. The ABS Administrative 
Officer, Sally Warner, may be contacted 
for further information at (703) 695— 
0781.
Sally A. Warner,
Administrative O fficer, Army Scien ce Board. 
IFR Doc. 94-26568 Filed 10-26-94; 8:45 amj 
BILLING CODE 3710-08-M

DEPARTMENT OF EDUCATION

Notice of Proposed Information 
Collection Requests

AGENCY: Department of Education. 
ACTION: Notice of Proposed Information 
Collection Requests.

SUMMARY: The Acting Director, 
Information Resources Management 
Service, invites comments on the 
proposed information collection

requests as required by the Paperwork 
Reduction Act of 1980.

DATES: Interested persons are invited to 
submit comments on or before 
November 28,1994.
ADDRESSES: Written comments should 
be addressed to the Office of 
Information and Regulatory Affairs, 
Attention: Dan Chenok: Desk Officer, 
Department of Education, Office of 
Management and Budget, 725 17th 
Street NW„ Room 3208, New Executive 
Office Building, Washington, DC 20503. 
Requests for copies of the proposed 
information collection requests should 
be addressed to Patrick J. Sherrill, 
Department of Education, 400 Maryland 
Avenue, SW., Room 5624, Regional 
Office Building 3, Washington, DC 
20202-4651.
FOR FURTHER INFORMATION CONTACT:
Patrick J. Sherrill (202) 708-9915. 
Individuals who use a 
telecommunications device for the deaf 
(TDD) may call the Federal Information 
Relay Service (FIRS) at 1-800-877-8339 
between 8 a.m. and 8 p.m., Eastern time, 
Monday through Friday.
SUPPLEMENTARY INFORMATION: Section 
3517 of the Paperwork Reduction Act of 
1980 (44 UJ5.C. Chapter 35) requires 
that the Office o f Management and 
Budget (OMB) provide interested 
Federal agencies and the public an early 
opportunity to comment on information 
collection requests. OMB may amend or 
waive the requirement for public 
consultation to the extent that public 
participation in the approval process 
would defeat the purpose of the 
information collection, violate State or 
Federal law, or substantially interfere 
with any agency’s ability to perform its 
statutory obligations. The Acting 
Director of the Information Resources 
Management Service, publishes this 
notice containing proposed information 
collection requests prior to submission 
of these requests to OMB. Each 
proposed information collection, ■ *
grouped by office, contains the 
following: (1) Type of review requested,
e.g., new, revision, extension, existing 
or reinstatement; (2) Title; (3) Frequency 
of collection; (4) The affected public; (5) 
Reporting burden; and/or (6) 
Recordkeeping burden; and (7) Abstract. 
OMB invites public comment at the 
address specified above. Copies of the 
requests are available from Patrick J. 
Sherrill at the address specified above.

Dated: October 21,1994.
Ingrid Kolb,
Acting Director, Inform ation R esources, 
M anagement Service.

Office of Elementary and Secondary 
Education

Type o f  Review: Extension.
Title: New and Continuing 

Applications for Grants Under the 
Migrant Education Even Start (MEES) 
Operated by State Educational Agencies 
(SEAs).

Frequency: Annually.
A ffected  Public: State or local 

governments.
Reporting Burden

R esponses: 51.
Burden Hours: 838.

R ecordkeeping Burden
R ecordkeepers: 14.
Burden Hours: 56.
A bstract: “Migrant and Seasonal 

Worker Program, Children and Adult 
Education, Special Projects, State 
Educational Agencies (SEAs)” or 
consortia of SEAs are required to submit 
an application to the Secretary for 
Federal funds to design and operate 
special projects to improve the 
education of migrant preschool children 
and their parents.
(FR Doc. 94-26580 Filed 10-26-94; 8:45 amj 
BILUNG CODE 4000-01-M

DEPARTMENT OF ENERGY

Preparation of an Environmental 
Impact Statement (EIS) To Clean Out 
and Deactivate the Hanford, 
Washington Plutonium Finishing Plant 
(PFP) Complex (Except for Storage 
Areas), To Stabilize PFP Plutonium- 
Bearing Materials and To Store the 
Stabilized Material

AGENCY: Department of Energy (DOE). 
ACTION: Notice of Intent (NOI).

SUMMARY: DOE announces its intent to 
prepare an EIS pursuant to the National 
Environmental Policy Act of 1969 
(NEPA) (42 U.S.C. 4321 et seq.) in 
accordance with the Council on 
Environmental Quality (CEQ) 
regulations for Implementing the 
Procedural Provisions of NEPA (40 CFR 
parts 1500-1508) and the DOE 
implementing procedures (10 CFR part 
1021). DOE invites public comment and 
will conduct a series of public scoping 
meetings to provide an opportunity for 
the public and interested agencies to 
comment on the alternatives and the 
scope of issues to be addressed* in the 
EIS.
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The proposed action would clean out 
inactive PFP complex facilities (except 
for storage areas), stabilize reactive 
residual plutonium-bearing materials to 
a form suitable for long term storage, 
and store the stabilized material until 
DOE makes final storage and disposition 
decisions. The proposed action would 
minimize safety concerns, reduce the 
exposure of site workers to radiation, 
and reduce the risk to the public. Upon 
completion of the action, the PFP- 
complex would be deactivated to a state 
ready for potential decontamination and 
dismantlement (D&D) and/or potential 
future uses. Additional NEPA 
documentation will be prepared by DOE 
before any decision is made to D&D the 
PFP and/or to use it for other purposes. 
At this time, no future missions beyond 
continued vault storage have been

identified for the PFP-complex. Future 
production of plutonium for defense 
purposes is not being proposed and is 
not part of Hanford’s current mission. 
Existing vault storage of nuclear 
materials would continue pending 
future NEPA documentation and a DOE 
decision on the ultimate storage or 
disposition of the materials; on June 21, 
1994, DOE issued a NOI to prepare a 
programmatic EIS on the storage and 
disposition of weapons-usable fissile 
materials.
DATES: DOE invites all interested 
parties, including affected Federal, State 
and local agencies, Indian Nations, and 
the general public to submit comments 
or suggestions concerning the scope of 
the issues to be addressed, alternatives 
to be analyzed, and the environmental

impacts to be assessed in the Plutonium 
Finishing Plant Cleanout EIS by 
December 12,1994. To ensure that all 
relevant environmental issues are 
considered, the public, agencies, and 
organizations are also invited to attend 
public scoping workshops in which oral 
and written comments will be 
welcomed on the proposed PFP EIS. 
Oral and written comments will be 
given equal weight in the scoping 
process. Written comments must be 
postmarked by December 12,1994 to 
ensure their consideration. Comments 
postmarked after that date will be 
considered to the extent practicable.

Public scoping workshops to provide 
information and. discuss and receive 
comments on the scope of the EIS will 
be held on the dates and at the locations 
given below:

Hood River, Oregon ...... Date:

Portland, Oregon........... Date:

Richland, Washington .. Date:

Seattle, Washington...... Date:

Spokane, Washington ... Date:

Thursday, November 10, 1994 

Friday, November 11,1994 .... 

Tuesday, November 15,1994 . 

Thursday, November 17,1994 

Monday, November 28, 1994 .

Hood River Inn, Best Western, 1108 E. Marina Way, Hood River, OR 
97031, (503) 386-2200.

Red Lion/Lloyd’s Center, 1000 Multnomah, Portland, OR 97204, (503) 
281-6111.

O’Callahan’s at the Shilo, 50 Comstock, Richland, WA 99352, (509) 
946-4661.

Bellevue Hilton Hotel, 100 112th Avenue, Bellevue, WA 98004, (206), 
455^-3330.

Cavanaugh’s Inn at the Park, W. 303 North River Drive, Spokane, WA 
99352, f 509) 326-8000.

Each public scoping workshop will 
begin with a welcome and brief 
overview of the proposed EIS and will 
include sub-workshops on specific 
items of interest in which the public can 
ask questions and provide comments to 
DOE officials. Notes will be taken in the 
sub-workshops to record public 
concerns for the official workshop 
record. Each workshop will conclude 
with a session that will be recorded by 
a public stenographer and will become 
part of the official workshop record.
This portion of the workshop will be 
chaired by a presiding officer, but will 
not be conducted as an evidentiary 
hearing; speakers will not be cross- 
examined although the presiding officer 
and DOE representatives may ask 
clarifying questions. Individuals 
requesting to speak on behalf of an 
organization must identify the 
organization. In the interest of ensuring 
that all who wish to speak have an 
opportunity to do so, each individual 
speaker will be given a 5-minute limit 
except that a speaker representing an 
organization (one per organization) will 
be given a 10-minute limit.

The agenda will be repeated twice a 
day at each location, in afternoon and 
evening sessions. The hours for the 
sessions will be: 12:30 PM-1:30 PM 
(workshop session), 1:30FM—4:30 PM 
(formal scoping meeting), 5:30 PM-6:30

PM (workshop session), and 6:30 PM- 
9:30 PM (formal scoping meeting).

Requests to speak at these workshops 
may be made by calling the toll-free 
telephone number, 1-800—516-3740 by 
3:00 PM the day before the meeting or 
by writing to the DOE (see ADDRESSES 
below).

Persons who have not submitted a 
request to speak in advance may register 
to do so at the workshops and will be 
called on to speak on a first-come, first- 
served basis as time permits. Written 
comments will also be accepted at the 
meetings, and speakers are encouraged 
to provide written versions of their oral 
comments for the record.

DOE will review scoping comments to 
determine their applicability to the 
proposed PFP cleanout EIS. An 
Implementation Plan (IP) for the PFP 
EIS will provide guidance for 
preparation of the PFP EIS and establish 
its scope and content (10 CFR 
1021.312). The IP will briefly 
summarize the scoping comments 
received and their disposition. The IP 
will be issued prior to the release of the 
draft EIS and copies will be made 
available for inspection.

Written comments on the scope of the 
PFP EIS, questions or comments 
concerning the PFP cleanout program, 
requests for speaking times at the public 
scoping meetings, and requests for

copies of the IP and/or the Draft EIS 
(DEIS) should be directed tô the 
designated Richland contacts below. 
ADDRESSES:
FOR FURTHER INFORMATION CONTACT:
Mr. Jim Meccar U.S. Department of 

Energy, P.O. Box 550 (MSIN B l—42), 
Richland, WA 99352, Attention: NL 
Peters, Telephone: (509) 946-3683 

Mr. Ben Burton, U.S. Department of 
Energy, P.O. Box 550 (MSIN Bl-42), | 
Richland, WA 99352, Telephone:
(509)946-3683
For information on the DOE NEPA 

process, contact: Carol M. Borgstrom, 
Director, Office of NEPA Oversight (EH- 
25), U.S. Department of Energy, 1000 
Independence Avenue SW.,
Washington, D.C. 20585, Telephone: 
202-586-4600 or leave a message at 1- 
800-472-2756.

EIS technical reports, background 
data, materials incorporated by 
reference, and other related documents 
are available either through the contacts 
listed above or at:
DOE Freedom of Information Reading 

Room, Forrestal Building, 1000 
Independence Ave. S.W., Washington, 
D.C.

DOE Public Reading Room, Washington 
State University, Tri-Cities Branch, 
100 Sprout Road, Richland, WA 
99352.
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and at the following DOE information 
repositories:
University of Washington, Suzzallo 

Library, Government Publication, 
Seattle, WA 98195 

Gonzaga University, Foley Center, E.
502 Boone, Spokane, WA 99258 

P o rtlan d  State University, Branford 
Price Millar Library, SW Harrison and 
Park, Portland, OR 97207.

SUPPLEMENTARY INFORMATION:

Background
The Federal government began 

operating the Hanford Site, near 
Richland, Washington, in 1943 as part 
of the Manhattan Project to produce 
plutonium for national defense 
purposes. Metallic uranium fuel was 
irradiated in nuclear reactors at the 
Hanford Site to create plutonium, which 
was converted to plutonium nitrate and 
purified through chemical processing 
for use in nuclear weapons.

Initial production of plutonium metal 
at the PFP complex began in July, 1949. 
The complex is located on Hanford’s 
200 West Area Plateau approximately 32 
miles northwest of Richland,
Washington. The complex includes 
production areas, reclamation processes, 
laboratories and plutonium storage 
vaults. Several defense missions were 
carried out within the PFP complex. As 
the need arose, processes were installed 
in the PFP to recover as much 
plutonium as possible and metal 
production capabilities were updated. 
Some of the process areas have been 
deactivated over the last 20 years; 
however, plutonium recovery activities 
continued until the production mission 
ended in 1989. Secure materials storage 
vaults have been in operation since the 
early 1960s.

Today, operable areas of the complex 
include the Plutonium Reclamation 
Facility (PRF), the Remote Mechanical 
“C” (RMC) line plus process support 
and research laboratories, the secure 
storage vaults and support areas. About 
240 employees work at the PFP.

The DOE believes the continued 
presence of relatively large quantities of 
chemically reactive materials in their 
present form and location within the 
PFP poses an unacceptable long-term 
risk to the workers and the 
environment. Consequently, in 1993, 
DOE announced its proposal to operate 
certain processes in the PFP to stabilize 
those materials and to prepare an 
Environmental Assessment (EA) 
pursuant to NEPA.

As part of the NEPA process for the 
proposed EA, DOE conducted public 
meetings in the summer and fall of 1993 
in Richland, WA; Seattle, WA; Portland,

OR; Hood River, OR; and Spokane, WA 
to discuss the proposal to stabilize the 
chemically reactive materials. As a 
result of the public comments received, 
DOE decided that an EIS would be the 
appropriate level of NEPA review. DOE 
also decided to expand the scope of 
review to include cleanout of the PFP 
(except for storage vaults) to a state 
where the facility would be ready for 
D&D and/or future uses.

To alleviate immediate safety 
concerns, interim actions have been 
taken or are underway to minimize the 
amount of reactive residual materials 
left in process areas when the 
plutonium production mission ended in 
1989. The range of interim actions 
includes transferring solutions into 
vented metal containers for safe storage, 
repackaging of certain solutions from 
plastic bottles to safer containers, 
cleanup of surface radioactive 
contamination to reduce worker 
exposure, and removal of portions of 
ventilation ductwork and piping which 
contain residual plutonium. The 
thermal stabilization of sludges is a 
proposed interim action being 
addressed by an EA currently in 
progress. Other interim actions could be 
proposed during the EIS preparation 
period to address other specific safety 
concerns. All interim actions are or will 
be covered by appropriate NEPA 
documentation.

The proposed action would place the 
PFP complex in a state ready for 
potential D&D and/or a future mission 
while maintaining its current material 
storage capability.
Purpose and Need for Agency Action

The DOE needs to take action to 
minimize safety concerns, reduce the 
exposure of Hanford Site workers to 
radiation, and reduce the risk to the 
public. The proposed action would 
clean out inactive PFP complex 
facilities (except storage areas), stabilize 
reactive residual material for long-term 
storage, and store the stabilized material 
pending a DOE decision on ultimate 
storage or disposition of fissile 
materials. Upon completion of the 
proposed action, the PFP complex 
would be in a state ready for D&D and/ 
or future uses.
Preliminary Description of Cleanout 
Alternatives

The following cleanout alternatives 
are currently being considered for 
detailed analysis in the EIS:
1. Wet Cleaning

Contaminated equipment or facility 
surfaces would be sprayed with or 
soaked or immersed in nitric acid and

rinsed with dilute acid. The rinse 
solutions would be collected in tankage 
and stabilized in a manner similar to 
other acid solutions. Acid washing 
could be enhanced for greater cleaning 
by using additives such as cerium or 
silver persulfate.
2. M echanical Cleaning

Methods for mechanical cleaning 
include abrasive blasting, wiping, 
scraping and brushing. Blasting would 
produce a fine powder containing 
plutonium which would be collected 
and stabilized in a-manner similar to 
other solids, then stored in PFP vaults. 
Wiping or scraping would produce a 
similar powder, plus waste in the form 
of wiping materials (rags, paper, etc.) 
These methods require workers to be 
close to contaminated surfaces.
Preliminary Description of Stabilization 
Alternatives

The PFP contains a variety of reactive 
plutonium-bearing materials that need 
to be stabilized for long-term storage 
pending DOE decisions on ultimate 
storage or disposition. Stabilized 
material has minimal chemical 
reactivity and generally would be in 
solid form with a low water or organic 
content to minimize radiolysis. Most of 
the reactive materials are in process 
areas and equipment. (A portion of the 
materials stored in PFP vaults must also 
continue to be repackaged and 
stabilized as necessary for long-term 
storage).

For purposes of analysis, the reactive 
materials have been divided into 
groups. The materials in each group are 
expected to be amenable to the same 
stabilization process. The groups are as 
follows:
Nitrate solutions
Chloride solutions
Other solutions including organic

solutions 
Inorganic solids 
Oxides
Metals and alloys
Combustibles (used rags, used filters,

plastic forms)
Miscellaneous compounds

Each of these groups contains 
materials which are chemically 
dissimilar to materials in other groups 
and may require separate stabilization 
processing. Therefore, the preferred 
stabilization alternative is likely to 
consist of more than a single process.

The following stabilization 
alternatives are currently being 
considered for detailed analysis in the 
EIS.



53972 Federal Register / Voi. 59, No* 207 /  Thursday, October 27, 1994 / Notices

1. Stabilization via Plutonium  
Reclam ation Facility

This alternative would involve the 
restart and operation of the Plutonium 
Reclamation Facility (PRF), portions of 
the Remote Mechanical C (RMC) line 
and two small glovebox processes that 
would convert and stabilize chemically 
reactive plutonium-bearing scrap for 
lone-term storage.

Tne PRF processes would be operated 
to convert certain plutonium-bearing 
materials to an aqueous solution. These 
materials include the plutonium oxide 
powder, incinerator ash, and scrap 
solutions. These materials would be 
dissolved with various adds and other 
chemicals to produce an impure 
plutonium nitrate solution. The process 
would use a heavy organic solution to 
extract plutonium from other 
impurities.

The plutonium nitrate solutions 
would be converted to solid plutonium 
oxide, which is suitable for long-term 
storage. The equipment for this 
conversion process would be remotely 
operated from a shielded control room. 
The process would involve mixing the 
nitrate feed with oxalic add to form a 
plutonium oxalate predpitate. The 
precipitate would be filtered out of the 
liquid and thermally oxidized to 
plutonium oxide.
2. Direct Denitration

This alternative would involve the 
operation of small scale equipment 
which could be installed within two to 
four existing gloveboxes in the RMC 
processing area.

The denitration process would be 
operated to stabilize materials which 
can be dissolved in nitric acid to form 
a nitrate solution. Materials would first 
be dissolved to form the impure nitrate 
solution, then small amounts of solution 
would be heated slowly to evaporate the 
water. The temperature would be 
increased to form a calcined plutonium 
oxide powder with other impurities.
3. A lkaline Precipitation

As in the case of the direct denitration 
alternative, this alternative would 
involve the operation of small scale 
equipment which could be installed in 
two to four existing gloveboxes in the 
RMC processing area.

The alkaline precipitation process 
would use alkaline hydroxides or 
oxalate compounds to precipitate 
plutonium from solution. The 
precipitate would then be filtered and 
thermally oxidized to plutonium oxide.
4. M olten Salt Calcination

This alternative would involve the 
operation of small- to medium-scale

equipment which could be installed in 
two existing gloveboxes plus a new 
glovebox in the RMC process area or in 
another suitable area of the PFP.

The molten salt calcination process 
would use a gas-agitated pool of molten 
sodium carbonate to convert plutonium- 
bearing materials to plutonium oxide. 
The process could stabilize many types 
of materials including solutions 
(nitrates, chlorides, organics) and solids 
such as inorganic solids and 
combustibles. Some feeds would have to 
be pretreated prior to processing via size 
reduction or dissolution in various 
solutions.
No Action Alternative

Under this alternative, residues would 
remain in certain process equipment, 
gloveboxes, process canyon areas and 
ductwork. Cleanout of the facility would 
not take place and the residual material 
would not be stabilized or stored. Vault 
storage would continue as an ongoing 
action under this alternative; the 
materials in the vaults would continue 
to be inventoried, repackaged, and 
stabilized as necessary. Interim actions 
would be completed, along with basic 
safety upgrades. Surveillance and 
maintenance would continue at present 
required levels.

DOE does not intend to analyze in 
detail the potential alternative of 
cleaning out the PFP but not stabilizing 
the residual material (i.e., storing thè 
material without stabilization). Such an 
alternative would present safety 
concerns, would not meet the purpose 
and need for the proposed action, and 
is therefore unreasonable.
Preliminary Identification of 
Environmental Issues

The issues listed below have been 
tentatively identified for analysis in the 
PFP EIS. This list is presented to 
facilitate public comment on the scope 
of the EIS. It is not intended to be all- 
inclusive or to predetermine the 
potential impacts of any of the 
alternatives.

(1) Potential effects on the public and 
on-site workers from releases of 
radioactive and other hazardous 
materials during operations and from 
reasonably postulated accidents;

(2) Potential waste from the proposal, 
including pollution prevention and 
waste minimization;

(3) Potential effects on air and water 
quality and other environmental 
consequences of operations and 
potential accidents;

(4) Potential cumulative effects of 
operations at the Hanford Site, 
including relevant impacts from other

past, present, and reasonably 
foreseeable activities at the site;

^  Potential effects on endangered 
species, floodplain/wetlands, and 
archaeological/historical sites;

(6) Radiation exposure to workers;
(7) Potential socioeconomic impacts, 

including environmental justice issues 
on surrounding communities;

(8) Unavoidable adverse 
environmental effects;

(9) Short-term uses of the 
environment versus long-term 
productivity; and

(10) Potential irretrievable and 
irreversible commitments of resources.
Regulatory Framework

Federal and State laws that are of 
major importance to environmental 
management activities at Hanford 
include the Atomic Energy Act of 1954 
as amended; the Resource Conservation 
and Recovery Act (RCRA); the 
Washington State Hazardous Waste 
Management Act, Chapter 70.105 RCW; 
the Federal Facility Compliance Act of 
1992; and the Clean Air Act. The 
Atomic Energy Act requires the 
management, processing and use of 
radioactive materials in a manner that 
protects workers, public health, and the 
environment. RCRA and the 
Washington State Hazardous Waste 
Management Act establish requirements 
for management of hazardous and 
mixed waste, including generation, 
treatment, storage, and disposal.

DOE has submitted an air operating 
permit application to EPA and the 
permit is expected to be issued in the 
November 1995 timeframe; the 
requirements of the existing air quality 
permits for PFP are expected to 
encompass all the anticipated 
requirements of any new permit.
Related NEPA Documentation

NEPA documents that have been or 
are being prepared for activities at 
Hanford or are related to the proposed 
action include, but are not limited to, 
the following:

(1) (Draft) Environm ental Assessment 
fo r  Sludge Stabilization at the 
Plutonium Finishing Plant, Hanford 
Site, Richland, Washington, DOE/EA- 
0978, draft dated September 1994. This 
draft environmental assessment 
evaluates a proposed interim action at 
the PFP to heat-stabilize, and then store, 
chemically-reactive, plutonium-bearing 
sludge from certain unshielded 
gloveboxes, to. allay immediate safety 
concerns. A draft Environmental 
Assessment was sent to the affected 
States and Indian Nations for review on 
September 20,1994.
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(2) Final Environm ental Im pact 
Statement fo r  D isposal o f H anford 
Defense High-Level Transuranic and  
Tank Wastes, Hanford Site, Richland, 
Washington, DOE/EIS-0113, December 
1987. U.S. Department of Energy, 
Washington, D C. This EIS analyzed the 
impacts of disposal of Hanford defense 
wastes.

(3) Final Environm ental Statem ent fo r  
Waste M anagement Operations,
Hanford Reservation, Richland, 
Washington, ERDA-1538,1975. U.S. 
Energy Research and Development 
Administration, Washington, D.C. This 
EIS analyzed the environmental impacts 
of Hanford Site waste management 
operations.

(4) Hanford R em edial Action- 
Environmental Im pact Statem ent (HRA- 
EIS). The HRA-EIS will assess the 
potential environmental consequences 
of alternatives for conducting a remedial 
action program at the Hanford Site for 
inactive hazardous, low-level 
radioactive, transuranic, and mixed- 
waste sites. DOE published a NOI to 
prepare the HRA-EIS on August 21,
1992 (47 FR 37959-37964).

(5) Programmatic Environmental 
Impact Statem ent fo r  Environm ental 
Restoration and Waste M anagement 
(EM-PEIS). The EM-PEIS will address 
waste management alternatives for 
existing and proposed actions and DOE 
complex-wide issues associated with 
long-term waste management policies 
and practices. In this Programmatic EIS, 
the Department is evaluating the 
Hanford Site as an alternative site for 
managing DOE wastes. An 
Implementation Plan for this 
Programmatic EIS was issued in January 
1994. The final Programmatic EIS is 
scheduled to be issued in October 1995.

(6) DOE N uclear W eapons Com plex 
Reconfiguration Programmatic 
Environmental Im pact Statem ent On 
July 23,1993, the Department published 
a revised Notice of Intent (56 FR 39528) 
to prepare a Programmatic EIS for 
reconfiguration of its nuclear weapons 
complex due to nuclear weapons 
stockpile reductions. The Department 
currently is considering how the scope 
of this Programmatic EIS should be 
revised further to reflect more recent 
budget and stockpile reduction 
decisions.

(7) Tank Waste R em ediation System  
Environmental Im pact Statem ent 
(TWRS-EIS) and S afe Interim Storage 
(SIS) Environmental Im pact Statem ent. 
The NOI for these two EISs was 
published on January 27,1994. Scoping 
meetings for the EISs were held 
simultaneously in five public meetings. 
The SIS Draft EIS was issued in July

1994. The TWRS-EIS is in early stages 
of preparation.

(8) Programmatic Environm ental 
Im pact Statem ent fo r  Long Term Storage 
and Disposition o f  W eapons-U sable 
Fissile M aterial. The NOI for this PEIS 
was published on June 21,1994. This 
PEIS will evaluate alternatives for long­
term storage of all weapons-usable 
fissile materials and the disposition of 
surplus weapons-usable fissile materials 
declared surplus to national defense 
needs by the President. Public scoping 
workshops were held during August, 
September and October 1994.

Issued in Washington, D.C., on this 21st 
day of October, 1994.
Peter N. Brush,
Principal Deputy A ssistant Secretary, 
Environment, Safety and H ealth.
(FR Doc. 94-26668 Filed 10-26-94; 8:45 ami 
BILLING CODE 6450-01-P

Federal Energy Regulatory 
Commission
[Docket Nos. CP92-595-002 and CP92-606- 
003]

Great Lakes Gas Transmission Limited 
Partnership; Proposed Changes in 
FERC Gas Tariff

October 21,1994.
Take notice that on September 29, 

1994, Great Lakes Gas Transmission 
Limited Partnership (Great Lakes) 
tendered for filing First Revised Sheet 
No. 4, Original Sheet No. 4A, and 
Second Revised Sheet No. 6 to its FERC 
Gas Tariff, Second Revised Volume Nov 
i .  Great Lakes states these proposed 
tariff sheets were filed to reflect Great 
Lakes’ compliance with the 
Commission’s January 26,1994, orders 
in Docket Nos. CP92-595-000 and 
CP92—606—000.

Great Lakes states that the 
Commission’s orders authorized Great 
Lakes to construct facilities to provide 
Part 284 blanket transportation service 
to Rochester Gas and Electronic 
Company and Sithe/Independence 
Power Partners, L.P. Great Lakes 
explains that the Commission 
recognized that there would be an 
additional 12,000 Mcf of capacity 
available per day. Great Lakes relates 
that it conducted an open season which 
resulted in Mercury Exploration 
Company becoming the shipper for that 
capacity. Great Lakes asserts that the 
sheets reflect the separately stated 
incremental rates set forth in the 
Commission orders for such services.

Great Lakes requests that the tariff 
sheets become effective November 1, 
1994. Great Lakes relates that

construction was completed earlier than 
expected, and the facilities authorized 
in Docket No. CP92-606-000 will be 
able to be placed into service on 
November 1,1994, rather than the 
originally estimated date of January 1, 
1995. Great Lakes states that this filing 
has been served on all of its customers 
and the Public Service Commissions of 
the states of Minnesota, Wisconsin, arid 
Michigan.

Any party desiring to protest said 
filing should file a protest with the 
Federal Energy Regulatory Commission, 
825 North Capitol Street NE., 
Washington, DC 20426, in accordance 
with Section 385.211 of the 
Commission’s regulations. All such 
protests should be filed on or before 
October 28,1 994. Protests will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Copies of this filing are on file with the 
Commission and are available for public 
inspection.
Lois D, Cashell,
Secretary.
[FR Doc. 94-26595 Filed 10-26-94; 8:45 am] 
BILLING CODE 6717-01-M

[Docket No. RP93-36-000]

Natural Gas Pipeline Company of 
America; Notice of Informal Settlement 
Conference

October 21,1994.

Take notice that an informal 
settlement conference will be convened 
in this proceeding on Friday, October
28,1994, at 10:00 a.m., at the offices of 
the Federal Energy Regulatory 
Commission, 810 First Street NE., 
Washington, DC, for the purpose of 
exploring the possible settlement of the 
above-referenced docket.

Any party, as defined by 18 CFR 
385.102(c), or any participant as defined 
in 18 CFR 385.102(b), is invited to 
attend. Persons wishing to become a 
party must move to intervene and 
receive intervenor status pursuant to the 
Commission’s regulations (18 CFR 
385.214).

For additional information, please 
^contact David R. Cain (202) 208-0917 or 
John P. Roddy (202) 208-1176.
Lois D. Cashell,
Secretary.
(FR Doc. 94-26589 Filed 10-26-94; 8:45 am] 
BILLING CODE 6717-01-M
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[Docket No. MG92-3-001]

Pacific Gas Transmission Co.; Notice 
of Filing

October 21,1994.

Take notice that on September 30, 
1994, Pacific Gas Transmission 
Company (PGT) submitted revised 
standards of conduct under Order Nos. 
497 et seq .* and Order No. 566.2 PGT 
states that it is revising its standards of 
conduct to incorporate the changes 
required by Order No. 566.

PGT states that all parties of record in 
the above-referenced docket have been 
served with copies of this filing.

Any person desiring to be heard or to 
protest said filing should file a motion 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, N.E., Washington, 
D.C., 20426, in accordance with Rules 
211 or 214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 
§ 385.211 or § 385.214 (1994)). All such 
motions to intervene or protest should 
be filed on or before November 7,1994. 
Protests will be considered by the 
Commission in determining die 
appropriate action to be taken but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a motion to 
intervene. Copies of this filing are on 
file with the Commission and are 
available for public inspection.
Lois D. Cashel!,
Secretary.
[FR Doc. 94-26592 Filed 10-26-94; 8:45 am] 
BILUNG CODE 6717-01-M

1 Order No. 497, 53 FR 22139 (June 14,1988), m 
FERC Stats. & Regs. 130,820 (1988); Order No. 497- 
A, order on rehearing, 54 FR 52781 (December 22, 
1989), III FERC Stets. & Regs. 30,868 (1989); Order 
No. 497-B, order extending sunset date, 55 FR 
53291 (December 28,1990), ffl FERC Stats. & Regs.
U 30,908 (1990); Order No. 497-C, order extending 
sunset date, 57 FR 9 (January 2,1992), in FERC 
Stats. & Regs. 130,934 (1991), rehearing denied, 57 
FR 5815 (February 18,1992), 58 FERC f 61,139 
(1992); Tenneco Gas v. FERC (affirmed in pert and 
remanded in part), 969 F. 2d 1187 (D.C. Cir. 1992); 
Order No. 497-D, order on remand and extending 
sunset date, HI FERC Stats. & Regs. 1 30,958 
(December 4,1992), 57 FR 58978 (December 14, 
1992); Order No. 497-E, order on rehearing and 
extending sunset date, 59 FR 243 (January 4,1994), 
65 FERC 1161,381 (December 23,1993); Order No. 
497-F, order denying rehearing and granting 
clarification, 59 FR 15336 (April 1,1994), 66 FERC 
161,347 (March 24,1994); and Order No. 497-G, 
order extending sunset date, 59 FR 32884 Qune 27, 
1994), m FERC Stats. & Regs. 130,996 (June 17, 
1994).

2 Standards of Conduct and Reporting 
Requirements for Transportation and Affiliate 
Transactions, Order No. 566, 59 FR 32885 (June 27, 
1994), ID FERC Stats. & Regs. 130,997 (June 17, 
1994), order on rehearing, Order No. 566-A, 59 FR 
52896 (October 20,1994), 69 FERC 161,044 
(October 14,1994).

[Docket No. RP94—183-003]

Southern Natural Gas Co., South 
Georgia Natural Gas Co.; Notice of 
Filing of Revised Tariff Sheets

October 21,1994.
Take notice that on October 19,1994, 

Southern Natural Gas Company 
(Southern) tendered for filing as part its 
FERC Gas Tariff, First Revised Volume 
No. 2A, the tariff sheets listed on 
Exhibit A hereto, to be effective August
1.1994. Also, South Georgia Natural 
Gas Company (South Georgia) tendered 
for filing as part of its FERC Gas Tariff, 
First Revised Volume No. 2, the tariff 
sheets listed on Exhibit B hereto, to be 
effective August 1,1994.

Southern and South Georgia state that 
the purpose of this filing is to revise the 
tariff sheets as required by the 
Commission’s “Order Accepting Tariff 
Sheets Subject to Conditions and 
Amending Certificates” dated 
September 23,1994, in the above- 
captioned dockets. Such tariff sheets 
were filed by Southern and South 
Georgia on July 5,1994, to effectuate 
changes to the Rate Schedules 
applicable to the offsystem storage 
service Southern and South Georgia 
provide through use of storage facilities 
and services rendered by ANR Pipeline 
Company and ANR Storage Company. 
Said September 23 order conditionally 
approved the terms of the tariff sheets 
filed on July 5,1994.

Specifically, the Commission’s 
September 23 Order required Southern 
and South Georgia to refile the tariff 
sheets with an effective date of August
1.1994. Also, the Commission ordered 
Southern to correct the Tariff Volume 
designation on the tariff sheets to First 
Revised Volume No. 2A. Southern and 
South Georgia did not make any 
changes to the text of the revised tariff 
sheets from the sheets that were filed on 
July 5,1994, except that South Georgia 
corrected one typographical error on 
Sheet No. 106.

Southern and South Georgia state that 
copies of the filing will be served upon 
their customers, interested state 
commissions and all parties to this 
proceeding.

Any person desiring to protest said 
filing should file a protest with the 
Federal Energy Regulatory Commission, 
825 North Capitol Street, NE., 
Washington, DC 20426, in accordance 
with Rule 211 of the Commission’s 
Rules of Practice and Procedure. All 
such protests should be filed on or 
before October 28,1994.

Protests will be considered by the 
Commission in determining the 
appropriate action to be taken, but will

not serve to make protestants parties to 
the proceeding. Copies of this filing are ' 
,on file with the Commission and are 
available for public inspection.
Lois D. Cashell,
Secretary.

E xh ib it A — S outhern N a tu ra l Gas 
Com pany

October 18,1994.
First Substitute First Revised Sheet No. 

18
First Substitute First Revised Sheet No. 

28
First Substitute First Revised Sheet No.

29
First Substitute First Revised Sheet No.

30
First Substitute First Revised Sheet No. 

50
First Substitute First Revised Sheet No. 

60
First Substitute First Revised Sheet No. 

61
First Substitute First Revised Sheet No. 

62
First Substitute First Revised Sheet No. 

85
First Substitute Second Revised Sheet 

No. 86
First Substitute Second Revised Sheet 

No. 87
First Substitute Second Revised Sheet 

No. 88
First Substitute Second Revised Sheet 

No. 89
First Substitute Second Revised Sheet 

No. 90
First Substitute First Revised Sheet No.

91
First Substitute First Revised Sheet No.

92
First Substitute Original Sheet No. 92a 
First Substitute First Revised Sheet Nq.

93
First Substitute Original Sheet No. 93a 
First Substitute Nineteenth Revised 

Sheet No. 94
First Substitute Original Sheet No. 94a 
First Substitute Original Sheet No. 94b 
First Substitute Second Revised Sheet 

No. 96
First Substitute First Revised Sheet No.

98
First Substitute First Revised Sheet No.

99
First Substitute First Revised Sheet No.

100
First Substitute First Revised Sheet No. 

104
First Substitute Original Sheet No. 104a
E xh ib it B— South G eorgia N a tu ra l Gas 
Com pany

October 18,1994.
First Substitute First Revised Sheet No. 

20
First Substitute First Revised Sheet No. 

21
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First Substitute First Revised Sheet No.
■ 49 " ;;" - i ' ■ -  "

First Substitute First Revised Sheet No. 
50

First Substitute Second Revised Sheet 
No. 69

First Substitute Second Revised Sheet 
No. 70

First Substitute First Revised Sheet No. 
71 g|

First Substitute Second Revised Sheet 
No. 72

First Substitute Second Revised Sheet 
No. 74

First Substitute Second Revised Sheet 
No. 75

First Substitute Nineteenth Revised 
Sheet No. 76

First Substitute Original Sheet No. 76a 
First Substitute Second Revised Sheet 

No. 78
First Substitute First Revised Sheet No. 

81 ‘ ■
First Substitute First Revised Sheet No. 

82
First Substitute First Revised Sheet No. 

83
First Substitute Second Revised Sheet 

No. 99
First Substitute Second Revised Sheet 

No. 100
First Substitute First Revised Sheet No. 

101
First Substitute Second Revised Sheet 

No. 102
First Substitute Second Revised Sheet 

No. 104
First Substitute Second Revised Sheet 

No. 105
Twentieth Revised Sheet No. 106 
First Substitute Original Sheet No. 106a 
First Substitute Second Revised Sheet 

No. 108
First Substitute First Revised Sheet No.

110  4
First Substitute First Revised Sheet No. 

112
[FR Doc. 94-26591 Filed 10-26-94; 8:45 am] 
B IL U N G  C O D E  8 7 1 7 -0 1 -1 «

[Docket No. RP95-15-009]

Texas Eastern Transmission Corp.; 
Notice of Proposed Changes in FERC 
Gas Tariff

October 21,1994.
Take notice that on October 18,1994, 

Texas Eastern Transmission Corporation 
(Texas Eastern) submitted as part of its 
FERC Gas Tariff, Sixth Revised Volume 
No. 1, the following tariff sheets, with 
a proposed effective date of December 1, 
1994:
First Revised Sheet No. 503 
First Revised Sheet No. 504 
Sheet Nos. 505-513

Texas Eastern states that the proposed 
operational flow order (OFO), as set

forth as Section 4.3(L) of the General 
Terms and Conditions, permits Texas 
Eastern to issue an OFO if total storage 
withdrawal capability is projected to 
decline to less than the total daily 
contracted firm storage withdrawal 
rights.

Texas Eastern states that it has served 
this filing on all firm storage customers 
and interested state commissions.

Any person desiring to be heard or to 
protest said filing should file a motion 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, NE., Washington, 
DC 20426, in accordance with 
§§ 385.214 and 385.211 of the 
Commission’s Rules and Regulations. 
All such motions or protests should be 
filed on or before October 28,1994. 
Protests will be considered by the 
Commission in determining the 
appropriate action to be taken, but will 
not serve to make protesiants parties to 
the proceeding. Any person wishing to 
become a party must file a motion to 
intervene. Copies of this filing are on 
file with the Commission and are 
available for public inspection in the 
Public Reference Room.
Lois D. Cashell,
Secretary.
(FR Doc. 94-26590 Filed 10-26-94; 8:45 am] 
BILLING CODE 6717-01-M

[Docket No. MG88-54-004]

Trunkline Gas Co.; Filing

October 21,1994.
Take notice that on September 26, 

1994, Trunkline Gas Company 
(Trunkline) filed its revised standards of 
conduct under Order Nos. 497 et seq.r 
and Order No. 566.2 Trunkline states

1 Order No. 497, S3 FR 22139 (June 14.1988), m 
FERC Stats. & Regs, f  30,820 (1988); Order No. 497- 
A. order on rehearing, 54 FR 52781 (December 22, 
1989, HI FERC Stats. & Regs. H 30,868 (1989); Order 
No. 497-B, order extending sunset date, 55 FR 
53291 (December 28,1990), III FERC Stats. & Regs.
H 30.908 (1990); Order No. 497-C, order extending 
sunset date, 57 FR 9 (January 2,1992), HI FERC 
Stats. & Regs. J  30,934 (1991), rehearing denied, 57 
FR 5815 (February 18,1992), 58 FERC 161,139 
(1992); Tenneco Gas v. FERC (affirmed in part and 
remanded in part), 969 F. 2d 1187 (D.C. Cir. 1992); 
Order No. 497-D, order on remand and extending 
sunset date, HI FERC Stats. & Regs. 130,958 
(December 4,1992), 57 FR 58978 (December 14, 
1992); Order No. 497-E, order on rehearing and 
extending sunset date, 59 FR 243 (January 4,1994), 
65 FERC 161,381 (December 23,1993); Order No. 
497-F, order denying rehearing and granting 
clarification, 59 FR 15336 (April 1,1994), 66 FERC 
H 61,347 (March 24,1994); and Order No. 497-G, 
order extending sunset date, 59 FR 32884 (June 27, 
1994), IH F E R C -  Stats. & Regs. U 30,996 (June 17, 
1994).

2Standards®!Conduct and Reporting 
Requirements for Transportation and Affiliate 
Transactions. Order No. 566, 59 FR 32885 (June 27,

that it is revising its standards of 
conduct to incorporate the changes 
required by Order No. 566.

Any person desiring to be heard or to 
protest said filing should file a motion 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, NE., Washington, 
DC 20426, in accordance with Rules 211 
or 214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
or 385.214. All such motions to 
intervene or protest should be filed on 
or before November 7,1994. Protests 
will be considered by the Commission 
in determining the appropriate action to 
be taken but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a motion to intervene. Copies 
of this filing are on file with the 
Commission and are available for public 
inspection.
Lois D. Cashell,
Secretary.
[FR Doc. 94-26594 Filed 10-26-94; 8:45 am] 
BILUNG CODE 6717-01-M

[Docket No. MGS0-03-003]

Trunkiine LNG Co.; Filing

October 21,1994,
Take notice that on September 26, 

1994, Trunkline LNG Company 
(Trunkline LNG) filed its revised 
standards of conduct under Order Nos. 
497 et seq .1 and Order No. 566.2

1994), IH FERC Stats. & Regs. 130,997 (June 17, 
1994); Order No. 566-A, order on rehearing,, 69 
FERC H 61.044 (October 14,1994) 59 FR 52896 
(October 20,1994) HI FERC Stats. & Regs. 161, 
(October 1994).

’ Order No. 497,53 FR 22139 (June 14,1988), HI 
FERC Stats. & Regs. 130,820 (1988); Order No. 497- 
A, order on rehearing, 54 FR 52781 (December 22, 
1989), IH FERC Stats. & Regs. 130.868 (1989); Order 
No. 497-B, order extending sunset date, 55 FR 
53291 (December 28,1990), HI FERC Stats. & Regs.
130,908 (1990); Order No. 497-C, order extending 
sunset date, 57 FR 9  0anuary 2,1992), IH FERC 
Stats. & Regs. 130,934 (1991), rehearing denied, 57 
FR 5815 (February 18,1992), 58 FERC i  61,139 
(1992); Tenneco Gas v. FERC (affirmed in part and 
remanded in part), 969 F. 2d 1187 (D.C. Cir. 1992); 
Order No. 497-D .order on remand and extending 
sunset date, HI FERC Stats. & Regs. 130,958 
(December 4,1992), 57 FR 58978 (December 14, 
1992); Order No. 497-E, order on rehearing and 
extending sunset date, 59 FR 243 (January 4.1994), 
65 FERC i  61,381 (December 23,1993); Order No. 
497-F, order denying rehearing and granting 
clarification, 59 FR 15336 (April 1,1994), 66 FERC 
% 61.347 (March 24,1994); and Order No. 497-C, 
order extending sunset date, 59 FR 32884 (June 27, 
1994), m FERC Stats. & Regs. 130.996 (June 17, 
1994).

2 Standards of Conduct and Reporting 
Requirements for Transportation and Affiliate 
Transactions, Order No. 566, 59 FR 32885 (June 27, 
1994), IH FERC Stats. & Regs. 130,997 (June 17, 
1994); Order No. 566-A, order on rehearing, 69 
FERC H 61,044 (October 14.1994) 59 FR 52896,

C o n t in u e d
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Trunkline LNG states that it is revising 
its standards of conduct to incorporate 
the changes required by Order No. 566.

Any person desiring to be heard or to 
protest said filing should file a motion 
to intervene or protest with the Federal 
Energy Regulatory Commission 825 
North Capitol Street, NE., Washington, 
DC 20426, in accordance with Rules 211 
or 214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
or 385.214). All such motions to 
intervene or protest should be filed on 
or before November 7,1994. Protests 
will be considered by the Commission 
in determining the appropriate action to 
be taken but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a motion to intervene. Copies 
of this filing are on file with the 
Commission and are available for public 
inspection.
Lois D. Cashell,
Secretary.
[FR Doc. 94-26593 Filed 10-26-94; 8:45 am] 
BILUNG CODE 6717-01-M

Western Area Power Administration

Energy Planning and Management 
Program

AGENCY: Western Area Power 
Administration, DOE.
ACTION: Notice to extend consultation 
and comment period.

SUMMARY: The Western Area Power 
Administration (Western) is announcing 
an extension of the consultation and 
comment period for the Energy Planning 
and Management Program (Program). 
The consultation and comment period 
was to end on October Ti, 1994. By this 
notice, Western extends the comment 
period for an additional 30 days. * 
EFFECTIVE DATES: The consultation and 
comment period for the Program will 
end on November 10,1994. Written 
comments should be received by the 
end of the consultation and comment 
period to be assured of consideration. . 
FOR FURTHER INFORMATION CONTACT:
To submit written comments, or for 
additional information, please contact: 
Robert C. Fullerton, Western Area 

Power Administration, P.O. Box 3402, 
A6100, Golden, CO 80401-0098, (303) 
275-1610

James D. Davies, Billings Area Office, 
Western Area Power Administration, 
P.O. Box 35800, Billings, MT 59107- 
5800, (406) 657-6532

(October , 1994) HI FERC Stats, and Regs. *¡¡61, 
(October , 1994). *
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Stephen A. Fausett, Loveland Area 
Office, Western Area Power 
Administration, P.O. Box 3700, 
Loveland, CO 80539-3003, (303) 490- 
7201

J. Tyler Carlson, Phoenix Area Office, 
Western Area Power Administration, 
P.O. Box 6457, Phoenix, AZ 85005- 
6457, (602) 352-2453 

James C. Feider, Sacramento Area 
Office, Western Area Power * 
Administration, 1825 Bell Street,
Suite 105, Sacramento, CA 95825- 
1097, (916) 649-4418 

Kenneth G. Maxey, Salt Lake City Area 
Office, Western Area Power 
Administration, P.O. Box 11606, Salt 
Lake City, UT 84147-0606, (801) 524- 
6372.

SUPPLEMENTARY INFORMATION: The 
Program was proposed in the Federal 
R egister on August 9,1994 (59 FR 
40543). The Program proposed 
integrated resource planning for 

'Western’s long-term firm customers, and 
the marketing of power in support of 
customer planning efforts.

Issued in Golden, Colorado, September 30, 
1994.
William H. Clagett,
Adm inistrator.
(FR Doc. 94-26670 Filed 10-26-94; 8:45 am] 
BILUNG CODE 6450-01-M

ENVIRONMENTAL PROTECTION 
AGENCY
[FRL-5097-6]

Access to Confidential Business 
Information by DESA, Inc.

AGENCY: Environmental Protection 
Agency (EPA).
ACTION: In fo rm a tiona l notice.

SUMMARY: EPA Region IV awarded 
Enforcement Support Services (ESS) 
Contract 68-S4-4001 to prime 
contractor, DESA, Inc. (DESA). EPA has 
authorized DESA access to information 
in Region IV Superfund files which has 
been submitted to EPA under the. 
environmental statutes administered by 
the Agency. Some of this information 
may be claimed or determined to be 
confidential business information (CBI). 
DATES: To be considered, comments 
concerning CBI access must be received 
by November 1,1994.
ADDRESSES: Send comments to Fran 
Harrell, Contracting Officer, U.S. 
Environmental Protection Agency, 345 
Courtland Street, NE, Atlanta, GA 
30365.
FOR FURTHER INFORMATION CONTACT: Fran 
Harrell, (404) 347-2374 ext. 6821.
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SUPPLEMENTARY INFORMATION: Under 
contract No. 68—S4-4001, DESA 
provides agency-wide information 
management support services to the 
Environmental Protection Agency for 
the operation of dockets, records 
management support programs, record 
centers, and file rooms in certain 
Headquarters, Regional, Laboratory, and 
other offices. In performing these tasks, 
DESA employees have access to Agency 
documents for purposes of document 
processing, filing, abstracting, 
analyzing, inventorying, retrieving, 
tracking, etc. The documents to which 
DESA has access potentially include all 
documents submitted under the 
Resource Conservation and Recovery 
Act, Clean Air Act, Clean Water Act, 
and Comprehensive Environmental 
Response, Compensation, and Liability 
Act. Some of these documents may 
contain information claimed as CBI.

Pursuant to EPA regulations at 40 CFR 
Part 2, Subpart B, EPA has determined 
that DESA requires access to CBI to 
perform the work required under thé 
contract. These regulations provide for 
five days notice before contractors are 
given CBI.

DESA is required by contract to 
protect confidential information. When 
DESA’s need for the documents is 
completed, DESA will return them to 
EPA.

Dated: October 18,1994.
John H. Hankinson, Jr.,
R egional Adm inistrator.
(FR Doc. 94-26663 Filed 10-26-94; 8:45 am) 
BILLING CODE 6560-50-1»

[FRL-5098-2]

National Advisory Council for 
Environmental Policy and Technology; 
Ecosystems Information and 
Assessments Committee; Public 
Meeting
AGENCY: Environmental Protection 
Agency (EPA).
ACTION: Notice of public meeting.

SUMMARY: Under the Federal Advisory 
Committee Act, PL 92463, EPA gives 
notice of a two-day meeting of the 
Ecosystems Information and 
Assessments Committee of the National: 
Advisory Council for Environmental 
Policy and Technology (NACEPT). 
NACEPT provides advice and 
recommendations to the Administrator 
of EPA on a broad range of 
environmental policy issues, and this 
meeting is being held to discuss the 
Ecosystems Information and 
Assessments Committee agenda for the i 
coming year. The Administrator has
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asked NACEPT to concentrate on 
ecosystem management and how long­
term ecological, economic, and social 
needs can be integrated to achieve a 
place-driven approach to environmental 
management.

The Ecosystems Information and 
Assessments Committee will 
concentrate on specific information and 
assessment issues required to support a 
successful place-based approach to 
ecosystem management. These issues 
will include discussion of the role of 
EPA in information access and 
dissemination to support place-based 
ecosystems management; discussion of 
information technologies available to 
support place-based ecosystems 
management; and discussion of 
assessments in support of place-based 
ecosystems management.

The Ecosystems information and 
Assessments Committee, as does 
NACEPT, comprises a representative 
cross-section of EPA’s partners and 
constituents. However, in order to gain 
additional insights and perspectives 
from all interested parties as this 
committee begins its work, time has 
been allotted during the meeting for oral 
comments from the public. Any member 
of the public wishing to present oral 
comments on any of these issues can 
schedule an appointment by contacting 
Joe Sierra at the address and telephone 
numbers below. Due to time constraints, 
oral presentations will be strictly held to 
five minutes, and slots are limited.

Available time slots will be allocated 
on a first-come, first-served basis to 
those scheduling a presentation in 
advance. Written comments will be 
accepted at any time prior to, or at, the 
meeting.
DATES; The two-day public meeting will 
be held on Tuesday, December 6,1994, 
from 9 a.m. to 5 p.m. and on 
Wednesday, December 7,1994 from 
8:30 a.m. to 1:00 p.m. On both days the 
meeting will be held at the Quality 
Hotel Capitol Hill, 415 New Jersey Ave. 
N.W., Washington, D.C. 20001. 
ADDRESSES: Written comments should 
be sent to: Joseph A. Sierra, DFO, 
Ecosystems Information & Assessments 
Committee/NACEPT, Office of 
Cooperative Environmental 
Management, U.S. EPA (1601FJ, 401 M 
Street SW., Washington, D.C. 20460.
FOR FURTHER INFORMATION CONTACT: 
Joseph A. Sierra, Designated Federal 
Official, Direct line (202) 260-6839, 
Secretary's line (202) 260-6891.

Dated: October 18,1994,
Joseph A. Sierra,
Designated F ederal O fficial.
IFR Doc; 94-26667 Filed 10-26-94; 8:45 am) 
BILLING CODE 6560-60-M

[FRL-5097-8]

Brewer Gold Mine Site; Notice of 
Proposed Settlement

AGENCY: Environmental Protection 
Agency.
ACTION: Notice of Proposed Settlement.

SUMMARY; Under Section 122(h) of the 
Comprehensive Environmental 
Protection Agency (HPA) has offered to 
potentially responsible party a Cost 
Recovery Agreement to settle claims for 
past and future removal actions at the 
Brewer Gold Mine Site, Jefferson, South 
Carolina. EPA will consider public 
comments on the proposed settlement 
for thirty (30) days. EPA may withdraw 
from or modify die proposed settlement 
should such comments disclose facts or 
considerations which indicate the 
proposed settlement is inappropriate, 
improper, or inadequate. Copies of the 
proposed settlement are available from: 
Ms. Carolyn McCall, Waste Management 
Division, U.S, EPA, Region IV, 345 
Courtland Street, NE., Atlanta, Georgia 
30365, 404/347-5059.

Written comments may be submitted 
to Ms. McCall within 30 days of the date 
of publication.

Dated: October 14,1994.
Richard D. Green,
Deputy Director.
IFR Doc. 94-26665 Filed 10-26-94; 8:45 am] 
BILLING CODE 6560-60-M

[FRL-5097-7]

Norcross Mercury Spill Site; Notice of 
Proposed Settlement

AGENCY: Environmental Protection. 
Agency.
ACTION: N otice o f proposed settlem ent.

SUMMARY: Under Section 122(h) of the 
Comprehensive Environmental 
Protection Agency (EPA) has offered to 
potentially responsible party a Cost 
Recovery Agreement to settle claims for 
past and future removal actions at the 
Norcross Mercury Spill Site, Norcross, 
Georgia. EPA will consider public 
comments on the proposed settlement 
for thirty (30) days. EPA may withdraw 
from or modify the proposed settlement 
should such comments disclose facts or 
considerations which indicate the 
proposed settlement is inappropriate, 
improper, or inadequate. Copies of the 
proposed settlement are available from: 
Ms. Carolyn McCall, Waste Management 
Division, U.S. EPA, Region IV, 345 
Courtland Street NE., Atlanta, Georgia 
30365, 404/347-5059.

Written comments may be submitted 
to Ms. McCall within 30 days of the date 
of publication.

Dated: October 14,1994.
Richard D, Green,
Deputy Director.
[FR Doc. 94-26864 Filed 10-26-94; 8:45 am) 
BILLING CODE 6560-60-M

FEDERAL COMMUNICATIONS 
COMMISSION
[Report No. 2036]

Petition for Reconsideration and 
Clarification of Actions in Rulemaking 
Proceedings

October 24,1994.
Petition for reconsideration and 

clarification have been filed in the 
Commission rulemaking proceedings 
listed in this Public Notice and 
published pursuant to 47 CFR 1.429(e), 
The full text of these documents are 
available for viewing and copying in 
Room 239,1919 M Street, N.W., 
Washington, D.C or may be purchased 
from the Commission’s copy contractor 
ITS, Inc. (202) 857-3800. Opposition to 
these petitions must be filed by 
November 14,1994. See § 1.4(b) (1) of 
the Commission’s rules (47 CFR 1.4(b) 
(1)). Replies to an opposition must be 
filed within 10 days after the time for 
filing oppositions has expired.

Subject: Amendment of Part 63 of the 
Commission’s Rules to Provide for 
Notification by Common Carriers of 
Service Disruptions (CC Docket No. 9 1 - 
273).

Number of Petitions Filed: 2.
Subject: Amendment of § 73.202(b), 

Table of Allotments, FM Broadcast 
Stations. (Tawas City, Michigan) (MM 
Docket No. 93-228, RM-8295).

Number of Petition Filed: L.
Federal Communications Commission. 
William F. Caton,
Acting Secretary.
IFR Doc. 94-26615 Filed 10-26-94; 8:45 am] 
BILLING CODE 6712-01-M

FEDERAL ELECTION COMMISSION
[Notice 1994-16]

Privacy Act; Proposed Notice of New 
and/or Revised Systems of Records

Pursuant to the provisions of the 
Privacy Act of 1974, Public Law 93—579, 
5 U.S.C. 552(e)(ll), the Federal Election 
Commission is publishing fqr comment 
new and revised systems of records that 
are maintained by the Commission.

A new systems report was filed with 
the Chairman of thé Senate Committee
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on Governmental Affairs, the-Chairman 
of the House Committee on Government 
Operations and the Office of 
Management and Budget on October 21, 
1994.

These systems have been revised or 
proposed as a result of a re-evaluation 
of the manner in which records are 
maintained by the Commission.

The new system of records which has 
been added is the Inspector General 
Investigative Files (FEC 12). The 
authority under which this system is 
maintained is 5 U.S.C. 552a(j)(2) and 5 
U.S.C. 552a(k)(2). See 11 CFR part 1.14. 
All other systems have been revised to 
incorporate administrative changes 
which have taken place since the last 
publication of FEC systems of records in 
1984 and 1988.

These new and revised systems 
should provide improved protection for 
the privacy and property rights of 
Commission employees, applicants for 
employment and those who deal with 
the Commission.

The Commission is proposing to 
exempt new records system FEC 12 
from certain provisions of the Privacy 
Act. A Notice of Proposed Rulemaking 
for this purpose is found elsewhere in 
today’s Federal Register.

Comments must De received on or 
before November 28,1994. Comments 
must be in writing and addressed to: 
Tina VanBrakle, Privacy Act Officer,
999 E Street, NW., Washington, DC 
20463.

Dated: October 24,1994.
Trevor Potter,
Chairman.

Table o f Contents
FEC 1 Requests for advisory opinions.
FEC 2 Audits and investigations.
FEC 3 Compliance actions.
FEC 4 Mailings lists.
FEC 5 Personnel records.
FEC 6 Candidate reports and designations. 
FEC 7 Certification for primary matching 

funds and general elections campaign 
funds.

FEC 8 Payroll records.
FEC 9 Litigation actions.
FEC 10 Letter file. Public communications. 
FEC 11 Contributor name index system.
FEC 12 Inspector general investigative files.

FEC 1

SYSTEM NAME:

Requests for advisory opinions.

SYSTEM LOCATION:

Federal Election Commission, 
Washington, DC 20463.

CATEGORIES OF INDIVIDUALS COVERED BY THE  
SYSTEM:

Individuals who have submitted a 
letter to the FEC that qualifies as an

Vol. 59, No. 207 / Thursday, October

advisory opinion request under FEC 
regulations.

CATEGORIES O F RECORDS IN THE SYSTEM:

Letters requesting advisory opinions 
and responses thereto from the FEC.

AUTHORITY FOR MAINTENANCE OF THE SYSTEM:

2 U.S.C. 437d(a)(7) and 437f.

ROUTINE USES OF RECORDS MAINTAINED IN THE  
SYSTEM, INCLUDING CATEGORIES OF USERS AND  
THE PURPOSES OF SUCH USES:

Documents maintained for historical 
purposes and for use as precedent in 
subsequent requests for advisory 
opinions. Commissioners and staff use 
this system to respond to requests for 
opinions. These documents are 
available to the public for information 
and so that interested parties may 
submit comments to the Commission.
Routine use fo r  disclosure to the 
Department o f  Justice fo r  use in 
litigation:

It shall be a routine use of the records 
in this system of records to disclose 
them to the Department of Justice when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
Department of Justice has agreed to 
represent the employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the use of such 
reports by the Department of Justice is 
deemed by the Federal Election 
Commission to be relevant and 
necessary to the litigation provided, 
however, that in each case the agency 
determines that disclosure of the 
records to the Department of Justice is 
a use of the information contained in 
the records that is compatible with the 
purpose for which the records were 
collected.

ROUTINE USE O F RECORDS MAINTAINED IN THE  
SYSTEM, INCLUDING CATEGORIES OF USERS AND  
THE PURPOSES O F SUCH USES:

Routine use fo r  Agency disclosure in 
litigation:

It shall be a routine use of records 
maintained by this agency to disclose 
them in a proceeding before a court or 
adjudicative body before which the 
agency is authorized to appear when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or
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(c) Any employee of the agency in his 
or her individual capacity where the 
agency has agreed to represent the 
employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency, or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the Federal 
Election Commission determines that, 
on a case-by-case basis, use of such 
records is relevant and .necessary to the 
litigation, provided, however, that the 
agency determines that disclosure of the 
records is compatible with the purpose 
for which the records were collected.

POLICIES ANO PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING O F RECORDS IN THE SYSTEM:

STORAGE:

Paper records and/or microfilm, on­
line disk storage, and electronic data 
processing system.

r e t r ie v a b i u t y :

Indexed and retrievable by name of 
requestor, date of opinion, request 
number, and, as applicable, by 
microfilm roll and frame number.

SAFEGUARDS:

Originals are kept in locked filing 
cabinets in limited access areas under 
personal surveillance during working 
hours and in locked rooms at other 
times. Copies are freely available.

r e t e n t io n  a n d  d is p o s a l :

Retained for at least four years from 
date of receipt and subject to disposal 
thereafter. Current disposal process 
generally results in retention of records 
until seven years after receipt.

SYSTEM M ANAG ER(S) AND AODRESS:

The General Counsel, Federal Election 
Commission, Washington, DC 20463, 
(202/219-3690).

NOTIFICATION PROCEDURES:

Refer to Commission access 
regulations at 11 CFR 1.1 et seq., 41 FR 
43064 (1976).

RECORD ACCESS PROCEDURES:

Same as above.

CONTESTING RECORD PROCEDURES:

Same as above.

RECORD SOURCE CATEGORIES:

Individual requestor, persons 
submitting comments and the Federal 
Election Commission.

FEC 2

SYSTEM NAME:

Audits and investigations.
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SYSTEM LOCATION:

Federal Election Commission, 
Washington, DC 20463.

CATEGORIES OF INDIVIDUALS COVERED BY THE  
SYSTEM:

Candidates required to file statements 
and reports under the Federal Election 
Campaign Act.

CATEGORIES OF RECORDS IN THE SYSTEM:

Audit and investigation data.

AUTHORITY FOR MAINTENANCE OF THE SYSTEM:

2 U.S.C. 437d(a)(10), 437g(a) (2), (5) 
and 438(a) (8), (9); 26 U.S.C. 9007, 9038.

ROUTINE USES OF RECORDS MAINTAINED IN THE  
SYSTEM) INCLUDING CATEGORIES OF USERS AND  
THE PURPOSES OF SUCH USES:

The General Counsel, Assistant Staff 
Directors, Commissioners, and their 
staffs may use audit and investigation 
data for informal hearings, 
administrative compliance, civil 
litigation, voluntary compliance or to 
refer matters to appropriate law 
enforcement authorities.
Routine use fo r  disclosure to the 
Department o f  Justice fo r  use in 
litigation:

It shall be a routine use of the records 
in this system of records to disclose 
them to the Department of Justice when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
Department of Justice has agreed to 
represent the employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the use of such 
reports by the Department of Justice is 
deemed by the Federal Election 
Commission to be relevant and 
necessary to the litigation provided, 
however, that in each case the agency 
determines that disclosure of the 
records to the Department of Justice is 
a use of the information contained in 
the records that is compatible with the 
purpose for which the records were 
collected.

Routine use fo r  Agency disclosure in 
litigation:

It shall be a routine use of records 
maintained by this agency to disclose 
them in a proceeding before a court or 
adjudicative body before which the 
agency is authorized to appear when:
I  la) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
agency has agreed to represent the 
employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency, or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the Federal 
Election Commission determines that, 
on a case-by-case basis, use of such 
records is relevant and necessary to the 
litigation, provided, however, that the 
agency determines that disclosure of the 
records is compatible with the purpose 
for which the records were collected.

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING; AND  
DISPOSING OF RECORDS IN THE SYSTEM:

s t o r a g e :

Paper records.

RETRIEVABIUTY:

Indexed by name.

SAFEGUARDS:

Locked safes in limited access 
locations. Access is limited to FEC staff 
on a restricted basis and to appropriate 
law enforcement agencies as directed by 
the Commission.

RETENTION AND DISPOSAL:

Indefinite.

SYSTEM M ANAG ER(S) AND ADDRESS:

Assistant Staff Director for Audit, 
Federal Election Commission, 
Washington, DC 20463 (202/219-3440).

NOTIFICATION PROCEDURES:

Refer to Commission access 
regulations at 11 CFR 1.1 et seq., 41 FR 
43064 (1976).

RECORD ACCESS PROCEDURES:

Same as above.

CONTESTING RECORD PROCEDURES:

Same as above.

RECORD SOURCE CATEGORIES:

With respect to open audits, the 
foregoing system is exempt pursuant to 
the provisions of 5 U.S.C. 552a(k)(2).
See 11 CFR 1.14.

FEC 3

SYSTEM NAME:

Compliance actions.

SYSTEM LOCATION:

Federal Election Commission, 
Washington, DC 20463.

CATEGORIES OF INDIVIDUALS COVERED BY THE  
SYSTEM:

Individuals who have filed 
complaints (complainants) and persons 
complained about (respondents), 
candidates filing late reports, or no 
reports, and cases internally generated 
through review and audit of reports and 
statements filed by candidates.

CATEGORIES OF RECORDS IN THE SYSTEM:

Complaints, referrals, and responses 
thereto; internal investigations of 
reports on file at the Commission, 
depositions, interrogatories and 
responses thereto.

AUTHORITY FOR MAINTENANCE OF THE SYSTEM:

2 U.S.C. 437g(a)(l), (2), (4) and (5); 
438(a)(7) and 438(b); 26 U.S.C. 9006 and 
9038.

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES O F USERS AND  
THE PURPOSES OF SUCH USES:

While any case is active, these 
documents are maintained as the 
agency’s working or investigative file. 
Based upon information contained in 
the file, recommendations are made to 
the Commission as to the disposition of 
a case, and the Commission acts upon 
those recommendations. Compliance 
actions are assigned by the Associate 
General Counsel to an attorney and/or to 
appropriate staff for investigation. 
Administrative action and civil 
litigation are handled by the General 
Counsel’s office. Evidence of knowing 
and willfull violations of the law may be 
referred to the Attorney General.
Routine use fo r  disclosure to the 
D epartm ent o f  Justice fo r  use in 
litigation:

It shall be a routine use of the records 
in this system of records to disclose 
them to the Department of Justice when:

(a) The agency, or any component 
thereof; or /

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
Department of Justice has agreed to 
represent the employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the use of such 
reports by the Department of Justice is 
deemed by the Federal Election 
Commission to be relevant and 
necessary to the litigation provided, 
however, that in each case the agency 
determines that disclosure of the 
records to the Department of Justice is
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a use of the information contained in 
the records that is compatible with the 
purpose for which the records were 
collected.
Routine use fo r  Agency disclosure in 
litigation:

It shall be a routine use of records 
maintained by this agepcy to disclose 
them in a proceeding before a court or 
adjudicative body before which the 
agency is authorized to appear when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
agency has agreed to represent the 
employee; or

(a) The United States, where the 
agency determines that litigation is 
likely to affect the agency, or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the Federal 
Election Commission determines that, 
on a case-by-case basis, use of such 
records is relevant and necessary to the 
litigation, provided, however, that the 
agency determines that disclosure of the 
records is compatible with the purpose 
for which the records were collected.
POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND  
DISPOSING O F RECORDS IN THE SYSTEM:

STORAGE:

Paper records. Closed compliance 
cases are duplicated, stored on 
microfilm and are available to the 
public, minus information deemed to be 
exempt under the Freedom of 
Information Act.
r e t r ie v a b il it y :

This system is indexed and 
retrievable by name of complainant or 
respondent by compliance action 
number or by microfilm roll and frame 
number, as appropriate.

SAFEGUARDS:

This system is kept in locked filing 
cabinets in limited access areas under 
personal surveillance during working 
homs, and in locked fifing cabinets in 
locked rooms at other times.
RETENTION AND DISPOSAL:

Indefinite.
SYSTEM M ANAG ERfS) AND ADORESS:

The General Counsel, Federal Election 
Commission, Washington, DC 20463, 
(202/219-3440).
NOTIFICATION PROCEDURES:

Refer to Commission access 
regulations at 11 C F R l.l et seq., 41 FR 
43064 (1976).

RECORD ACCESS PROCEDURES:

Same as above.
CONTESTING RECORD PROCEDURFS:

Same as above.
RECORD SOURCE CATEGORIES:

Complainants, respondents, third 
parties who have been requested, or 
subpoenaed, to produce relevant 
information, and the Federal Section 
Commission.

SYSTEMS EXEMPTED FROM  CERTAIN PROVISIONS 
OF THE ACT:

With respect to open investigations, 
the system is exempt pursuant to 5 
U.S.C. 552a(k)(2). See 11 CFR 1.14.

FEG 4

SYSTEM NAME:

Mailing Lists.

SYSTEM LOCATION:

Federal Election Commission, 
Washington, DC 20463.
CATEGORIES OF INDIVIDUALS COVERED BY THE  
SYSTEM:

(a) Individuals and institutions who 
have requested a subscription to the 
Record.

(b) Individuals who have requested 
FEC publications.

(c) State and local election officials 
interested in keeping informed of 
developments.

(d) Reporters who request releases; 
media added by the Press Office.
CATEGORIES OF RECORDS IN THE SYSTEM:

(a) Lists of names, addresses, 
principal areas of interest

(b) List of names, addresses and 
subjects of interest to the requestor.

(c) List of names, addresses, duties 
and jurisdictions.

(d) Computer listings.
AUTHORITY FOR M AINTENANCE O F THE SYSTEM:

2 U.S.C. 438(a) for all categories.
ROUTINE USES OF RECORDS M AINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES O F U S ER S AND  
PURPOSES OF SUCH USES:

(a) Distribution of monthly newsletter, 
the R ecord, to subscribers.

(b) To forward new publications and 
other informational materials to persons 
who have expressed an interest in the 
subject matter.

(c) To distribute publications and 
other materials of interest to those who 
administer the election law of the states.

(d) To mail press releases.
Routine use fo r  disclosure to the 
Department o f Justice fo r  use in 
litigation:

It shall be a routine use of the records 
in this system of records to disclose 
them to the Department of Justice when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
Department of Justice has agreed to 
represent the employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the use of such 
reports by the Department of Justice is 
deemed by the Federal Election 
Commission to be relevant and 
necessary to the litigation provided, 
however, that in each case the agency 
determines that disclosure of the 
records to the Department of Justice is 
a use of the information contained in 
the records that is compatible with the 
purpose for which the records were 
collected.
Routine use fo r  Agency disclosure in 
litigation:

It shall be a routine use of records 
maintained by this agency to disclose 
them in a proceeding before a court or 
adjudicative body before which the 
agency is authorized to appear when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
agency has agreed to represent the 
employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency, or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the Federal 
Election Commission determines that, 
on a case-by-case basis, use of such 
records is relevant and necessary to the 
litigation, provided, however, that the 
agency determines that disclosure of the 
records is compatible with the purpose 
for which the records were collected.

POLITICS AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND  
DISPOSING O F RECORDS IN THE SYSTEM:

STORAGE:

Computerized for all categories. 

RETRIEVABILITY:

(a) Name or identification numbers.
(b) Name.
(c) Name, title, jurisdiction or region 

of the country.
(d) Name of individual or name of 

media.
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s a f e g u a r d s :

Access code with password for all 
categories.

RETENTION AND DISPOSAL:

(a) Purged every two years or upon 
request of subscriber.

(b) Purged every two years.
(c) Indefinite.
(d) Indefinite.

SYSTEM MANAGER(S) AND ADDRESS:

The Assistant Staff Director for 
Information, Federal Election 
Commission, Washington, DC 20463, 
(202/219-3440).

NOTIFICATION PROCEDURES:

Refer to Commission access 
regulations at 11 CFR 1.1 et seq., 41 FR 
43064 (1976).

RECORD ACCESS PROCEDURES:

Same as above.

CONTESTING RECORD PROCEDURES:

Same as above.

RECORD SOURCE CATEGORIES:

(a) Individuals and organizations who 
request a subscription to the R e co rd .

(b) Individuals to whom the 
Information Division has mailed 
publications.

(c) Officials requiring up-to-date 
information on elections administration.

(d) Oral and written requests to be 
placed on list; media directories.

FEC 5

SYSTEM NAME:

Personnel records.

SYSTEM LOCATION:

Federal Election Commission. 
Washington, DC 20463.

CATEGORIES OF INDIVIDUALS COVERED BY THE  
SYSTEM:

Applicants for employment, current 
employees (including unpaid interns), 
and former employees.

CATEGORIES OF RECORDS IN THE SYSTEM:

(a) SF-171’s/résumés.
(b) SF-7 Record Cards (current and 

former employees).
(c) Official Personnel Folder (OPF).
(d) Employee Performance Folders 

(EPF). ,/;•
(e) Individual Employee Master Files.
(f) Discipline/Adverse Action Files.
(g) Outside Employment Files.
(h) Employee Medical File.
(i) Grievance Files.
(j) Appeal Files.

AUTHORITY FOR MAINTENANCE O F THE SYSTEM:

2 U.S.C. 437c and 5 CFR part 293.

ROUTINE USES O F RECORDS IN  THE SYSTEMS, 
INCLUDING CATEGORIES OF USERS AND THE  
PURPOSES O F SUCH USES:

(a) SF-171’s/Resumes—used by 
Personnel staff and all levels of 
management to evaluate qualifications 
and make personnel selections.

(b) SF-7 Record Cards—used by 
Personnel staff to verify salary, grade 
and service of current and former 
employees for use by prospective 
employers, credit bureaus, etc.

(c) OPF—used by Personnel staff to 
process and record personnel actions, 
and by Personnel staff and line 
managers to evaluate skills, ability and 
qualifications for selection, promotion, 
and other personnel actions.

(d) EPF—used by Personnel staff to 
record performance-related information 
such as performance appraisals, and by 
line managers as basis for personnel 
actions.

(e) Individual Employee Master File— 
computer-stored record of all personnel 
actions and other pertinent employee 
data; used by Personnel staff to process 
and record personnel actions and by the 
authorized Data Systems staff and 
Payroll and Accounting staff to update 
and revise files, programs and produce 
required statistical reports.

(f) Discipline and Adverse Actions— 
used by Personnel staff and line 
managers in considering decisions on 
such actions, and for appeals, 
grievances and hearings.

(g) Outside Employment Files—used 
by Personnel and legal staff to consider 
requests for outside employment and to 
verify approval/disapproval.

(h) Employee Medical Files—used by 
Personnel staff and line managers to 
record employee medical information 
pertinent to their performance/ 
attendance/conduct, and in reviewing 
the impact of medical conditions on 
their employment.

(i) Grievance Files—used by 
Personnel staff to record the disposition 
of employee grievances.

(j) Appeal Files—used by Personnel 
staff top record the disposition of 
employee appeals.

In addition to the above, in the event 
that a system of records maintained by 
this agency to carry out its functions 
indicated a violation or potential 
violation of law, whether civil, criminal 
or regulatory in nature, and whether 
arising by general statute or particular 
program statute, or by regulation, rule or 
order issued pursuant thereto, the 
relevant records in the system of records 
may be referred, as a routine use, to the 
appropriate agency, whether Federal, 
State, local or foreign, charged with the 
responsibility of investigation or 
prosecuting such violation or charged

with enforcing or implementing the 
statute, or rule, regulation or order 
issued pursuant thereto.

A record from the system of records 
may be disclosed as “routine use” to a 
Federal, State or local agency 
maintaining civil, criminal or other 
relevant enforcement information or 
other pertinent information, such as 
current licenses, if necessary to obtain 
information relevant to an agency 
decision concerning the hiring or 
retention of an employee, the issuance 
of a security clearance, the letting of a 
contract or the issuance of a license, 
grant or other benefit.

A record from this system of records 
may be disclosed to a Federal agency, in 
response to its request, in connection 
with the hiring or retention of an 
employee, the issuance of a security 
clearance, the reporting of an 
investigation of an employee, the letting 
of a contract or the issuance of a license, 
grant or other benefit by the requesting 
agency, to the extent that the 
information is relevant and necessary to 
the requesting agency’s decision in the 
matter.

A record from this system of records 
may be disclosed to an authorized 
complaints examiner, equal 
employment opportunity investigator, 
administrative law judge, arbitrator or 
other duly authorized official engaged 
in investigation or settlement of a 
grievance, complaint or appeal filed by 
an employee. A record from this system 
of records may be disclosed to the U.S. 
Office of Personnel Management in 
accordance with the agency’s 
responsibility for evaluation and 
oversight of Federal personnel 
management.

A record from this system of records 
may be disclosed to officers and 
employees of a Federal agency for 
purposes of audit.
Routine use fo r  disclosure to the 
Departm ent o f  Justice fo r  use in 
litigation:

It shall be a routine use of the records 
in this system of records to disclose 
them to the Department of Justice when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
Department of Justice has agreed to 
represent the employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the use of such
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reports by the Department of Justice is 
deemed by the Federal Election 
Commission to be relevant and 
necessary to the litigation provided, 
however, that in each case the agency 
determines that disclosure of the 
records to the Department of Justice is 
a use of the information contained in 
the records that is compatible with the 
purpose for which the records were 
collected.
Routine use fo r  Agency disclosure in 
litigation

It shall be a routine use of records 
maintained by this agency to disclose 
them in a proceeding before a court or 
adjudicative body before which the 
agency is authorized to appear when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
agency has agreed to represent the 
employee; or

(d) The United States, where the 
agency determines dial litigation is 
likely to affect the agency, or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the Federal 
Election Commission determines that, 
on a case-by-case bads, use of such 
records is relevant and necessary to the 
litigation, provided, however, that the 
agency determines that disclosure of the 
records is compatible with the purpose 
for which the records were collected.
POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND  
DISPOSING OF RECORDS IN  THE SYSTEM:

(a) Hard copy record kept in 
Personnel Office.

(b) Hard copy record kept in 
Personnel Office.

(c) Hard copy record kept in 
Personnel Office.

(d) Hard copy record kept in 
Personnel Office.

(e) Computer disk packs within 
central processing unit

(f) Hard copy record kept in Personnel 
Office.

(g) Hard copy record kept in 
Personnel Office.

(h) Hard copy record kept in 
Personnel Office.

{ij Hard copy record kept in Personnel 
Office.

(j) Hard copy record kept in Personnel 
Office.
RETRIEVABILJTY:

(a) Retrieval by hand of alphabetical 
files.

(b) Retrieval by hand of alphabetical 
files.

(c) Retrieval by hand of alphabetical 
files.

(d) Retrieval by hand of alphabetical 
files.

(e) On line access using SSN.
(f) Retrieval by hand of alphabetical 

files.
(g) Retrieval by hand of alphabetical 

files.
(h) Retrieval by hand of alphabetical 

files.
(i) Retrieval by hand of alphabetical 

files.
(j) Retrieval by hand of alphabetical 

files.

SAFEGUARDS:

faj Locked file cabinet in locked 
office.

(b) Locked Office.
(c) Locked file cabinet in locked 

office.
(d) Locked file cabinet in  locked 

office.
(e) Overall password for group 

number; individual password for each 
program; knowledge of password 
limited to appropriate personneL

tO Locked file cabinet in locked office, 
(g) Locked file cabinet in locked 

office.
{hj Locked file cabinet in locked 

office.
(i) Locked file cabinet in locked office.
(j) Locked file cabinet in locked office.

RETENTION AND DISPOSAL:

(a) 1 year; shredded, 
fbj Indefinite.
fc) Indefinite; transferred with 

employee to succeeding agency or 
retired to Federal Records Center upon 
retirement or termination/resignation 
from Federal service or death.

(d) Indefinite; shredded within 30 
days of employee departure unless part 
of ongoing adjudicatory action.

(e) Indefinite.
(f) 2 years; shredded.
(g) 2 years; shredded.
(h) Indefinite; transferred with 

employee to succeeding agency or 
retired to Federal Records Center upon 
retirement or termination/resignation 
from Federal service or death.

{ij Indefinite, 
tj) Indefinite.

SYSTEM  M A N A G E R S ) AND ADDRESS:

The Director of Personnel, Federal 
Election Commission, Washington, DC 
20463, {202/219-3440).

NOTIFICATION PROCEDURES:

Refer to Commission access 
regulations at 11 CFR 1.1 et seq., 41 
43064 (1976).

RECORD ACCESS PROCEDURES:

Same as above.

CONTESTING RECORD PROCEDURES:

Same as above.

RECORD SOURCE CATEGORIES:

Peronriel applications, résumés, 
employment forms, records of personnel 
action.

FEC 6

SYSTEM NAME:

Candidate reports and designations.

SYSTEM LOCATION:

Federal Election Commission, 
Washington, DC 20463.

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM:

Candidates for Federal office required 
to file reports of contributions and 
expenditures and designations of 
campaign depositories and authorized 
committees.

CATEGORIES OF RECORDS IN THE SYSTEM:

Reports and Statements of candidates; 
reports by delegates and other persons 
making contributions or independent 
expenditures and designations on behalf 
of a Federal candidate but not through 
a political committee, candidate, or 
authorized committee or agent of a 
candidate.

AUTHORITY FOR MAINTENANCE OF TH E SYSTEM:

2 U.S.C. 432{e), 434, and 437b{aHl).

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEG O RIES O F USERS AND 
THE PURPOSES OF SUCH USES:

This system may be used by any 
person for information purposes. 
However, any information copied from 
such reports shall not be sold or utilized 
by any person for the purposes of 
soliciting contributions or for any 
commercial purpose.
Routine usé fo r  disclosure to the 
Department o f  Justice fo r  use in 
litigation:

It shall be a routinë use of the records 
in this system of records to disclose 
them to the Department of Justice when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
Department of Justice has agreed to 
represent the employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the use of such
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reports by the Department of Justice is 
deemed by the Federal Election 
Commission to be relevant and 
necessary to the litigation provided, 
however, that in each case the agency 
determines that disclosure of the 
records to the Department of Justice is 
a use of the information contained in . 
the records that is compatible with the 
purpose for which the records were 
collected.
Routine use fo r  Agency disclosure in 
litigation:

It shall be a routine use of records 
maintained by this agency to disclose 
them in a proceeding before a court or 
adjudicative body before which the 
agency is authorized to appear when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
agency has agreed to represent the 
employee; or

(a) The United States, where the 
agency determines that litigation is 
likely to affect the agency, or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the Federal 
Election Commission determines that, 
on a case-by-case basis, use of such 
records is relevant and necessary to the 
litigation, provided, however, that the 
agency determines that disclosure of the 
records is compatible with the purpose 
for which the records were collected.
POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING AND  
DISPOSING OR RECORDS M  TH E  SYSTEM:

s t o r a g e :

Paper records and/or microfilm and 
on-line disk storage electronic data 
processing system.
r e t r ie v a b iu t y :

Retrievable by candidate’s name, or 
by State in which candidate seeks 
election; candidate identification 
number or last name for computer 
storage.

s a f e g u a r d s : .

Locked filing cabinets.
Re t e n t io n  a n d  d is p o s a l :

Reports are preserved for a 10-year 
period except that reports relating solely 
to candidates for the House of 
Representative are preserved for 5 years 
from the date of receipt. Microfilm is 
preserved indefinitely.

SYSTEM MANAGER(S) AND ADDRESS:

The Assistant Staff Director, for 
Disclosure, Federal Election

Commission, Washington, DC 20463, 
(202/219-3440).

NOTIFICATION PROCEDURES:

Refer to Commission access 
regulations at 11 CFR 1.1 et seq., 41 FR 
43064 (1976).

RECORD ACCESS PROCEDURES:

Same as above.

CONTESTING RECORD PROCEDURES:

Same as above.

RECORD SOURCE CATEGORIES:

Reports filed with the FEC.

FEC 7

SYSTEM NAME:

Certification for primary matching 
funds and general election campaign 
funds.

SYSTEM LOCATION:

Federal Election Commission, 
Washington, DC 20463.

CATEGORIES OF INDIVIDUALS COVERED BY THE
s y s t e m :

Candidates for nomination or election 
to the Office of President of the United 
States.

CATEGORIES O F RECORDS IN THE SYSTEM: 

Certification forms ànd supporting 
data requesting matching funds or 
election funds.

AUTHORITY FOR MAINTENANCE OF TH E SYSTEM: 

26 U.S.C. 9003, 9006; 26 U.S.C. 9033, 
9036, 9037.

ROUTINE USE OF RECORDS M AINTAINED IN THE  
SYSTEM, INCLUDING CATEGORIES O F USERS AND  
THE PURPOSES OF SUCH USES:

Certification of eligibility for funds by 
presidential candidates. These files are 
available for public inspection.
Routine use fo r  disclosure to the 
Department o f  Justice fo r  use in 
litigation:

It shall be a routine use of the records 
in this system of records to disclose 
them to the Department of Justice when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
Department of Justice has agreed to 
represent the employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency or any of its 
components.
is a party to litigation or has an interest 
in such litigation, and the use of such 
reports by the Department of Justice is

deemed by the Federal Election 
Commission to be relevant and 
necessary to the litigation provided, 
however, that in each case the agency 
determines that disclosure of the 
records to the Department of Justice is 
a use of the information contained in 
the records that is compatible with the 
purpose for which the records were 
collected.
Routine use fo r  Agency disclosure in 
litigation:

It shall be a routine use of records 
maintained by this agency to disclose 
them in a proceeding before a court or 
adjudicative body before which the 
agency is authorized to appear when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
agency has agreed to represent the 
employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency, or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the Federal 
Election Commission determines that, 
on a case-by-case basis, use of such 
records is relevant and necessary to the 
litigation, provided, however, that the 
agency determines that disclosure of the 
records is compatible with the purpose 
for which the records were collected.

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND  
DISPOSING OF RECORDS IN THE SYSTEM:

STORAGE:

Paper records.

RETRIEVA BILITY:

Indexed by name of candidate.

SAFEGUARDS:

Locked filing cabinets.

RETENTION AND DISPOSAL:

Indefinite.

SYSTEMS M ANAG ER(S) AND ADDRESS:

Assistant Staff Director for Audit, 
Federal Election Commission, 
Washington, DC 20463 (202/219-3440).

NOTIFICATION PROCEDURES:

Refer to Commission access 
regulations at 11 CFR 1.1 et seq., 41 FR 
43064 (1976).

RECORDS ACCESS PROCEDURES:

Same as above.

CONTESTING RECORD PROCEDURES:

Same as above.
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RECORD SOURCE CATEGORIES:

Certification reports filed with the 
Commission.

FEC 8

SYSTEM NAME:

Payroll records.

SYSTEM l o c a t io n :

Federal Election Commission, 
Washington, DC 20463.

CATEGORIES OF RECORDS IN THE SYSTEM: 

Varied payroll records, including, 
among other documents, time and 
attendance cards; payment vouchers; 
comprehensive listing of employees; 
health benefit records; requests for 
deductions; tax forms; W-2 forms; 
overtime requests; leave data; and 
retirement records. Records are used by 
Commission employees to maintain 
adequate payroll information for 
Commission employees, and otherwise 
by Commission employees who have a 
need for the record in the performance 
of their duties.
AUTHORITY FOR MAINTENANCE OF THE SYSTEM:

31 U.S.C., generally. Also, 2 U.S.C. 
437c(f).
ROUTINE USES FOR RECORDS MAINTAINED IN THE  
SYSTEM, INCLUDING CATEGORIES OF USERS AND  
THE PURPOSES OF SUCH USES:

In the event that a system of records 
maintained by this agency to carry out 
its functions indicated a violation or 
potential violation of law, whether civil, 
criminal or regulatory in nature, and 
whether arising by general statute or 
particular program statute, or by 
regulation, rule or order issued pursuant 
thereto, the relevant records in die 
system of records may be referred, as a 
routine use, to the appropriate agency, 
whether Federal, State, local or foreign, 
charged with the responsibility of 
investigating or prosecuting such 
violation or charged with enforcement 
or implementation of the statute or rule, 
regulation or order issued pursuant 
thereto.

A record from this system of records 
may be disclosed as a “routine use” to 
a Federal, State, or local agency 
maintaining civil, criminal or other 
relevant enforcement information, such 
as current licenses, if necessary to 
obtain information relevant to an agency 
decision concerning the hiring or 
retention of an employee, the issuance 
of a security clearance, the letting of a 
contract or the issuance of a license, 
grant or other benefit. A record from this 
system of records may be disclosed to a 
Federal agency, in response to its 
request, in connection with the hiring or 
retention of an employee, the issuance

of a security clearance, the reporting of 
an investigation of an employee, the 
letting of a contract, or the issuance of 
a license, grant or other benefit by the 
requesting agency, to the extent that the 
information is relevant and necessary to 
the requesting agency’s decision in the 
matter.

A record from this system of records 
may be disclosed to an authorized 
appeal grievance examiner, formal 
complaints examiner, equal 
employment opportunity investigator, 
arbitrator or other duly authorized 
official engaged in investigation or 
settlement of a grievance, complaint, or 
appeal filed by an employee. A record 
from this system of records may be 
disclosed to the Office of Personnel 
Management in accordance with the 
agency’s responsibility for evaluation 
and oversight of Federal personnel 
management.

A record from this system of records 
may be disclosed to officers and 
employees of a Federal agency for 
purposes of audit.

The information contained in this 
system of records will be disclosed to 
the Office of Management and Budget in 
connection with the review of private 
relief legislation as set forth in OMB 
Circular No. A-19 at any stage of the 
legislative coordination and clearance 
processes as set forth in that circular.

Records also are disclosed to GAO for 
audits; to the Internal Revenue Service 
for investigation; and to private 
attorneys, pursuant to a power of 
attorney.

A copy of an employee’s Department 
of the Treasury form W-2, wage and tax 
statement, also is disclosed to the State 
and city, or other local jurisdiction 
which is authorized to tax the 
employee’s compensation. The record 
will be provided in accordance with a 
withholding agreement between the 
State, city, or other local jurisdiction 
and the Department of the Treasury 
pursuant to 5 U.S.C. 5516, 5517, or 
5520, or, in the absence thereof, in 
response to a written request from an 
appropriate official of the taxing 
jurisdiction to the Assistant Director for 
Administration; Federal Election 
Commission, Washington, DC 20463. 
The request must include a copy of the 
applicable statute or ordinance 
authorizing the taxation of 
compensation and should indicate 
whether the authority of the jurisdiction 
to tax the employee is based on place of 
residence, place of employment, or 
both.

Pursuant to a withholding agreement 
between a city and the Department of 
the Treasury (5 U.S.C. 5520), copies of 
executed city tax withholding

certificates shall be furnished the city in 
response to a written request from an 
appropriate city official to the Assistant 
Staff Director for Administration.

In the absence of a withholding 
agreement, the Social Security number 
will be furnished only to a taxing 
jurisdiction which has furnished this 
agency with evidence of its independent 
authority to compel disclosure of the 
Social Security number, in accordance 
with section 7 of the Privacy Act.
Routine use fo r  disclosure to the 
Department o f Justice fo r  use in 
litigation:

It shall be a routine use of the records 
in this system of records to disclose 
them to the Department of Justice when:

(a) The agency, or any component 
thereof; or ^

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
Department of Justice has agreed to 
represent the employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the use of such 
reports by the Department of Justice is 
deemed by the Federal Election 
Commission to be relevant and 
necessary to the litigation provided, 
however, that in each case the agency 
determines that disclosure of the 
records to the Department of Justice is 
a use of the information contained in 
the records that is compatible with the 
purpose for which the records were 
collected.
Routine use fo r  Agency disclosure in 
litigation:

It shall be a routine use of records 
maintained by this agency to disclose 
them in a proceeding before a court or 
adjudicative body before which the 
agency is authorized to appear when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
agency has agreed to represent the 
employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency, or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the Federal 
Election Commission determines that, 
on a case-by-case basis, use of such
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records is relevant and necessary to the 
litigation, provided, however, that the 
agency determines that disclosure of the 
records is compatible with the purpose 
for which the records were collected.
POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING AND  
DISPOSING OF RECORDS IN THE SYSTEM:

s t o r a g e :

Computer disk packs within central 
processing unit.
r e t r ie v a b il it y :

On line access program utilizing 
employee social security number.
s a f e g u a r d s :

Overall password for group number; 
individual password for each program; 
knowledge of password limited to 
appropriate personnel.
RETENTION AND DISPOSAL:

Disposition of records shall be in 
accordance with theHB GSA Records 
Maintenance and Disposition System 
(OADP 1820.2).
SYSTEM MANAGER(S) AND ADDRESS:

The Assistant Staff Director for 
Administration, Federal Election 
Commission, Washington, DC 20463, 
(202/219-3440). N
NOTIFICATION PROCEDURES:

Refer to Commission access 
regulations at 11 CFR 1.1 et seq., 41 FR 
43064(1976).
RECORD ACCESS PROCEDURES:

Same as above.
CONTESTING RECORD PROCEDURES:

Same as above.
RECORD SOURCE CATEGORIES:

The subject individual; the Federal 
Election Commission.

FEC 9
SYSTEM NAME:

Litigation Actions.
SYSTEM LOCATION:

Federal Election Commission, 
Washington, DC 20463.

CATEGORIES O F INDfVIDUALS COVERED BY THE  
SYSTEM:

Individuals who have brought judicial 
action against the Commission and 
individuals against whom the 
Commission has brought judicial action 
pursuant to 2 U.S.C. 437g or 437h, 26 
U.S.C. 9011 or 9041, 5 U.S.C. 552 or any 
other statute.

CATEGORIES OR RECORDS IN  THE SYSTEM:

All papers incident to a law suit, 
including discovery materials, motions, 
briefs, arid orders. .

AUTHORITY FOR M AINTENANCE O F THE SYSTEM:

2 U.S.C. 437g(a)(6), 437g(a)(8), 
437g(a)(ll), and 437h.

ROUTINE USES OF RECORDS MAINTAINED IN THE  
SYSTEM, INCLUDING CATEGORIES OF USERS, AND  
THE PURPOSES OF SUCH USES:

Maintained for historical purposes 
and for consultation as precedent in 
subsequent judicial or administrative 
actions. Civil litigation is handled by 
the General Counsel’s office. Access is 
limited to FEC staff on a restricted basis.
Routine use fo r  d isclosure to the 
Department o f Ju stice fo r  use in 
litigation:

It shall be a routine use of the records 
in this system of records to disclose 
them to the Department of Justice when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
Department of Justice has agreed to 
represent the employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the use of such 
reports by the Department of Justice is 
deemed by the Federal Election 
Commission to be relevant and 
necessary to the litigation provided, 
however, that in each case the agency 
determines that disclosure of the 
records to the Department of Justice is 
a use of the information contained in 
the records that is compatible with the 
purpose for which the records were 
collected.
Routine use fo r  Agency disclosure in 
litigation:

It shall be a routine use of records 
maintained by this agency to disclose 
them in a proceeding before a court or 
adjudicative body before which the 
agency is authorized to appear when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
agency has agreed to represent the 
employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency, or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the Federal 
Election Commission determines that, 
on a case-by-case basis, use of such

records is relevant and necessary to the 
litigation, provided, however, that the 
agency determines that disclosure of the 
records is compatible with the purpose 
for which the records were collected.

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND  
DISPOSING OF RECORDS IN THE SYSTEM:

STORAGE:

Paper records and microfilm. 

RETRIEVABILITY:

System indexed by name of party 
litigant and, as applicable, by microfilm 
roll and frame number.

SAFEGUARDS:

This system is kept in locked filing 
cabinets or in limited access areas under 
personal surveillance during working 
hours, and in locked rooms at other 
times.

RETENTION AND DISPOSAL:

Indefinite.

S Y STE M  M ANAG ER(S) A t «  ADDRESS:

The General Counsel, Federal Election 
Commission, Washington, DC 20463, 
(202/219-3440).

NO TIFICATIO N PROCEDURES:

Refer to Commission access 
regulations at 11 CFR 1.1 et seq., 41 FR 
43064 (1976).

RECORD ACCESS PROCEDURES:

Same as above.

CONTESTING RECORD PROCEDURES:

Same as above.

RECORD SOURCE CATEGORIES:

Individual party litigants and counsel, 
court personnel and the Federal 
Election Commission.

F E C  1 0  

SYSTEM NAME:

Letter file, Public Communications.

SYSTEM LOCATION:

Federal Election Commission, 
Washington, DC 20463.

CATEGORIES OF INDIVIDUALS COVERED BY THE  
SYSTEM:

Individuals who have written to the 
FEC requesting answers to specific 
questions.

CATEGORIES O F RECORDS IN TH E  SYSTEM: 

Inquiries by individuals concerning 
the Federal Election Campaign Act of 
1971, as amended,

AUTHORITY FOR M AINTENANCE O F THE SYSTEM:

2 U.S.C. 438(a).
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ROUTINE USES OF RECORDS MAINTAINED IN THE  
SYSTEM, INCLUDING CATEGORIES OF USERS AND  
THE PURPOSES OF SUCH USES:

Response to inquiries.
Routine use fo r  disclosure to the 
Department o f Justice fo r  use in 
litigation:

It shall be a routine use of the records 
in this system of records to disclose 
them to the Department of Justice when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
Department of Justice has agreed to 
represent the employee; or

(d) The United States, where the 
^  agency determines that litigation is

likely to affect the agency or any of its 
components.
is a party to litigation or has an interest 
in such litigation, and the use of such 
reports by the Department of Justice is 
deemed by the Federal Election 
Commission to be relevant and 
necessary to the litigation provided, 
however, that in each case the agency 
determines that disclosure of the 
records to the Department of Justice is 
a use of the information contained in 
the records that is compatible with the 
purpose for which the records were 
collected.
Routine use fo r  Agency disclosure in 
litigation:

It shall be a routine use of records 
maintained by this agency to disclose 
them in a proceeding before a court or 
adjudicative body before which the 
agency is authorized to appear when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
agency has agreed to represent the 
employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency, or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the Federal 
Election Commission determines that, 
on a case-by-case basis, use of such 
records is relevant and necessary to the 
litigation, provided, however, that the 
agency determines that disclosure of the 
records is compatible with the purpose 
for which the records were collected.

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING AND 
DISPOSING OF RECORDS IN THE SYSTEM:

STORAGE:

Paper files.

RETRIEVABILITY:

Name of individual.

RETENTION AND DISPOSAL:

Retained in-house for one year; 
shipped afterward to general storage.

SYSTEM M ANAGER(S) AND ADDRESS:

The Assistant Staff Director for 
Information, Federal Election 
Commission, Washington, DC. 20463 
(202/219-3440).
NOTIFICATION PROCEDURES:

Refer to Commission access 
regulations at 11 CFR 1.1 et seq., 41 FR 
43064(1976).
RECORD ACCESS PROCEDURES:

Same as above.
CONTESTING RECORD PROCEDURES:

Same as above.
RECORD SOURCE CATEGORIES:

Individuals who request information 
in writing.

FEC 11 

SYSTEM NAME:

Contributor Name Index System.
SYSTEM LOCATION:

Federal Election Commission, 
Washington, DC 20463.
CATEGORIES OF INDIVIDUALS COVERED BY THE
s y s t e m :

Individuals who have been listed on 
campaign finance reports as having 
given $200 or more per transaction to a 
Federal candidate or their supporting 
political committee.
CATEGORIES OF RECORDS IN THE SYSTEM: 

On-line disk storage electronic data 
processing index of names.

AUTHORITY FOR MAINTENANCE OF THE SYSTEM:

2 U.S.C. 441a.

ROUTINE U$ES OF RECORDS MAINTAINED IN THE  
SYSTEM, INCLUDING CATEGORIES OF USERS AND  
THE PURPOSES OF SUCH USES:

Commission staff and the public may 
use this system to ascertain whether and 
to what extent named individuals have 
made contributions to Federal 
candidates and political committees.
Routine use fo r  disclosure to the 
Department o f Justice fo r  use in 
litigation:

It shall be a routine use of the records 
in this system of records to disclose 
them to the Department of Justice when:

27, 1994 / Notices

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
Department of Justice has agreed to 
represent the employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency, or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the use of such 
reports by the Department of Justice is 
deemed by Federal Election 
Commission to be relevant and 
necessary to the litigation, provided, 
however, that in each case the agency 
determines that disclosure of the 
records to the Department of Justice is 
a use of the information contained in 
the records that is compatible with the * 
purpose for which the records were 
collected.
Routine use fo r  Agency disclosure in 
litigation:

It shall be a routine use of records 
maintained by this agency to disclose 
them in a proceeding before a court or 
adjudicative body before which the 
agency is authorized to appear when:

(a) The agency, or any component 
thereof; or

(b) Any employee of the agency in his 
or her, official capacity; or

(c) Any employee of the agency in his 
or her individual capacity where the 
agency has agreed to represent the 
employee; or

(d) The United States, where the 
agency determines that litigation is 
likely to affect the agency, or any of its 
components,
is a party to litigation or has an interest 
in such litigation, and the Federal 
Election Commission determines that, ^ 
on a case-by-case basis, use of such 
records is relevant and necessary to the 
litigation, provided, however, that the 
agency determines that disclosure of the 
records is compatible with the purpose 
for which the records were collected,

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING AND  
DISPOSING OF RECORDS IN THE SYSTEM:

s t o r a g e :

On-line disk storage electronic data. A 

RETRIEVABILITY:

Indexed by last ñamé of contributor. 

SAFEGUARDS:

Requests are “handled only on an 
overnight request basis, with 
Commission staff doing research and 
retrieval.
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RETENTION AND DISPOSAL:

Indefinite.

SYSTEM M A N A G E R S ) AND ADDRESS:

The Assistant Staff Director for Data 
Systems Development Division, Federal 
Election Commission, Washington, DC 
20463,(202/219-3440).

n o t if ic a t io n  p r o c e d u r e s :

Refer to Commission access 
regulations at 11 CFR 1.1 et seq., 41 FR 
43064 (1976).
RECORD ACCESS PROCEDURES:

Same as above.
CONTESTING RECORD PROCEDURES:

Same as above.
RECORD SOURCE CATEGORIES:

Individual contributors.

FEC 12 

SYSTEM NAME:

Inspector General Investigative Files. 

SYSTEM l o c a t io n :

Federal Election Commission, 
Washington, DC 20463.
CATEGORIES OF INDIVIDUALS COVERED BY THE
s y s t e m :

Individuals who are the subjects of 
complaints.
CATEGORIES OF RECORDS IN THE SYSTEM: 

Complaints, referrals from other 
agencies, investigative notes, interviews, 
reports, interrogatories and responses 
thereto.
AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 

Inspector General Act Amendments of 
1988, Public Law 100-504, amending 
the Inspector General Act of 1978,
Public Law 95-402, 5 U.S.C. app.

ROUTINE USES OF RECORDS MAINTAINED IN THE  
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES O F SUCH USES:

Material is maintained in the Office of 
Inspector General’s (OIG) investigative 
files. Access to files is restricted to OIG 
Staff and then on a need to know basis. 
Criminal violations are referred to the 
Justice Department.
Systems exem pted:

System exempt under 5 U.S.C. 
552a(j)(2) and 5 U.S.C. 552a(k)(2). See 
11 CFR 1.14.

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING AND 
DISPOSING OF RECORDS IN THE SYSTEM:

STORAGE:

Paper and computer records. 
RETr ie v a b il it y :

The records are retrieved by the name 
of the subject of the investigation or by

a unique control number assigned to 
each investigation.

SAFEGUARDS:

The paper records and computer disks 
are kept in locked cabinets in limited 
access areas under personal surveillance 
during working hours and in locked 
cabinets in a locked room at all other 
times.

RETENTION AND DISPOSAL:

Indefinite.

SYSTEM M ANAG ER(S) AND ADDRESS:

The Inspector General, Federal 
Election Commission, Washington, DC 
20463, (202/219-4267).

NOTIFICATION PROCEDURES:

Refer to Commission access 
regulations at 11 CFR 1.1 et seq., 41 FR 
43064 (1976).

RECORD ACCESS PROCEDURES:

Same as above.

CONTESTING RECORD PROCEDURES:

Same as above.

RECORD SOURCE CATEGORIES:

Complaints, subjects, third parties 
who have been requested to produce 
relevant information, referring agencies.

SYSTEMS EXEMPTED FROM CERTAIN PROVISIONS  
OF TH E ACT:

With respect to investigations, the 
system is exempt pursuant to 5 U.S.C. 
552a(k)(2).
[FR Doc. 94-26613 Filed 10-26-94; 8:45 am] 
BILLING CODE 6715-01-M

FEDERAL MARITIME COMMISSION
(Docket No. 94 -24 ]

South Carolina State Ports Authority 
Regulation of Stevedore and Marine 
Terminal Functions; Notice of Filing of 
Petition for Declaratory Order

Notice is given that a petition for 
declaratory order has been filed by The 
South Carolina State Ports Authority 
(“Petitioner”).

The petitioner requests that the 
Commission issue a declaratory order 
endorsing its proposed stevedore 
licensing guidelines, which would 
require applicants to bring new business 
to the Port of Charleston, and which 
would reserve for petitioner the right to 
perform public marine terminal 
operations at its facilities.

Interested persons may submit replies 
to the Secretary, Federal Maritime 
Commission, Washington, DC 20573- 
0001 on or before November 28,1994, 
in an original and 15 copies. Replies

shall also be served on counsel for 
Petitioner: Linette G. Tobin, Garvey, 
Schubert & Barer, Fifth floor, 1000 
Potomac Street, NW., Washington, DC 
20007. Replies shall contain the 
complete factual and legal presentation 
of the replying party as to the desired 
resolution of the petition (See 46 CFR 
502.68(d)).

Copies of the petition are available for 
examination at the Washington, DC 
Office of the Commission, 800 North 
Capitol Street, NW., Room 1046.
J o s e p h  C . P o lk in g ,

Secretary.
[FR Doc. 94-26578 Filed 10-26-94; 8:45 am] 
BILLING CODE 6730-01-M

FEDERAL RESERVE SYSTEM

Commerzbank Aktiengesellschaft, 
Frankfurt am Main, Federal Republic of 
Germany; Application to Engage in 
Nonbanking Activities

Commerzbank Aktiengesellschaft, 
Frankfurt am Main, Federal Republic of 
Germany (Applicant), has applied 
pursuant to section 4(c)(8) of the Bank 
Holding Company Act (12 U.S.C. 
1843(c)(8)) (BHC Act) and § 225.23(a)(3) 
of the Board’s Regulation Y (12 CFR 
225.23(a)(3)) to engage de novo through 
CB Clearing, Inc., Chicago,-Illinois 
(Company), a futures commission 
merchant (FCM) registered under the 
Commodity Exchange Act (7 U.S.C. § 1 
et seq.), in executing and clearing, 
clearing without executing, and 
purchasing and selling through the use 
of omnibus trading accounts futures and 
options on futures on nonfinancial 
commodities that previously have been 
approved by the Board. Applicant also 
has applied to engage through Company 
in executing transactions with respect to 
the following contracts: Major Market 
Index options traded on the American 
Stock Exchange; Standard & Poor’s 100 
Stock Index options, Standard & Poor’s 
500 Stock Index options, Long-Term 
Interest Rate options, Short-Term 
Interest Rate options, Long-Term U.S. 
Treasury Index options, and Short-Term 
U.S. Treasury Index options traded on 
the Chicago Board Options Exchange; 
and Deutsche Mark options, Swiss 
Franc options, Australian Dollar 
options, British Pound options, 
Canadian Dollar options, European 
Currency Unit (ECU) options, French 
Franc options and Japanese Yen options 
traded on the Philadelphia Stock 
Exchange. Applicant proposes to 
conduct these activities throughout the 
world.

Section 4(c)(8) of the BHC Act 
provides that a bank holding company



53988 Federal Register Y Yol. 59, No. 207 / Thursday, October 27, 1994 / Notices

may, with Board approval, engage in 
any activity which the Board, after due 
notice and opportunity for hearing, has 
determined (by order or regulation) to 
be so closely related to banking or 
managing or controlling banks as to be 
a proper incident thereto. This statutory 
test requires that two separate tests be 
met for an activity to be permissible for 
a bank holding company. First, the 
Board must determine that the activity 
is, as a general matter, closely related to 
banking. Second, the Board must find in 
a particular case that the performance of 
the activity by the applicant bank 
holding company may reasonably be 
expected to produce public benefits that 
outweigh possible adverse effects.

A particular activity may be found to 
meet the “closely related to banking" 
test if it is demonstrated that banks 
generally have provided the proposed 
activity, that banks generally provide 
services that are operationally or 
functionally similar to the proposed 
activity so as to equip them particularly 
well to provide the proposed activity, or 
that banks generally provide services 
that are so integrally related to the 
proposed activity as to require their 
provision in a specialized form.
N ational Courier A ss’n v. B oard o f  
Governors, 516 F.2d 1229,1237 (D C.
Cir. 1975). In addition, the Board may 
consider any other basis that may 
demonstrate that the activity has a 
reasonable or close relationship to 
banking or managing or controlling 
banks. Board Statement Regarding 
Regulation Y, 49 FR806 (1984).

Applicant maintains that the Board 
previously has determined that the 
proposed FCM activities are closely 
related to banking. See Bank of 
Montreal, 79 Federal Reserve Bulletin 
1049 (1993); J.P . Morgan & Co. 
Incorporated, 80 Federal Reserve 
Bulletin 151 (1994)(/.P. Morgan). 
Applicant states that it would perform 
the proposed FCM activities in a 
manner consistent with these previous 
orders. Applicant also maintains that 
the Board previously has determined by 
regulation and order that the proposed 
options execution activities are closely 
related to banking. S ee M anufacturers 
H anover Corporation, 76 Federal 
Reserve Bulletin 774 (1990); 12 C.F.R. § 
225.25 (b)(15). Applicant states that it 
would perform the proposed options 
execution activities in accordance with 
this order and regulation.

in order to approve this proposal, the 
Board must determine that the proposed 
activities “can reasonably be expected 
to produce benefits to the public, such 
as greater convenience, increased 
competition, or gains in efficiency, that 
outweigh possible adverse effects, such

as undue concentration of resources, 
decreased or unfair competition, 
conflicts of interests, or unsound 
banking practices. ” 12 U.S.C. § 
1843(c)(8). Applicant believes that the 
proposal would produce public benefits 
that outweigh any potential adverse 
effects. In particular, Applicant 
maintains that the proposal will 
enhance competition and enable 
Applicant to offer its customers a 
broader range of services. In addition. 
Applicant states that the proposed 
activities will not result in  adverse 
effects such as an undue concentration 
of resources, decreased or unfair 
competition, conflicts of interest, or 
unsound banking practices.

In publishing the proposal for 
comment, tira Board does not táce a 
position on issues raised by the 
proposal. Notice of the proposal is 
published sblely to seek the views of 
interested persons on the issues 
presented by the application and does 
not represent a determination by the 
Board that the proposal meets, or is 
likely to meet, the standards of the BHC 
Act.

Any comments or requests for hearing 
should Ira submitted in writing and 
received by William W. Wiles,
Secretary, Board of Governors of the 
Federal Reserve System, Washington, 
D.C. 20551, not later than November 21, 
1994. Any request for a hearing on this 
application must, as required by § 
262.3(e) of the Board’s Rules of 
Procedure (12 CFR 262.3(e)), be 
accompanied by a statement of the 
reasons why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute, summarizing the 
evidence that would be presented at a 
hearing, and indicating how the party 
m m minting would be aggrieved by 
approval of the proposal.

This application may be inspected at 
the offices of the Board of Governors or 
the Federal Reserve Bank of New York.

Board of Governors of tira Federal Reserve 
System, October 21,1994.
Jennifer J. Johnson,
D eputy Secretary o f  th e Board.
[FRDoc. 94-26605 Filed 10-26-94; 8:45 am] 
BILLING CODE «2MMU-F

James D. Massee, et al.; Change in 
Bank Control Notices; Acquisitions of 
Shares of Banks or Bank Holding 
Companies

The notificants listed below have 
applied under the Change in  Bank 
Control Act (12 U.S.C 1817(j)) and § 
225.41 of the Board’s Regulation Y (12 
CFR 225.41) to acquire a bank or bank

holding company. The factorsthat are 
considered in acting on the notices are 
set forth in paragraph 7 of the Act (12 
U.S.C 1817(j)(7)).

The notices are available for 
immediate inspection at the Federal 
Reserve Bank indicated. Once the 
notices have been accepted for 
processing, they will also be available 
for inspection at the offices of the Board 
of Governors. Interested persons may 
express their views in writing to the 
Reserve Bank indicated for that notice 
or to the offices of the Board of 
Governors. Comments must be received 
not later than November 16,1994.

A. Federal Reserve Bank of 
Minneapolis (James M. Lyon, Vice 
President) 250 Marquette Avenue, 
Minneapolis, Minnesota 55480:

1. Jam es D. M assee and W ade ft. 
Schm idt, both of Appleton, 
Minneapolis; to acquire a total of 100 
percent of the voting shares of MPS 
Investment Company, Appleton, 
Minnesota, and thereby indirectly 
acquire Farmers and Merchants State 
Bank of Appleton, Appleton, Minnesota.

Board of Governors of the Federal Reserve 
System, October 21,1994.
Jennifer J. Johnson,
D eputy Secretary o f  the Board.
(FR Doc. 94-26606 Filed 10-26-94; 8:45 am] 
BILLING CODE 8210-01-F

Whitney Holding Corporation, et ah; 
Formations of; Acquisitions by; and 
Mergers of Bank Holding Companies

The companies listed in this noticfe 
have applied for the Board’s approval 
under section 3 of the Bank Holding 
Company Act (12 U.S.C. 1642) and § 
225.14 of the Board’s Regulation Y (12 
CFR 225.14) to  become a bank holding 
company or to acquire a bank or bank 
holding company. The factors that are 
considered in acting on the applications 
are set forth in section 3(c) of the Act 
(12 U & C  1842(c)).

Each application is available for 
immediate inspection at the Federal 
Reserve Bank indicated. Once the 
application has been accepted for 
processing, it will also be available for 
inspection at the offices of the-Board of 
Governors. Interested persons may 
express their views in writing to the 
Reserve Bank or to the offices of the 
Board of Governors. Any comment on 
an application that requests a hearing 
must include a statement of why a 
written presentation would not suffice 
in lieu of a hearing, identifying 
specifically any questions offset that 
are in dispute and summarizing the 
evidence that would be presented at a 
hearing.
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Unless otherwise noted, comments 
regarding each of these applications 
must be received not later than 
November 21,1994.

A. Federal Reserve Bank of Atlanta 
(Zane R. Kelley, Vice President) 104 
Marietta Street, N.W., Atlanta, Georgia 
30303:

i. W hitney Holding Corporation, New 
Orleans, Louisiana; to acquire 100 
percent of the voting shares of Whitney 
Bank of Alabama, Mobile, Alabama, a de 
novo bank.

B. Federal Reserve Bank of Chicago 
(James A. Bluemle, Vice President) 230 
South LaSalle Street, Chicago, Illinois 
60690:

1. First N ational Independent 
Bancorp, Inc., La Grange, Illinois, and 
Wesco Investment Company, La Grange, 
Illinois; to become a bank holding 
company by acquiring 51 percent of the 
voting shares of FNBC of La Grange,
Inc., La Grange, Illinois, and thereby 
indirectly acquire Mokena State Bank, 
Mokena, Illinois; First National Bank of 
La Grange, La Grange, Illinois; and West 
Chicago State Bank, West Chicago, 
Illinois.

2. Oak Bancorporation, Oakland,
Iowa; to acquire 100 percent of the 
voting shares of Security Bancorp, 
Stanton, Iowa, and thereby indirectly 
¡acquire Security State Bank, Stanton, 
Iowa.

C. Federal Reserve Bank of St. Louis 
(Randall C. Sumner, Vice President) 411 
Locust Street, St. Louis, Missouri 63166:

1. Am erican Bancshares, Inc., 
Highland, Illinois; to become a bank 
holding company by acquiring 100 
percent of the voting shares of American 
Bank of Illinois in Highland, Highland, 
Illinois.

D. Federal Reserve Bank of Kansas 
City (John E. Yorke, Senior Vice 
President) 925 Grand Avenue, Kansas 
City, Missouri 64198:

1. Berlau Bancshares, Inc., Prairie 
Village, Kansas; to become a bank 
holding company by acquiring 100 
percent of the voting shares of Brooke 
State Bank, Jewell, Kansas.

E. Federal Reserve Bank of Dallas 
(Genie D. Short, Vice President) 2200 
North Pearl Street, Dallas, Texas 75201- 
2272:

1. Texas Financial Bancorporation, 
Inc., Minneapolis, Minnesota; to acquire 
100 percent of the voting shares of 
acquire Fulton State, Fulton, Illinois; 
Monmouth Trust and Savings Bank, 
Monmouth, Illinois; Monmouth 
Financial Services, Inc., Minneapolis, 
Minnesota; and First National Bank of 
Rosenberg, Rosenberg, Texas.

Board of Governors of the Federal Reserve 
System, October 21,1994.
J e n n ife r  J. J o h n s o n ,

D eputy S ecretary  o f the Board.
[FR Doc. 94-26607 Filed 10-26-94; 8:45 am] 
BILUNG CODE 6210-01-F

GENERAL SERVICES 
ADMINISTRATION

Public Buildings Service; Record of 
Decision; New United States 
Courthouse-Federal Building in 
Sacramento, CA

The United States General Services 
Administration (GSA) announces its 
decision, in accordance with the 
National Environmental Policy Act 
(NEPA) and the Regulations issued by 
the Council on Environmental Quality, 
November 29,1978, to construct a new 
United States Courthouse-Federal 
Building (USCT-FB) in Sacramento, 
California. The site is bordered by H 
Street to the North, I Street to the South, 
5th Street to the West, and 6th Street to 
the east. The purpose of the new USCT- 
FB is to relieve overcrowded conditions 
at the existing court facilities in the City 
of Sacramento and to provide space for 
anticipated future growth. The proposed 
project is anticipated to be ready for 
occupancy in 1997-98. The existing 
courthouse facilities are too small to 
meet the year 2000 and 2020 space 
requirements. Additionally, the existing 
facilities do not meet guidelines for 
court facilities set forth in the “U.S. 
Courts Design Guide” (February 1993). 
Structural restrictions such as 
obstructing columns and inadequate 
ceiling heights prevent the use of full- 
size courtrooms in the existing facilities. 
There is not sufficient space in the 
current courthouse to accommodate an 
increase in the number of courtrooms 
and the configuration of courtrooms to 
meet the court design guidelines. In 
addition, security in and around the 
building is inadequate.
I. Criteria for Evaluating EIS 
Alternatives

Selection of an alternative site 
involves the weighing and balancing of 
many complex, interrelated and often 
competing policy factors. An alternative 
superior to others in one environmental 
respect may be otherwise inferior in 
another. Several factors were of key 
importance in evaluating each of the 
alternatives. These are identified below.

A. The first project criterion is to 
provide for the expansion of the federal 
courts in the Sacramento vicinity. 
Current facilities housed in the John E. 
Moss Federal Building-US Courthouse

are insufficient. Leasing additional 
space to make up for the shortfall at the 
Moss Building would not be an efficient 
means of providing court space. 
Alternative project sites were therefore 
examined for their ability to meet 
existing court needs as well as their 
suitability for future expansion.

B. The second project criterion is to 
promote local government 
redevelopment goals, which can often 
be greatly assisted by the 
implementation of large projects such as 
the high-profile federal building.

C. The third project criterion is the 
minimization of adverse environmental 
effects.

D. The fourth project criterion is 
attractive location. Some sites are more 
attractive due to their proximity to 
public amenities, the City’s Central 
Business District, and retail areas.
II. Alternatives Considered

In accordance with the National 
Environmental Policy Act (NEPA), GSA 
has considered a range of alternatives to 
the preferred alternative that could 
feasibly attain the basic objectives of the 
proposed project. In addition to the 
preferred alternative, four other 
alternatives (a reduced intensity 
alternative, the Lot B alternative, the 
expansion alternative and the no action 
alternative) have been analyzed within 
the EIS and are representative of a 
reasonable range of alternatives.
A. Preferred Alternative

The preferred alternative site, which 
v is owned by both the Southern Pacific 

Railroad and the City of Sacramento, 
encompasses approximately 2.50 acres. 
The site is bounded by H Street to the 
North, I Street to the South, 5th Street 
to the West and 6th Street to the East, 
within the City of Sacramento. The 
block is currently irregular in shape and 
must be reconfigured as a standard city 
block by realigning and extending 5th 
and H Streets. The site is a full City 
block, which provides the space 
required to meet both current court 
facility needs and the projected court 
needs through the year 2020.

The preferred site is located within 
the boundaries of the Merged 
Downtown Redevelopment Project Area, 
and is also within the boundaries of the 
proposed Railyards Specific Plan. This 
alternative is consistent with 
redevelopment plans for the Railyards 
area and will provide a catalyst for 
development in the Railyards. The 
project site promotes local land use and 
redevelopment goals. It is located in 
proximity to existing and light rail 
transits system and is near the path of 
its planned extension. This location will



53990 Federal Register / Vol. 59, No, 207 / Thursday, October 27, 1994 /  Notices

promote use of a transportation means 
that is  environmentally superior to 
single occupancy vehicle. By virtue of 
its proximity of the County Jail and the 
Hall of Justice, the location presents the 
potential for operational efficiencies 
that are not present at the other 
alternatives. The proximity of these 
buildings to each other would make the 
transportation of incarcerated 
individuals both easier and safer. 
Additionally, the preferred alternative is 
located in proximity to the City’s new 
Central Library, located at 8th and I 
Streets, Downtown Plaza, a regional 
shopping center located between 4th 
and 7th Streets along K Street and Plaza 
Park, located at 8th and I Streets. These 
locational amenities add to the 
attraction of the preferred alternative 
site.

There are no wetlands on the project 
site nor is the site within the 100-year 
floodplain. Sacramento is located 
within Seismic Zone 3 on a scale of 1 
to 4, with 4 as having the highest risk 
of seismic events and potential severity. 
No known active faults or Alquist-Priolo 
Special Study Zones occur in or 
adjacent to the City of Sacramento. An 
Alquist-Priolo Zone is a designation 
given by the State Geologist who assures 
that homes, offices, public buildings, 
and other structures for human 
occupancy are not built on active faults. 
The designation requires that a 
geological investigation be conducted 
before a local government can approve 
a development project located within 
the special study zone.
B, The R educed Intensity Alternative

The reduced intensity alternative is 
identical to the preferred alternative 
except that a wing or annex would not 
be constructed. The building 
constructed under this alternative 
would remain at approximately 380,100 
square through the year 2020. As new 
courtrooms are needed by the Eastern 
District, approximately the top seven 
floors would be converted from office 
space to courtroom space as under the 
preferred alternative. Under the reduced 
intensity alternative, however, the 
federal workers displaced by this 
conversion would move into lease 
quarters in the Sacramento area instead 
of being accommodated on site. The 
reduced intensity alternati ve is found to 
be infeasible because it does not provide 
for long-term growth of the federal 
courts. The building proposed under the 
reduced intensity alternative would not 
provide adequate space through the year 
2020. In addition, as conversion from 
office to courtroom space takes place, 
federal workers would have to move

into leased space or additional space 
would have to be constructed off-site.
C. Lot B Alternative

Under this alternative, a building 
similar to that described in the 
‘ ‘Preferred Alternative’ ’ section would 
be constructed on the City of 
Sacramento’s Lot B, which is bounded 
by H Street on the north, I Street on the 
south, 10th Street on the west and 11th 
Street on the east This site, which is 
owned by the City of Sacramento is 
currently used for City employee 
parking. Land uses surrounding the two 
story parking structure include 
residential and motel uses to the north, 
City Hall office buildings to the west, a 
high rise parking structure with ground 
level commercial structures to the 
south, restaurant, commercial and 
residential structures to the east, and 
Plaza Park and the Sacramento Central 
Library to the southwest. Like the 
preferred alternative site, the Lot B site 
is owned by the City and is of adequate 
size to meet current and future court 
needs. It is also located within the City’s 
Central Business District and is  in 
proximity to light rail, the City’s new 
library and Plaza Park. The site is not, 
however, located as conveniently close 
to the County jail as the preferred 
alternative site. The Lot B Alternative is, 
however, infeasible as the State of 
California has recently selected this site 
for the location of a new State office 
building and the City has agreed to sell 
the property to the State. The Lot B site 
is, therefore, not available for the 
Courthouse.
D. Expansion Alternative

The John E, Moss Federal Building is 
a nine-story federal office building 
located at b5D Capitol Mail in 
downtown Sacramento. Under this 
project alternative, an annex would be 
constructed against the south wall of the 
Moss Building. A parking lot for federal 
employees now occupies the proposed 
annex site. The land uses surrounding 
the site consist of the City’s Lot A 
parking garage to the north, high density 
residential uses (apartments and 
townhouses) to the south, and State of 
California offices to the east and the 
IBM and Wells Fargo towers to the west. 
Under this alternative, an approximately 
250,000 square foot annex to the 
existing John E. Moss Federal Building- 
US Courthouse would be constructed 
against the south wall of the Moss 
Building. The proposed annex would 
occupy the approximately 20,000 square 
foot parking area to the south of the 
Building. It would house a new district 
courtroom, a  new and a relocated 
magistrate courtroom, a jury assembly

area, lobbies and corridors,elevators 
and ancillary facilities. The proposed 
annex would be 13 floors in height. 
Parking for 250 cars would be provided 
in a subterran two-level parking garage 
beneath the annex. Approximately 
28,000 cubic yards o f material would 
have to be excavated in order to 
accommodate a parking area of this size. 
Because this site could not meet the 
courts projected space needs over the 
current planning period, other space 
would eventually have to be leased or 
constructed. The expansion alternative 
is infeasible because it does not provide 
adequate space to meet the court’s 
current or projected needs.
E. No Action Alternative

Under the no action alternative, the 
City of Sacramento would retain 
possession of the proposed site, and no 
Federal building would be constructed 
there, or any other location. The U.S. 
Court for the Eastern District of 
California would either reduce its space 
needs in the Sacramento area, or 
accommodate its Future growth by some 
other means. The projected increase in 
the federal presence in the Sacramento 
area is not contingent upon the 
construction of a Courthouse/Federal 
Building. The rate of growth in all 
categories of federal employees 
(including judicial and executive branch 
agencies) is projected to be the same, 
regardless of whether the proposed 
building is constructed.
IH. Mitigation Measures

All practicable means to avoid or 
minimize impacts to the area are being 
considered in the development of the 
project. GSA received a number of 
comments and mitigation suggestions 
from concerned citizens, and interested 
and responsible local, state, and Federal 
agencies.

Significant impacts were identified 
anchmitigation measures were set forth 
in the EIS. The mitigation measures 
proposed in the EIS that can be 
implemented were adopted by GSA.
A. A ir Quality

There are several potential areas of 
impact to air quality. Construction 
activities will exceed the SMAQMD 
NOx and SMAQMD PM10 emission 
thresholds. This will be significant and 
unavoidable. The construction 
management plan developed for the 
project will reduce vehicle emission by 
reducing vehicle idling lime and vehicle 
miles traveled. Specifically it will*.

1. Route construction trips to avoid 
congested streets. Construction traffic 
ingress and egress will be controlled so 
as to avoid long queues of construction

i.
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vehicles entering and leaving the site. 
Vehicles will enter and leave via the 
staging area. Appropriate traffic controls 
will be established on public roadways 

I where project traffic enters and leaves 
the site.

2. Electrical power for construction 
activities will be obtained from power 
poles instead of electrical generators 
(when feasible).

3. Methanol or natural gas will be 
used for mobile construction equipment 
instead of diesel (when feasible).

4. Trucks will not idle for more than 
two minutes.

5. Active portions of the project site 
i will be watered twice daily.

6. Non-toxic soil stabilizers will be 
applied to graded areas to be inactive for 
10 days or more.

7. Excavation and grading will be 
suspended when the wind speed (as 
instantaneous gusts) exceeds 25 miles 
per hour.

8. Trucks carrying earth material off­
site will be covered.

9. Paved streets adjacent to the 
construction site will be swept as 
needed to remove dust and silt that may 
have accumulated as a result of 
construction activities, and all 
construction requiring heavy equipment 
will be curtailed during second stage 
smog alerts.

Mitigation Measures are feasible and 
required, but the impact is unavoidable. 
The primary source of construction- 
related NO* emissions are gasoline and 
diesel-powered heavy duty mobile 
construction equipment. 'Hie above 
mitigation measures will reduce the 
short-term significant impact of 
construction activities by restricting use 
of mobile construction equipment such 
that NO*, ROC and CO concentrations 
from Project construction are 
minimized. These measures, however, 
will only partially reduce the impact.
The impact remains significant and 
unavoidable.

The project’s direct and indirect 
emissions are less than the de m inim is 
thresholds, as defined in Section 176 of 
the 1990 Amendments to the Clean Air 
Act Therefore, the subject project is 
exempt from the final conformity rule 
and a conformity determination need to 
be prepared. The information has been 
provided to the regional office of the 
Environmental Protection Agency.
B. Noise

Implementation of this alternative 
would expose surrounding land uses to 
short-term noise levels in excess of City 
threshold levels. This impact is 
considered significant and unavoidable. 
Site preparation and construction 
activities shall comply with the City of

Sacramento Noise Ordinance limiting 
construction activities to the hours 
between 7 a.m. and 6 p.m., Monday 
through Friday, and 9 a.m. and 6 p.m. 
on Saturday as a maximum. All 
construction equipment fixed or mobile 
shall be in proper operating condition 
and fitted with standard silencing 
features. Prior to construction activities, 
a solid wood construction barrier will 
be erected around the exterior perimeter 
of the project sites to minimize noise 
intrusion into surrounding residential 
land uses. An outside construction 
manager will ensure that all noise 
mitigation measures are implemented.
In addition, the construction manager 
will handle any complaints regarding 
noise that may arise as a result of 

.construction. The mitigation measure 
will reduce, but not entirely eliminate, 
construction noise impacts resulting 
from the project. The impact remains 
significant and unavoidable.
C. A rchaeological an d H istorical

The implementation of the preferred 
alternative will have an impact on 
archaeological and historic resources. 
The American Railway Express Building 
is a building which has been 
determined eligible, by consensus, for 
inclusion on the National Register of 
Historic Places. A portion of the 
structure which is the loading dock has 
been removed by the City after the 
concurrence of the State Historic 
Preservation Officer and Advisory 
Council. This is considered a significant 
unavoidable impact. Hie loading dock 
structure was recorded through 
mapping, photography, textual 
description, and drawings along with a 
narrative description and history of the 
structure.

Mitigation has GSA consulting with 
the State Historic Preservation Officer to 
seek ways to avoid or reduce the effect 
on historic properties. In addition, GSA 
will cooperate to the extent feasible, in 
plans to preserve the historic structure 
which would be affected by the 
proposed project. The mitigation 
measure is feasible and will reduce 
impacts to historical resources through 
recordation. However, impacts to the 
physical structure through demolition 
cannot be reduced to a less-than- 
significant level.

Another potential impact is the scale 
and style of the proposed courthouse 
may not be compatible with the 
surrounding historically significant 
structures. This is considered a 
significant unavoidable impact. By 
using the Secretary o f the Interior’s 
Standards fo r  R ehabilitation and  
G uidelines fo r  R ehabilitation o f H istoric 
Buildings as a resource document, the

project will employ project design 
standards which make thorough use of 
existing historic context. The project 
design standards for new construction 
will consider the existing historic 
context in determining: mass, size, 
scale, materials, texture, setback, and 
architectural features. The mitigation 
measure is feasible and will partially 
reduce compatibility impacts, but not to 
a less-than-significant level.

The General Services Administration 
believes that there are no outstanding 
issues to be resolved with respect to the 
proposed project. For additional 
information associated with the new 
U.S. Courthouse-Federal Building may 
be directed to Mr. Lou Lopez, Planning 
Staff (9PL), U.S. General Services 
Administration, 525 Market Street, San 
Francisco, CA 94105, (415) 744-5256.

Dated: October 13,1994.
Aki K. Nakao,
A cting R egional A dm inistrator (9A ).
[FR Doc. 94-26576 Filed 10-26-94; 8:45 am) 
BILLING CODE 6820-BR-M

Interagency Committee for Medical 
Records (ICMR); Stocking Change and 
Revision of SF 527, Medical Record— 
Group Muscle Strength, Joint R.O.M. 
Girth and Length Measurements

AGENCY: General Services 
Administration.
ACTION: Notice.

SUMMARY: The General Services 
Administration>ICMR is changing the 
stocking requirement of SF 527, Medical 
Record—Group Muscle Strength, Joint 
R.O.M. Girth and Length Measurements. 
This form is now authorized for local 
reproduction. You can request camera 
copy of SF 527 from General Services 
Administration (GARM), Attn: Barbara 
Williams, (202) 501-0581.

This form also is revised to:
1. Delete the line that extended from 

the caption to the arrow in captions 
“Date” and “Indicate Side Tested” on 
both sides of the form,

2. To delete “grade; SSAN; rank; 
rate;” from “PATIENTS 
IDENTIFICATION” item and replace 
with “ID no. (SSN or other);”.
FOR FURTHER INFORMATION CONTACT: Ms. 
Barbara Williams, General Services 
Administration, (202) 501-0581.
DATES: Effective October 27,1994.

Dated: October 18,1994.
Theodore D. Freed,
Chief, Forms Management Branch.
[FR Doc. 94-26575 Filed 10-26-94; 8c45 am) 
BILLING CODE 6820-44-M
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

New Electronic Initiative for 
Disseminating and Sharing Grant 
Information

AGENCY: Department of Health and 
Human Services (HHS).
ACTION: Notice.

SUMMARY: The Department is piloting a 
free, on-line grant information service 
called GrantsNet, for finding and 
exchanging information about HHS and 
other Federal grant programs.
FOR FURTHER INFORMATION CONTACT:
Ms. Suzanne M. Neill, Division of 
Grants Policy and Oversight, Room 517- 
D, 200 Independence Avenue SW., 
Washington, DC 20201. Telephone:
(202) 690-5731. Internet: 
sneill@os.dhhs.gov.
SUPPLEMENTARY INFORMATION: The 
Department of Health and Human 
Services has been rapidly improving its 
information resources and grant 
activities to incorporate total quality 
management and electronic 
technologies. As part of this process, 
HHS is piloting an on-line grant 
information service that will serve the 
general public, grantee organizations, 
and government grant-making agencies. 
This new service, GrantsNet, is a free 
public-access computer network for 
finding and exchanging information 
about HHS and other Federal grant 
programs. Anyone having a personal 
computer with internet capability will 
be able to access GrantsNet. 
Conceptually, GrantsNet has two 
components: (1) An on-line 
informational reference service using 
gopher server technology; and (2) an 
interactive mailing list service which 
groups subscribers with common 
interests into computer-managed 
mailing lists for sharing of information 
and dialogue on certain subjects.

This mission of GrantsNet is to serve 
as a vehicle and catalyst for continuous 
improvement and innovation in Federal 
grants management practices, policies, 
and information dissemination. It will 
provide a medium for the sharing of 
ideas, successes, news, lessons learned, 
and an archival reference library of 
grant-related legislation, regulations, 
and policies. GrantsNet will also 
provide a yellow-page style directory of 
granting offices, grants management 
staff and grant program personnel.

The major thrust of GrantsNet is to 
allow members of the public to cut 
through government red tape—to find 
the information they want, when they 
want it, and whom to directly contact 
for additional information. As such, it is 
one of the 11 NETworks created under 
the auspices of Vice President Gore’s 
National Performance Review (NPR).
The aims of the NETworks are to 
provide government-wide information 
and resources in an on-line, easily 
accessible, and meaningful manner.
When Will It Be Implemented?

HHS has established a gopher and 
world wide web (WWW) server to 
facilitate the GrantsNet mission and 
vision, assisted by the Parklawn 
Computer Center which provides 
selected communication services. The 
Department is taking a phased approach 
to the implementation of GrantsNet. It is 
anticipated that GrantsNet will be up 
and running by the end of October 1994, 
with fiscal year 1995 serving as the 
pilot-testing period for populating the 
gopher information service with grant 
resource data pertinent to HHS and 
further developing the interactive 
mailing list service. Once success of the 
system has been established and tested, 
HHS intends to expand the scope of 
GrantsNet to govemmentwide.

Development and implementation of 
GrantsNet are carried out by the 
GrantsNet Core Team which is managed 
and directed by the Office of Grants and 
Acquisition Management in the Office 
of the Secretary. The Chair of the 
GrantsNet Core Team is Suzanne Neill. 
Also, as a complement to the Core 
Team, HHS intends to establish an 
Advisory Team comprised of 
individuals from other Federal agencies. 
By doing so, interagency collaboration 
and insights to shaping the development 
of GrantsNet will be gained.
For Further Information

To be placed on a mailing list for 
receiving news and updates on 
GrantsNet, send your name, 
organization, mailing address, internet 
address, and phone number to: Suzanne 
M. Neill, Internet: sneill@os.dhhs.gov, 
OR, Charles Bish, Internet: 
cbish@os.dhhs.gov.

Moreover, HHS recognizes that for 
GrantsNet to become a practical and 
user-friendly information service to the 
Federal grantee community and to the 
general public, coordination with 
interested parties and feedback from

users will be important. To that end, the 
GrantsNet Core Team is interested in 
any questions or suggestions you may 
have. This includes recommendations 
for improving GrantsNet services, as 
well as the identification of additional 
grants information, resources, and/or 
activities that you would like HHS to 
post. Please address your comments to 
the GrantsNet Core Team Chair.

Dated: October 20,1994.
Terrence J. Tychan,
D eputy A ssistant Secretary  fo r  Grants and  
A cquisition M anagem ent.
[FR Doc. 94-26566 Filed 10-26-94; 8:45 am] 
BILLING CODE 4150-04-M

Food and Drug Administration

Advisory Committee information 
Hotline

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug 
Administration (FDA) has established 
an Advisory Committee Information 
Hotline (the hotline) using a voice-mail 
telephone system. The hotline provides 
the public with access to the most 
current information available on FDA 
advisory committee meetings. The 
advisory committee hotline, which will 
disseminate current information and 
information updates, can be accessed by 
dialing a toll free number.
FOR FURTHER INFORMATION CONTACT: 
Donna M. Combs, Committee 
Management Office (HFA-306), Food 
and Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857, 301-443- 
2765.
SUPPLEMENTARY INFORMATION: The 
Advisory Committee Information 
Hotline can be accessed by dialing 1- 
800-741-8138 or 301-443-0572. Each 
advisory committee is assigned a 5-digit- 
number. This 5-digit number will 
appear in each individual notice of 
meeting. The hotline will enable the 
public to obtain information about a 
particular advisory committee by using 
the committee’s 5-digit number. 
Information in the hotline is 
preliminary and may change before a 
meeting is actually held. The hotline 
will be updated when such changes are 
made. The following is a list of each 
advisory committee’s 5-digit number to 
be used when accessing the hotline:

Committee Name Number

OFFICE OF THE COMMISSIONER
Board of Tea Experts .................. ........... ................... ......... ...........................................................................  * 12601
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Committee Name Number

National Task Force on AIDS Drug Development ....... .................................................. .... ........ ...................  12602
Science Board to the Food and Drug Administration....... ..... ....................... ...... ........... ...... .... .................. 12603

CENTER FOR BfOLQGteS EVALUATION AND RESEARCH (CBERKAtt CBER committees use the same 5- 
digit number)

Allergenic Products Advisory Committee... ........... ..... ....... .............. ...... ....... ....... ......................................  12388
Biological Response Modifiers Advisory Committee________ ______ ________________ ____ ___ ______ _ 12388
Blood Products Advisory Committee ................. ............ ............................. ......... ................... ......................  12388
Vaccines and Related Biological Products Advisory Committee...................................... ... ...........................  12388

CENTER FOR DRUG EVALUATION AND RESEARCH
Anesthetic and Life Support Drugs Advisory Committee............ ..... ...............„...... ....... ....... ......................  12529
Arrtr-tnfeettve Drugs Advisory Committee .................... ...... ..... ......... .............. ........ ........ .. '....... ........... ......  12530
Antiviral Drugs Advisory Committee......... ............................. ................ ................. .......... ................... . 12531
Arthritis Advisory Committee...... ...... .................. ........................................... ........ ........................... ........... 12532
Cardiovascular and Renal Drugs Advisory Committee _____________________ _________ ______ ____ _ 12533
Dermatologic Drugs Advisory Committee ____ _______ ___________ ________ ___ ___ _____ _____ ___ 12534
Drug Abuse Advisory Committee ............ ........ .......... ........... ............................ ,...... .......... ..... ..................  12535
Endocrinotogic and Metabolic Drugs Advisory Committee ___________ _________ ........ ......... ....... ....... 12536
Fertility and Maternal Health Drugs Advisory Committee .............................. ................... ...... ................... .... 12537
Gastrointestinal Drugs Advisory Committee................... ....... ____________________ __ ___ __________ 12538
Generic Drugs Advisory Committee......... ................... ....... ....................... .............. ........................... .........  12539
Medicallmaging Drugs Advisory Committee .................................................... ............. ..................... ......... .. 12540
Ncnprescrfcxtion Drugs Advisory Committee .... ..... ........... ........ .... ............... ...... .................... ................... . 12541
Oncologic Drugs Advisory Committee .............. .......... ........ ............................................ ....... .......................  12542
Peripheral and Central Nervous System Drugs Advisory Committee _________ ...  .................................  12543
Psychopharmacologic Drugs Advisory Committee _______ ...______ _____*..................... ....... .......... .....  12544
Pulmonary-Allergy Drugs Advisory Committee _______________________ __________ _______ ________ 12545

CENTER FOR FOOD SAFETY AND APPLIED NUTRITION
Food Advisory Committee... ... .... ........... ............. .......... .................... ........... ...... ........ .................. .........  10564

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
Device Good Manufacturing Practice Advisory Committee_______ ___ ;................................................... . 12398
National Mammography Quality Assurance Advisory Committee...... ................. .. .................................... . 12397
Technical Electronic Product Radiation Safety Standards Committee___ ___.................. ..... .......................  12399
MecMcat Devices Advisory Committee ...... ............... .......„ ............. .... ..;....... ........... ...... ....... .................... .

Anesthesiology and Respiratory Therapy Devices Panel  ........ ............... ....... .......  ...................  12624
Circulatory System Devices Panel........... .................. ............ ...................... ....................... ..................... 12625
Clinical Chemistry and Clinical Toxicology Devices Panel................ ................. ......................  ..... ....... 12514
Dental Products Panel ........... ............. ... ;.......... ........... ............. ....... ................. ........ .......... ..................  12518
Ear, Nose, and Throat Devices Panel............. .................. .......................... ................. ..................... . 12522
Gastroenterology-Urology Devices Panel......._________*___‘_____________.............................. ....... . 12523
General and Ptastic Surgery Devices Panel ....................... ........ ............................. ..... ..................... ......  12519
General Hospital and Personal Use Devices Panel....... .................................... .................................. .....  t2520
Hematology and Pathology Devices Panel __________ _______ ___________________ ____ _ 12515
Immunology Devices P ane l.............. ................... .............................................. ......................................... . 12516
Microbiology Devices Panel........ ..... ... ........ .................. ...................................................... ........... ......... 12517
Neurological Devices P anel................. .................. .'.......................................... .12513
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The hotline will provide the most the establishment of this system will Dated: October 20,1994.
recent information available on provide interested parties with timely Linda A. Suydam,
upcoming advisory committee meetings, and equal access to such information. Interim Deputy Commissioner for Operations*

[ .guidance for making an oral The hotline should also conserve agency [f r  Doc. 94-26604 Filed 1 0 -26-94 ; 8:45 ami
presentation during the open public resources by reducing the current billino c o d c  4160-ot-f

| hearing portion, and procedures on volume of inquires individual FDA
\ obtaining copies of transcripts of offices and employees must handle
I advisory committee meetings. Because concerning advisory committee
l the hotline will communicate the most schedules and procedures,
current information available about any 
particular advisory committee meeting,
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[Docket No. 85D -0505]

Guideline for Adverse Experience 
Reporting for Licensed Biological 
Products; Availability
AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
availability of a guideline entitled 
“Guideline for Adverse Experience 
Reporting for Licensed Biological 
Products.” The purpose of this 
guideline is to assist manufacturers of 
biological products in developing and 
implementing procedures to report to 
FDA adverse experiences associated 
with biological products. Elsewhere in 
this issue of the Federal Register, FDA 
is issuing a final rule amending the 
biologies regulations to which this 
guideline applies.
ADDRESSES: Submit written requests for 
single copies of “Guideline for Adverse 
Experience Reporting for Licensed 
Biological Products” to the 
Congressional and Consumer Affairs 
Branch (HFM-12), Food and Drug 
Administration, 1401 Rockville Pike, 
suite 200 North, Rockville, MD 20852- 
1448, 301-594-2000. Send two self- 
addressed adhesive labels to assist that 
office in processing your requests. 
Persons with access to the INTERNET 
may reqiiest this document from 
“CBER-INFO@Al.CBER.FDA.GOV.” 
The document may also be obtained by 
calling the CBER FAX Information 
System at 301-594—1939 from a FAX 
machine with a touch tone phone 
attached or built in. Submit written 
comments on the guideline to the 
Dockets Management Branch (HFA- 
305), Food and Drug Administration, 
rm. 1-23,12420 Parklawn Dr.,
Rockville, MD 20857. Requests and 
comments should be identified with the 
docket number found in brackets in the 
heading of this document. A copy of 
“Guideline for Adverse Experience 
Reporting for Licensed Biological 
Products” and received comments are 
available for public examination in the 
Docket Management Branch between 9 
a.m. and 4 p.m., Monday through 
Friday.
FOR FURTHER INFORMATION CONTACT: 
Paula McKeever, Center for Biologies 
Evaluation and Research (HFM-635), 
Food and Drug Administration, suite 
200 North, 1401 Rockville Pike, 
Rockville, MD 20852-1448, 301-594- 
3074.
SUPPLEMENTARY INFORMATION: In the 
Federal Register of March 29,1990 (55 
FR 11611), FDA issued a proposed rule

that would require manufacturers of 
licensed biological products to report to 
FDA certain adverse experiences 
associated with their products. In the 
same issue of the Federal Register (55 
FR 11655), FDA published a notice 
announcing the availability of a draft 
guideline for reporting adverse 
experiences associated with licensed 
biological products, FDA offered the 
public 60 days for comment on the 
proposed rule and draft guideline.

Elsewhere in this issue of the Federal 
Register, FDA is issuing a final rule 
which, upon the effective date, with, 
require manufacturers of licensed 
biological products to report to FDA: (1) 
Within 15 working days all adverse 
experiences associated with the use of a 
biological product that are both serious 
and unexpected; (2) within 15 working 
days any significant increase in the 
frequency of a serious, but expected, 
adverse experience arid any significant 
increase in frequency of therapeutic 
failures; and (3) periodically all other 
adverse experiences and product 
distribution and disposition data. This 
notice is to announce the availability of 
a guideline based on the draft guideline 
made available in 1990; The guideline 
offers guidance for meeting the 
reporting requirements of 21 CFR 600.80 
and 600.81 and for meeting the vaccines 
adverse experience reporting 
requirements in accordance with section 
2125 of the Public Health Service Act as 
amended by the National Childhood 
Vaccine Injury Act of 1986.

The guidelines was prepared by the 
Division of Biostatistics and 
Epidemiology, Office of Establishment 
Licensing and Product Surveillance, 
Center for Biologies Evaluation and 
Research, FDA. In developing the 
guideline, consideration was given to 
the comments received on the proposed 
rule and on the draft guideline.

Changes from the draft guideline are 
generally editorial in nature or made to 
conform to amendments made in the 
final rule discussed elsewhere in this 
issue of the Federal Register. The 
guideline has also been formatted to be 
more consistent with the similar 
guideline, “Guideline for Postmarketing 
Reporting of Adverse Drug 
Experiences,” applicable to reporting 
adverse experiences associated with 
human drugs.

Elsewhere in this issue of the Federal 
Register, FDA is also issuing a proposed 
rule that would revise and update the 
reporting requirements for adverse 
experiences related to both biological 
products and human drugs. When FDA 
issues the final rule based on that 
proposed rule, FDA will also issue a 
notice of availability of revised

guidelines relating to biological 
products and human drugs to be 
consistent with the final rule.
Comments received in response to the 
proposed rule will be considered for the 
next revision of the guidelines 
applicable to biological products and 
human drugs.

Guidelines provide general 
information to persons dealing with 
FDA and do not include decisions or 
advice on particular situations. A 
person may follow a guideline or may 
follow different procedures or practices. 
When different procedures or practices 
are chosen, a person may, but is not 
required to, discuss the matter in 
advance with FDA to prevent the 
expenditure of money and effort on an 
activity that may later be determined to 
be unacceptable.

A guideline represents the position of 
FDA on a procedine or practice at the 
time of its issuance. However, a 
guideline does not bind the agency, and 
it does not create or confer any rights, 
privileges, or benefits for or on any 
person. FDA may, at its discretion, 
recommend or initiate legal or 
administrative action against a person or 
product with respect to an action taken 
in conformity with a guideline provided 
that the legal or administrative action is 
consistent with applicable statutes and 
regulations.

Interested persons may submit written 
comments on the guideline to the 
Dockets Management Branch (address 
above). These comments will be 
considered in determining whether 
additional revision of the guideline is 
appropriate. Two copies of any 
comments are to be submitted, except 
individuals may submit one copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. The guideline 
and received comments may be seen in 
the Dockets Management Branch, 
between 9 a.m. and 4 p.m., Monday 
through Friday.

Dated: October 13,1994.
W illiam  K. Hubbard,
Interim  D eputy C om m issioner fo r Policy.
[FR Doc. 94-26484 Filed 10-26-94; 8:45 am] 
BILLING CODE 4160-01-F -M

[Docket No. 94M -0349]

Ciba Coming Corp.; Premarket 
Approval of ACS™ PSA +D
AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice. _______

SUMMARY: The Food and Drug 
Administration (FDA) is announcing its
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approval of the application by Ciba 
Coming Corp., Medfìeld, MA, for 
premarket approval, under section 515 
of the Federal Food, Drug, and Cosmetic 
Act (the act), of ASC™ PSA +D. FDA’s 
Center for Devices and Radiological 
Health (CDRH) notified the applicant, 
by letter on September 2,1994, of the 
approval of the application.
OATES: Petitions for administrative 
review by November 28,1994.
ADDRESSES: Written requests for copies 
of thè summary of safety and 
effectiveness data and petitions for 
administrative review to the Dockets 
Management Branch (HFA-305), Food 
and Drug Administration, rm. 1-23, 
12420 Parklawn Dr., Rockville, MD 
20857.
FOR FURTHER INFORMATION CONTACT:
Peter E. Maxim, Center for Devices and 
Radiological Health (HFZ-440), Food 
and Drug Administration, 2098 Gaither 
Rd., Rockville, MD 20850, 301-594- 
1293.
SUPPLEMENTARY INFORMATION: On June 
26,1992, Ciba Corning Diagnostics 
Corp., Medfìeld, MA 02052-1688, 
submitted to CDRH an application for 
premarket approval of ASC™ PSA +D. 
The device is a two-site 
chemiluminometric assay and is 
indicated for the quantitative, serial 
determination of prostate-specific 
antigen (PSA) in serum and to aid in the 
management of patients with prostate 
cancer using the Ciba Coming 
Automated Chemiluminescence System 
(ACS). In accordance with the 
provisions of section 515(c)(2) of the act 
(21 U.S.C. 360e(c)(2)) as amended by the 
Safe Medical Devices Act of 1990, this 
PMA was not referred to the 
Immunology Devices Panel, an FDA 
advisory panel, for review and 
recommendation because the 
information in the PMA substantially 
duplicates information previously 
reviewed by this panel. On September 2, 
1994, CDRH approved the application 
by a letter to the applicant from the 
Director of the Office of Device 
Evaluation, CDRH.

A summary of the safety and 
effectiveness data on which CDRH 
based its approval is on file in the 
Dockets Management Branch (address 
above) and is available from that office 
upon written request. Requests should 
be identified with the name of the 
device and the docket number found in 
brackets in the heading of this 
document.
Opportunity for Administrative Review

Section 515(d)(3) of the act (21 U.S.C. 
360e(d)(3)) authorizes any interested 
person to petition, under section 515(g)

of the act (21 U.S.C. 360e(g)), for 
administrative review of CDRH’s 
decision to approve this application. A 
petitioner may request either a foririail 
hearing under part 12 (21 CFR part 12) 
of FDA’s administrative practices and 
procedures regulations or a review of 
the application and CDRH’s action by an 
independent advisory committee of 
experts. A petition is to be in the form 
of a petition for reconsideration under 
§ 10.33(b) (21 CFR 10.33(b)). A 
petitioner shall identify the form of 
review requested (hearing or 
independent advisory committee) and 
shall submit with the petition 
supporting data and information 
showing that there is a genuine and 
substantial issue of material fact for 
resolution through administrative 
review. After reviewing the petition,
FDA will decide whether to grant or 
deny the petition and will publish a 
notice of its decision in the Federal 
Register. If FDA grants the petition, the 
notice will state the issue to be 
reviewed, the form of review to be used, 
th'e persons who may participate in the 
review, the time and place where the 
review will occur, and other details.

Petitioners may, at any time on or 
before November 28,1994, file with the 
Dockets Management Branch (address 
above) two copies of each petition and 
supporting data and information, 
identified with the name of the device 
and the docket number found in 
brackets in the heading of this 
document. Received petitions may be 
seen in the office above between 9 a.m. 
and 4 p.m., Monday throueh Friday.

This notice is issued under the 
Federal Food, Drug, and Cosmetic Act 
(secs. 515(d), 520(h) (21 U.S.C. 360e(d), 
360j(h))) and under authority delegated 
to the Commissioner of Food and Drugs 
(21 CFR 5.10) and redelegated to the 
Director, Center for Devices and 
Radiological Health (21 CFR 5.53).

Dated: October 13,1994.
J o s e p h  A .  L e v it t ,

D eputy D irector fo r  R egulations Policy, C enter 
fo r D evices an d R adiological H ealth.
[FR Doc. 94-26673 Filed 10-26-94; 8:45 am] 
BILLING CODE 4160-01-F

Advisory Committee Meeting; 
Amendment of Notice
AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug 
Administration (FDA) is announcing an 
amendment to the notice of the joint 
meeting of the Nonprescription Drugs 
and the Pulmonary-Allergy Drugs

27, 1994 / Notices 53995

Advisory Committees, which was 
announced in the Federal Register of 
July 7,1994 (59 FR 34847). The 
amendment is being made to add an 
additional topic to the agenda of the 
open session and to add a closed session 
for the Nonprescription Drugs Advisory 
Committee. There are no other changes. 
This amendment will be announced at 
the beginning of the open portion of the 
meeting.
FOR FURTHER INFORMATION CONTACT: Lee 
L. Zwanziger or Leander B. Madoo, 
Center for Drug Evaluation and Research 
(HFD-9), Food and Drug 
Administration, 56Q0 Fishers Lane, 
Rockville, MD 20857, 301-443-5455. 
SUPPLEMENTARY INFORMATION: In the 
Federal Register of July 7,1994, FDA 
announced that a joint meeting of the 
Nonprescription Drugs and the 
Pulmonary-Allergy Drugs Advisory 
Committees would be held on 
November 14,1994, to be extended to 
November 15,1994, if sufficient interest 
in participation was expressed. On page 
34847, in column 1, the “Type o f  
m eeting and contact person” portion of 
the meeting is amended as follows:

Type o f m eeting and contact person. 
Open committee discussion, November
14.1994, 8:30 a.m. to 4 p.m.; open 
public hearing, 4 p.m. to 5 p.m., unless 
public participation does not last that 
long; closed committee deliberations for 
Nonprescription Drugs Advisory 
Committee only, 5 p.m. to 5:30 p.m.; 
open committee discussion, November
15.1994, 8:30 a.m. to 4 p.m.; Lee L. 
Zwanziger or Leander B. Madoo, Center 
for Drug Evaluation and Research (HFD- 
9), Food and Drug Administration, 5600 
Fishers Lane, Rockville, MD 20857, 
301-443-4695.

On page 34847, in column 2, the 
“Open com m ittee discussion” portion of 
this meeting is amended as follows:

Open com m ittee discussion. On 
November 14,1994, possibly extended 
to November 15,1994, the committees 
will jointly discuss over-the-counter 
(OTC) drug products for the treatment of 
asthma and will address topics such as:
(1) OTC bronchodilator drug products 
currently available and possible 
pending changes in their marketing 
status; (2) whether there is a population 
for which OTC antiasthma drug 
products are appropriate; (3) the general 
question of whether antiasthma drug 
products should be available OTC; (4) 
antiasthma drug products currently 
available by prescription only that could 
be considered for OTC status; and (5) 
data requirements necessary to support 
conversion of prescription antiasthma 
drug products to OTC status. Public 
comments are available for inspection in
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docket no. 94N-0232 at the Dockets 
Management Branch (HFA—305}, Food 
and Drug Administration, rm. 1-23, 
12420 Parklawn Dr., Rockville, MD 
20857. If the meeting is extended to 
November 15,1994, the committees will 
hear a report by FDA personnel of a 
meta-analysis of data on the use of 
antihistamines in the common cold.

After,the “open com m ittee 
discussion” portion, a “closed  
com m ittee deliberations” portion is 
added as follows:

C losed com m ittee deliberations. The 
Nonprescription Drugs Advisory 
Committee will discuss trade secret 
and/or confidential commercial 
information relevant to pending 
investigational new drug applications. 
This portion of the meeting will be 
closed to permit discussion of this 
information (5 U.S.C. 552b(c)(4)}.

Each public advisory committee 
meeting listed above may have as many 
as four separable portions: {1) An open 
public hearing, (2) an open committee 
discussion, (3) a closed presentation of 
data, and (4) a closed committee 
deliberation. Every advisory committee 
meeting shall have an open public 
hearing portion. Whether or not it also 
includes any of the other three portions 
will depend upon the specific meeting 
involved. The dates and times reserved 
for the separate portions of each 
committee meeting are listed above.

The open public hearing portion of 
each meeting shall be at least 1 hour 
long unless public participation does 
not last that long. It is emphasized, 
however, that the 1 hour time limit for 
an open public hearing represents a 
minimum rather than a maximum time 
for public participation, and an open 
public hearing may last for whatever 
longer period the committee 
chairperson determines will facilitate 
the committee's work.

Public hearings are subject to FDA's 
guideline (subpart C of 2 1 CFR part 10) 
concerning the policy and procedures 
for electronic media coverage of FDA's 
public administrative proceedings, 
including hearings before public 
advisory committees under 21 CFR part 
14. Under 21 CFR 10.205, 
representatives of the electronic media 
may be permitted, subject to certain 
limitations, to videotape, film, or 
otherwise record FDA’s public 
administrative proceedings, including 
presentations by participants.

Meetings of advisory committees shall 
be conducted, insofar as is practical, in 
accordance with the agenda published 
in this Federal Register notice. Changes 
in the agenda will be announced at the 
beginning of the open portion of a 
meeting.

Any interested person who wishes to 
be assured of the right to make an oral 
presentation at the open public hemring 
portion of a meeting shall inform the 
contact person listed above, either orally 
or in writing, prior to the meeting. Any 
person attending the hearing who does 
not in advance of the meeting request an 
opportunity to speak will be allowed to 
make an oral presentation at the 
hearing's conclusion, if time permits, at 
the chairperson's discretion.

The agenda, the questions to be 
addressed by the committee, and a 
current list of committee members will 
be available at the meeting location on 
the day of the meeting.

Transcripts of the open portion of the 
meeting may be requested in writing 
from the Freedom of Information Office 
(HFI-35), Food and Drug 
Administration, rm. 12A—16, 5600 
Fishers Lane, Rockville, MD 20857, 
approximately 15 working days after the 
meeting, at a cost of 10 cents per page. 
The transcript may be viewed at the 
Dockets Management Branch (HFA- 
305), Food and Drug Administration, 
rm. 1-23,12420 Parklawn Dr.,
Rockville, MD 20857, approximately 15 
working days after the meeting, between 
the hours of 9 a.m. and 4 p.m., Monday 
through Friday. Summary minutes of 
the open portion of the meeting may be 
requested in writing from the Freedom 
of Information Office (address above) 
beginning approximately 90 days after 
the meeting.

The Commissioner has determined for 
the reasons stated that those portions of 
the advisory committee meetings so 
designated in this notice shall be closed. 
The Federal Advisory Committee Act 
(FACA) (5 U.S.C. app. 2 ,10(d)), permits 
such closed advisory committee 
meetings in certain circumstances.
Those portions of a meeting designated 
as closed, however, shall be closed for 
the shortest possible time, consistent 
with the intent of the cited statutes.

The FACA, as amended, provides that 
a portion of a meeting may be closed 
where the matter for discussion involves 
a trade secret; commercial or financial 
information that is privileged or 
confidential; information of a personal 
nature, disclosure of which would be a 
clearly unwarranted invasion of 
personal privacy; investigatory files 
compiled for law enforcement purposes; 
information the premature disclosure of 
which would be likely to significantly 
frustrate implementation of a proposed 
agency action; and information in 
certain other instances not generally 
relevant to FDA matters.

Examples of portions of FDA advisory 
committee meetings that ordinarily may 
be closed, where necessary and in

accordance with FACA criteria, include 
the review, discussion, and evaluation 
of drafts of regulations or guidelines or 
similar preexisting internal agency 
documents, but only if their premature 
disclosure is likely to significantly 
frustrate implementation of proposed 
agency action; review of trade secrets 
and confidential commercial or 
financial information submitted to the 
agency; consideration of matters 
involving investigatory files compiled 
for law enforcement purposes; and 
review of matters, such as personnel 
records or individual patient records, 
where disclosure would constitute a 
clearly unwarranted invasion of 
personal privacy.

Examples of portions of FDA advisory 
committee meetings that ordinarily shall 
not be closed include the review, 
discussion, and evaluation of general 
preclinical and clinical test protocols 
and procedures for a class of drugs or 
devices; consideration of labeling 
requirements for a class of marketed 
drugs or devices; review of data and 
information on specific investigational 
or marketed drugs and devices that have 
previously been made public; 
presentation of any other data or 
information that is not exempt from 
public disclosure pursuant to the FACA, 
as amended; and, deliberation to 
formulate advice and recommendations 
to the agency on matters that do not 
independently justify closing.

This notice is issued under section 
10(a)(1) and (2) of the Federal Advisory 
Committee Act (5 U.S.C. app. 2), and 
FDA’s regulations (21 CFR part 14) on 
advisory committees.

Dated: October 20,1994.
Linda A. Suydam,
Interim  Deputy C om m issioner fo r Operations. 
[FR Doc. 94—26672 Filed 10-26-94; 8:45 am) 
BILLING CODE 4t60-0f-F

Health Resources and Services 
Administration

Program Announcement, Proposed 
Project Requirements and Review 
Criteria for Cooperative Agreements 
for the National AIDS Education and 
Training Centers Program for F Y 1995

The Health Resources and Services 
Administration (HRSA) announces that 
applications will be accepted for fiscal 
year 1995 for Cooperative Agreements 
for the National AIDS Education and 
Training Centers (AETCs) Program 
(formerly the AIDS Regional Education 
and Training Centers (AETCs)} Program, 
authorized under section 776(a), title VII 
of the Public Service (PHS)Act. as 
amended by the Health Professions
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Education Extension Amendments of 
1992, Pub. L. 102-408, dated October 
13 ,1992. These centers will constitute 
a national network which will conduct 
targeted, multidisciplinary education 
and training programs for health care 
providers within designated geographic 
areas, with the principal focus on areas 
heavily impacted by the HIV epidemic. 
Comments are invited on the proposed 
project requirements and review criteria 
stated below.
Eligibility and Purpose

The Secretary may make awards and 
enter into contracts to assist public and 
nonprofit private entities and schools 
and academic health science centers in 
meeting the costs of projects

(1) To train the faculty of schools of, 
and graduate departments or programs 
of, medicine, nursing, osteopathic 
medicine, dentistry, public health, 
allied health, and mental health practice 
to teach health professions students to 
provide for the health care needs of 
individuals with HIV disease;

(2) To train practitioners to provide 
for the health care needs of such 
individuals;

(3) With respect to improving clinical 
skills in the diagnosis, treatment, and 
prevention of such disease, to educate 
and train the health professionals and 
clinical staff of schools of medicine, 
osteopathic medicine, and dentistry; 
and

(4) To develop and disseminate 
curricula and resource materials relating 
to the care and treatment of individuals 
with such disease and the prevention of 
the disease among individuals who are 
at risk of contracting the disease.

Specifically for the National AETC 
Program, these awards will be made as 
above and will include community 
based organizations (CBOs) and 
community health clinics affiliated with 
accredited public and nonprofit private 
entities—

1. To train health personnel, focusing 
on practitioners in Title XXVI programs 
(Ryan White CARE Act), in the 
diagnosis, treatment, and prevention of 
Human Immunodeficiency Virus (HIV) 
infection and disease; and to provide 
supplementary and/or complementary 
training to the faculty of schools of, and 
graduate departments or programs of 
medicine, nursing, dentistry, public 
health, mental health practice and allied 
health personnel;

2. To train and motivate the above 
practitioners and other community 
providers to care for the health needs of 
individuals with HIV disease;

3. To teach health professions 
students and residents to provide for the

health care needs of individuals with 
HIV disease; and

4. To develop and disseminate to 
health providers curricula and resource 
materials relating to the care and 
treatment of individuals with HIV 
disease and the prevention of HIV 
among individuals who are at risk of 
contracting the disease; and to organize 
plans for information dissemination of 
HIV-related information.
Strategic Directions for the National 
AETC Program for F Y 1995

In 1987, the National AETC Program 
was initially designed to provide 
information on the prevalence of AIDS 
and identification of groups at increased 
risk of HIV infection. In the second 
project period which began in 1991, 
emphasis was placed on providing 
training of health care professionals in 
the prevention, early diagnosis, and 
treatment of HIV infection. Currently, 
HRSA funds 17 AETCs. As of June 1994, 
over 400,000 health professionals had 
received training.

In FY 1995, the National AETC 
Program will focus the majority of 
resources on those Eligible Metropolitan 
Areas (EMAs) with the highest 
prevalence of HIV/AIDS; however, 
consideration will be given to AETCs in 
rural areas. The AETCs will be required 
to spend the majority of their funds on 
information dissemination and the 
training (especially clinical training) of 
primary care health professionals, 

"including physicians, registered nurses, 
dentists, physician assistants, nurses 
with advanced training (e.g., nurse 
practitioners, clinical nurse specialists 
and nurse midwives) and dental 
hygienists. Additionally, the AETCs will 
focus on mental health providers and 
allied health personnel. Emphasis will 
be placed on training in Ryan White 
CARE ACT programs and health 
professional schools and academic 
health centers.
Funding

Approximately $16,287,000 will be 
available in FY 1995 for this program.
It is anticipated that approximately 10 
to 15 new awards will be made ranging 
from $500,000 to $2,500,000.
Period of Support

The period of support should not 
exceed 3 years from June 1,1995 
through May 31,1998, and is subject to 
annual approval by the Secretary and 
the availability of appropriations for the 
fiscal year involved.. Funding of the 
awards may be available in the future 
for no more than 2 additional years, for 
a total funding period of 5 years.

Interested applicants are strongly 
encouraged, but are not required, to 
send a letter of intent postmarked no 
later than November 28,1994 to: Juanita 
Koziol, RN, MS, CS, Health Professions 
HIV Education Branch, National AIDS 
Education and Training Centers 
Program, Bureau of Health Professions, 
Health Resources and Services 
Administration, Parklawn Building, 
Room 9A-39, 5600 Fishers Lane, 
Rockville, Maryland 20857. Telephone: 
(301) 443-6364, FAX: <301) 443-8890.
Statutory Funding Preferences

In making awards, preference will be 
given to qualified projects which will—

(1) Train, or result in the training of, 
health professionals who will provide 
treatment for minority individuals with 
HIV disease and other individuals who 
are at high risk of contracting such 
disease; and

(2) /Train, or result in the training of. 
minority health professionals and 
minority allied health professionals to 
provide treatment for individuals with 
such disease.
Proposed Project Requirements

The focus in FY 1995 will be on 
primary care providers in high HIV/ 
AIDS prevalence areas, with an 
emphasis on living persons infected 
with HIV. However, consideration will 
be given to rural areas. The project 
requirements are designed to direct 
Federal resources where the greatest 
needs exist. To accomplish this, each 
project must define a geographic region 
and identify the types of providers to be 
targeted for training within that region.
A . D efin ition  o f  A ETC s

All applicants are encouraged to form 
AETCs composed of as many states/ 
territories/commonwealths as can be 
managed completely and efficiently. 
There are four options for defining an 
AETC region. An applicant may ' 
propose, with appropriate 
documentation:

1. An AETC composed only of a 
single state/territory/ commonwealth as 
a region if that region contains two or 
more Ryan White CARE Act Title I 
Eligible Metropolitan Areas (EMAs) or if 
the AETC currently is established as a 
single state AETC;

2. An AETC composed of multiple, 
contiguous states (Hawaii and Alaska 
may be included) if it justifies its 
boundaries with the inclusion of one 
EMA and specific local epidemiological 
data equivalent to at least 10,000 living 
HIV-infected persons (with a prevalence 
of at least 2,500 living AIDS cases and 
7,500 other HIV infected persons). 
Supporting documentation may include
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rates of HIV/AIDS infection, or proxy 
indicators such as STD, TB, and 
substance abuse, CDC heel stick study 
data, teenagejsregnancy etc.;

3. An AETC for rural regions if it 
encompasses at least three states with 
contiguous boundaries (Hawaii and 
Alaska may be included) and contains at 
least one E M ^ although the prevalence 
of living HIV infected persons totals less 
than 10,000; or

4. An AETC specifically in the District 
of Columbia that either stands alone or 
is incorporated in a consortium 
arrangement with another AETC.

At least 50 percent of project funds '  
must be expended for training activities 
in high AIDS prevalence areas, i.e.: as 
defined as EMAs in the Ryan White 
CARE ACT, Title I. If this is not done, 
appropriate justification from regional 
epidemiological data and the needs 
assessment must be provided.
B. P erfo rm an ce E x p ecta tion s

Each AETC must provide or perform 
the following. These items are essential 
for consideration for this cooperative 
agreement.

1. Submission of a coordinated plan, 
including a clear statement of resources 
available from the region’s EMA(s), for 
the network that has been created for 
dissemination of state-of-the-art 
information to health professions 
schools and organizations, HIV care 
providers and CBOs, including 
organizations of people living with 
AIDS (PLWA) in the AETC’s proposed 
region; the methodology (e.g., electronic 
bulletin boards, print material and 
teleconferencing, etc.) should be 
described as well as the types of 
education materials to be distributed in 
concert with other PHS agencies and 
health professions’ schools and 
organizations.

2. A comprehensive clinical training 
plan, of which a minimum of 50 percent 
of the Federal funds devoted to training 
is directed toward primary care 
providers, i.e., physicians, registered 
nurses, dentists, physician assistants, 
nurses with advanced training (e.g., 
nurse practitioners, clinical nurse 
specialists and nurse midwives) and 
dental hygienists.

3. A training plan for other health 
professionals including, but not limited 
to, mental health care providers, case 
managers, substance abuse counselors 
and other allied health personnel;

4. Linkages to other organizations in 
the following priority order; (a) Ryan 
White CARE ACT, Titles I, II, including 
Special Programs of National 
Significance (SPNS), Ulb and IVd 
funded health services programs, and 
the Hemophilia Programs; (b) health

professions schools, academic centers, 
and national health professions 
organizations, including minority 
professional groups; (c) Federally 
supported substance abuse programs 
(e.g.: NIDA & SAMHSA) and community 
substance abuse programs; (d) PHS 
funded Area Health Education Centers 
(AHECs), migrant centers (e.g., sec. 
329(a)(1), community health centers 
(e.g., sec. 330(a), and homeless centers 
(e.g., sec. 340), mental health providers 
(e.g.: SAMHSA grantees). Federally 
supported STD and prevention activities 
(e.g.: CDC, etc.), providers in prisons, 
family planning programs and HRSA 
supported maternal and child health 
programs, State and local health 
agencies and health care facilities 
involved in providing care for HIV 
infected individuals in order to fill any 
gaps in training; (e) other community 
based HIV-related organizations 
(including those formed by PLWA); 
AETC projects also are encouraged to 
collaborate with (f) national networks of 
AIDS clinical trials such as the adult 
and pediatric AIDS Clinical Trials 
Group (ACTG), the Community 
Programs for Clinical Research on AIDS 
(CPCRA), AMFAR and the Robert Wood 
Johnson Foundation.

5. An updated needs-assessment of 
the education and training needs of the 
primary care providers within the 
proposed service area and which is 
based upon epidemiological data for 
that service area.

6. A plan for outreach to minorities, 
including involvement of minority 
providers, providers who serve minority 
populations, minority professional 
organizations, and minority health care 
delivery systems;

7. A plan for program assessment and 
data collection on program and trainees 
which can be used for regional and 
national evaluative purposes; and

8. Plan for non-Federal funding 
during the 3-year project period.
Proposed Review Criteria

The following review criteria are 
proposed for FY 1995:

Applications will be reviewed and 
rated according to the applicant’s ability 
to meet the following:

1. The completeness and pertinence 
of the needs assessment to the proposed 
region and the degree of linkage 
between its findings and the plans for 
information dissemination and training 
for National AETC Program Levels I 
through III described in the program 
guidelines;

2. The degree of emphasis on linkages 
with Ryan White CARE ACT programs 
I,.n (including SpeciaLPrograms of 
National Significance (SPNS)), Illb and
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IVd, health professions schools and 
academic health centers, and other 
collaborations as described under 
Proposed Project Requirements above;

3. The1 extent to which the training 
plans meet the national priorities 
(prevention, substance abuse, cultural 
competence, tuberculosis, providers in 
prisons, implementation of the PHS 
recommendations of protocol, AIDS 
Clinical Trials Group (ACTG 078), and 
psychosocial issues) of the National 
AETC Program;

4. The completeness and 
appropriateness of the plan for 
information dissemination among key 
HIV contacts as defined under Proposed 
Project Requirements above;

5. The completeness and 
appropriateness of the training plans for 
National AETC Program Levels I, II and 
III;

6. The organization of the AETC; the 
administration and management of the 
AETC and its relationship to its 
component parts, i.e.: Consortia 
members and/or subcontractors;

7. The appropriateness of the size and 
configuration of the AETC; the 
appropriateness and cost-effectiveness 
of the budget; the amount of support 
contributed by the proposed awardee 
institution, including in-kind support;

8. The completeness and 
appropriateness of the data management 
and evaluation plans; and

9. The potential for the project to 
operate on a partially self-sustaining

•basis during the 3-year period of 
support.

Interested persons are invited to 
comment on the proposed project 
requirements and review criteria. The 
comment period is 30-days. All 
comments received on or before 
November 28,1994 will be considered 
before the final project requirements 
and review criteria are established.

Written comments should be 
addressed to: Marc L. Rivo, M.D., 
M.P.H., Director, Division of Medicine, 
Bureau of Health Professions, Health 
Resources and Services Administration. 
Parklawn Building, Room 9A-20,56Q0 
Fishers Lane, Rockville, MD 20857.

All comments received will be 
available for public inspection and 
copying at the Division of Medicine, 
Bureau of Health Professions, at the 
above address, weekdays (Federal 
holidays excepted) between the hours of 
8:30 a.m. and 5:00 p.m.
National Health Objectives for the Year 
2000

The Public Health Service (PHS) is 
committed tonchieving the health 
promotion and disease prevention 
objectives of Healthy People 2000, a
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PHS-led national activity for setting 
priority areas. The Cooperative 
Agreements for the National AIDS 
Education and Training Centers 
Program is related to the priority area o f 
Educational and Community-Based 
programs. Potential applicants may 
obtain a copy of H ealthy P eople 2000 
(Full Report; Stock No. 017-001-00474- 
0) orH ealthyPe& pie 2000 {Summary 
Report; Stock No. 01 7-901-00473-1) 
through the Superintendent of 
Documents, ‘Government Printing 
Office, Washington, D.C. 20402-9325 
(Telephone 202-783-3238).
Education and Service Linkage

As part t)f its long-range planning, 
HRSA will he targeting its efforts to 
strengthening linkages between iLS. 
Public Health Service teducation 
programs and programs which provide 
comprehensive primary care services to 
the underserved.
Smoke-Free Workplace

The PHS strongly encourages all grant 
and cooperative agreement recipients to 
provide a smoke-free workplace and 
promote the non-use of all tobacco 
products. This is consistent with the 
PHS mission to protect and advance the 
physical and mental health of the 
American people.
Definitions

As used in this notice;
(1) The term HIV d isease m eans 

infection with the human 
immunodeficiency virus, and includes 
any condition arising from such 
infection.

(2) The term human 
im m unodeficiency virus m eans the 
etiologic agent for acquired immune 
deficiency syndrome.
Substantial Federal Involvement

Substantial involvement will occur in 
the following areas:

1. The development of a plan for the 
proposed AETC region for the 
dissemination of State-of-the-art 
diagnostic and therapeutic clinical 
guidelines and algorithms, with a 
particular emphasis on prevention and 
early intervention strategies;

2. The determination of National 
AETC Program training priorities;

3. Collaboration with Ryan White 
CARE ACT programs; -health professions 
schools and academic health centers;

4. The development Of a relationship 
between the National AETC Program 
and national health professional 
organizations and national organizations 
ofPLWA.

5. The design or direction rif activities 
to develop the plans for information 
disseminationand training.

6. The approval of key AETC project 
staff with particular emphasis on 
recruitment of minority faculty; and

7. The review of consortia 
arrangements and major contracts and/ 
or agreements with subcontractors.

8. The collaboration with other HRSA 
AIDS and AIDS .related programs, 
multiple PHS agencies (NIH, SAMHSA, 
CDC, FDA and AHCPR) and CBOs 
including organizations Of PLWA.
Additional Information

Requests for technical or 
programmatic, information should be 
directed to Juanita Koziol, RN, MS, CS, 
at the address listed above.
Application Requests

Requests for application materials and 
questions regarding grants policy and 
business management issues ahouM foe 
directed to: Mrs. Wilma Johnson (D—35), 
Deputy Chief, Grants Management 
Branch, Bureau of Health Professions. 
Health Resources and Services 
Administration, Parklawn Building, 
Room 8C-26, 5600 Fishers Lane, 
Rockville, Maryland 20857, Telephone; 
(301) 443-6857, FAX: (301) 443-6343.

Completed applications should be 
returned to the «Grants Management 
Branch at the above address.
Paperwork Reduction Act

The standard application form PHS 
6025-1, HRSA Competing Training 
Grant Application, General ¡Instructions 
and supplement for this program have 
been approved fry the Office of 
Management and Budget (OMB) under 
the Paperwork Reduction Act. The OMB 
clearance number is 0915-0060.
Application Deadline Date

The application deadline date is 
December 13,1994. Applications shall 
be considered as meeting the deadline if  
they are either:

(11) R eceived on or before the 
established deadline date, or

(2) Sent on 'or before  the established 
deadline date and received in time for 
orderly processing. {Applicants should 
request a legibly dated U.S. Postal 
Service postmark or obtain a legibly 
dated receipt from a commercial carrier 
or U.S. Postal Service. Private metered 
postmarks shall not be acceptable as 
proof of timely mailing.)

Late applications not accepted for 
processing will be returned to the 
applicant.

This program is listed at 93.145 in the 
Catalog df Federal Domestic Assistance and 
is not subject to the provisions df‘Executive 
Order 12372 Intergovernmental Review'df 
Federal Programs (as implemented through 
45 CFR part 100).

This program is not subject to the 
Public Health System Reporting 
Requirements.

Dated: ‘September^, 1994. 
QroV.Snmaya,
M.D.,M :P3i. T Jtf., A dm inistrator.
[FR Doc. 94-26569 Filed 10-26-94; 8:45 am] 
BILUNG CODE 4 te 0 -« - f>

National Institutes of Health

National Institute of Environmental 
Health Sciences; Notice of Closed 
Meeting

Pursuant to Section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is herefoygiven o f the following 
meeting:

N am e o f Com m ittee: Environmental Health 
Sciences Review Committee.

D ate: November 21-22,1994. ^
Tim e: 8:30 a.m. to adjournment.
P lace: National Institute of Environmental 

Sciences, Building 101 Conference Room,
South Campus, Research Triangle Talk,
North Carolina.

Contact Person: Dr. Ethel Jackson,
Scientific Review Administrator, P.O. Box 
12233, Research Triangle Park, NC 27709,
(919) 541-7826.

Purpose: To review and evaluate grant 
applications.

The meeting will be closed in accordance 
with the provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5, U.S.C. 
Applications and the discussions could 
reveal confidential trade secrets or 
commercial property such as patentable 
material, and personal information 
concerning individuals associated with the 
applications, the disclosure df which would 
constitute a clearly unwarranted invasion of 
personal privacy.
(Catalog df Federal Domestic Assistance 
Program Nos. 98.113, Biological Response to 
Environmental Health Hazards ¡4)3-114,
Applied Toxicological Research and Testing; 
93-115 , Biometry and Risk'Estimation; 93—
894, Resource and Manpower Development, 
National Institutes of Health)

Dated: October 19,1994.
Susan K. Feldman,
Com m ittee M anagem ent’Oifficet, NIH.
[FR Doc. 94-26564 Filed 10-26-94;«:45 am] 
BILLING CODE 4140-01-M

Division of Research Grants; Notice o f 
Closed Meetings

Pursuant to Section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following Division 
of Research Grants Special Emphasis 
Panels (SEPs) meetings;

Purpose/Agen d a : To review Small 
Business Innovation Research Program grant 
applications.
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Name o f SEP: Behavioral and 
Neurosciences.

Date: November 9-10,1994.
Tim e: 9:00 a.m.
P lace: ANA Hotel, Washington, DC.
.Contact Person: Dr. Anita Sostek, Scientific 

Review Admin., 5333 Westbard Ave., Room 
319C, Bethesda, MD 20892, (301) 594-7358.

Name o f  SEP: Multidisciplinary Sciencies.
Date: November 15-16,1994.
Tim e: 10:00 a.m.
P lace: Mclean Hilton, Tysons Corner, VA.
Contact Person: Dr. Melvin Ketchel, 

Scientific Review Admin., 5333 Westbard 
Ave., Room 2A14, Bethesda, MD 20802, (301) 
594-7391.

Name o f SEP: Clinical Sciences.
Date: November 16,1994.
Tim e: 8:00 a.m.
P lace: Holiday Inn, Chevy Chase, MD.
Contact Person: Dr. Gopal Sharma, 

Scientific Review Administrator, 5333 
Westbard Ave., Room 219C, Bethesda, MD 
20892, (301) 594-7130.

Nam e o f SEP: Clincial Sciences.
Date: November 17,1994.
Tim e: 8:00 a.m.
P lace: Holiday Inn, Chevy Chase, MD.
Contact Person: Dr. Gopal Sharma, 

Scientific Review Administrator, 5333 
Westbard Ave., Room 219C, Bethesda, MD 
20892, (301) 594-7130.

Name o f  SEP: Multidisciplinary Sciences.
Date: November 30,1994.
P lace: NIH, Westwood Building, Room 

2A17, Telephone Conference.
Contact Person: Dr. Richard Panniers, 

Scientific Review Administrator, 5333 
Westbard Ave., Room 2A17, Bethesda, MD 
20892,(301)594-7348.

Purpose/A genda: To review individual 
grant applications.

Name o f SEP: Clinical Sciences.
Date: November 14,1994.
Time: 8:30 a.m.
P lace: NIH, Westwood Building, Room 

203B, Telephone Conference.
Contact Person: Dr. H.M. Stiles, Scientific 

Review Administrator, 5333 Westbard Ave., 
Room 203B, Bethesda, MD 20892, (301) 594- 
7194.

Name o f  SEP: Biological & Physiological 
Sciences.

Date: November 14,1994.
Tim e: 1:00 p.m.
P lace: National Airport, Arlington, VA.
Contact P erson: Dr. Everett Sinnett, 

Scientific Review Administrator, 5333 
Westbard Ave., Room 349, Bethesda, MD 
20892, (301) 594-7220.

Name o f  SEP: Biological & Physiological 
Sciences.

Date: November 14,1994.
Tim e: 2:00 p.m.
P lace: NIH, Westwood Building, Room 

225B, Telephone Conference.
Contact Person: Dr. David Redmondini, 

Scientific Review Administrator, 5333 
Westbard Ave., Room 225B, Bethesda, MD 
20892, (301) 594-7202.

Name o f SEP: Microbiological and 
Immunological Sciences.

Date: November 15.1994.
Time: 11:00 a.m. , .

P lace: NIH, Westwood Building, Room 
A23, Telephone Conference.

Contact Person: Dr. Anita Weinblatt, 
Scientific Review Administrator, 5333 
Westbard Ave., Room A23, Bethesda, MD 
20892, (301) 594-7175.

Name o f SEP: Chemistry' and Related 
Sciences.

Dote: November 16,1994.
Time) T.00 p.m.
P lace: NIH, Westwood Building, Room 

1A26, Telephone Conference.
• Contact Person: Dr. Martin Padarathsingh, 

Scientific Review Admin., 5333 Westbard 
Ave., Room 1A26, Bethesda, MD 20892, (301) 
594-7192.

N am ed f SEP: Biological Psysiological 
Sciences.

D ate: November 17,1994.
Tim e: 2:00 p.m.
P lace: NIH Westwood Building, Room 

225B, Telephone Conference.
Contact Person: Dr. David Redmondini, 

Scientific Review Administrator, 5333 
Westbard Ave., Room 225B, Bethesda, MD 
20892, (301) 594-7202.

Nam e o f SEP: Chemistry and Related 
Science.

D ate: November 17,1994.
Tim e: 11:00 a.m.
P lace: NIH, Westwood Building, Room 

337, Telephone Conference.
Contact Person: Dr. Mike Radtke, Scientific 

Review Administrator, 5333 Westbard Ave., 
Room 337, Bethesda, MD 20892, (301) 594- 
7212.

Nam e o f SEP: Clinical Sciences.
Date: November 18,1994.
Tim e: 1:00 p.m.
P lace: NIH, Westwood Building, Room 

349, Telephone Conference.
Contact Person: Ms. Jo Pelham, Scientific 

Review Administrator, 5333 Westbard Ave., 
Room 349, Bethesda, MD 20892, (301) 594- 
7254.

Nam e o f SEP: Biological & Psysiological 
Sciences.

Date: November 18,1994.
Tim e: 2:00 p.m.
P lace: NIH, Westwood Building, Room 

225B, Telephone Conference.
Contact Person: Dr. David Redmondini, 

Scientific Review Administrator, 5333 
Westbard Ave., Room 225B, Bethesda, MD 
20892,(301)594-7202. .

Name o f  SEP: Multidisciplinary Sciences.
Date: November 20-23,1994.
P lace: Penn View Inn, Philadelphia, PA.
Contact Person: Dr. Richard Panniers, 

Scientific Review Admin., 5333 Westbard 
Ave., Room 2A17, Bethesda, MD 20892, (301) 
594-7348.

Nam e o f SEP: Multidisciplinary Sciences.
Date: November 22,1994.
Tim e: 2:00 p.m.
P lace: NIH, Westwood Building, Room 

2A14, Telephone Conference.
Contact Person: Dr. Melvin Ketchel, 

Scientific Review Administrator, 5333 
Westbard Ave., Room 2A14, Bethesda, MD 
20892, (301) 594-7391.

Nam e o f SEP: Chemistry and Related 
Sciences.

Date: November 30,1994.

Tim e: 2:00 p.m.
P lace: NIH, Westwood Building, Room 

328, Telephone Conference.
Contact Person: Dr. Paul Strudler, 

Scientific Review Admin., 5333 Westbard 
Ave., Room 328, Bethesda, MD 20892, (301) 
594-7152.

Name o f SEP: Multidisciplinary Sciences.
Date: November 30,1994.
Tim e: 8:30 a.m.
P lace: Univ. of California, Irvine, CA.
Contact Person: Dr. Marjam Behar, 

Scientific Review Administrator, 5333 
Westbard Ave., Room 2A11A, Bethesda, MD 
20892, (301) 594-7376.

Name o f SEP: Clinical Sciences.
Date: November 18,1994.
Tim e: 1:00 p.m.
P lace: NIH, Westwood Building, Room 

349, Telephone Conference.
Contact Person: Ms. Jo Pelham, Scientific 

Review Administrator, 5333 Westbard Ave., 
Room 349, Bethesda, MD 20892, (301) 594- 
7254.

The meetings will be closed in accordance 
with the provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5, U.S.C. 
Applications and/or proposals and 
discussions could reveal confidential trade 
secrets or commercial property such as 
patentable material and personal information 
concerning individuals associated with the 
applications and/or proposals, the disclosure 
of which would constitute a clearly 
unwarranted invasion of personal privacy. 
(Catalog of Federal Domestic Assistance 
Program Nos. 93.306, 93.333, 93.337, 93.393- 
93.396, 93.837-93.844, 93.846-93.878, 
93.892. 93.893. National Institutes of Health. 
HHS)

Dated: October 20.1994.
Susan K. Feldman,
Com m ittee M anagem ent O fficer. NIH 
(FR Doc. 94-26565 Filed 10-26-94: 8:45 amj 
BILLING CODE 4140-01-M

Public Health Service

National Institutes of Health; Statement 
of Organization, Functions, and 
Delegations of Authority

Part H, Chapter HN (National 
Institutes of Health) of the Statement of 
Organization, Functions, and 
Delegations of Authority for the 
Department of Health and Human 
Services (40 FR 22859, May 27,1975, as 
amended most recently at 59 FR 42066, 
August 16,1994) is amended to reflect 
the reorganization of the National 
Institute of Dental Research (NIDR) 
(HNP). This reorganization will align 
NIDR’s organizational structure with 
that of other Institutes to assure proper 
comparability and recognition of 
organizations and positions by both the 
dental community and personnel of 
other Government organizations. The 
reorganization consists of the following:
(1) Realign the Office of Administrative j



Federal Register /  VoL 59, No. 207 /  Thursday, October 27, 1994 U Notices 54001

Management (HNP1S) and Office of 
Planning, Evaluation and 
Communications .(HNP.14) in the Office 
of the Directo (HftJPl); (2) establish the 
Division of Intramural Research (HNP2);
(3) transfer the functions of the 
Intramural Research Program (IRF) 
(HNP-2) to the Division of Intramural 
Research and abolish the IRP; (4) 
establish the division of Extramural 
Research (HNP4h (5) transfer die 
functions of the Extramural Program 
(EPJ (HNP-4) to the Division of 
Extramural Research and abolish the EP; 
(6) establish the Division 'Of 
Epidemiology and Grail Disease 
Prevention >(HMP5‘); and (7) transfer the 
functions of the Epidemiology and Oral 
Disease Prevention Program (BODPP) 
(HNP-5) to the Division of 
Epidemiology and Oral Disease 
Prevention and abolish the EODPP.

■ Section HN-B, ‘Organization and 
Functions, is amended as follows: (ll 
Under the heading N ational Institute o f  
Dental Research (MNP), delete the titles 
and functional statements for the 
Intramural Research Program (HNP-2), 
the Extramural Program HNP-4), and 
the Epidem iology an d  Oral D isease 
Prevention Program (fíN P-5) in their 
entirety and insert the ¡following:
Office of Administrative Management 
(HNP13)

(1) Advises the Director, Deputy 
Director, Program Directors, and other 
key officials on managerial and 
adntimsftrative matters affecting the ‘ 
planning and execution ofNIDR 
programs; (2) plans, directs, and 
conducts administrative management 
activities of the NIBR including the 
areas of financial management, 
personnel management, management 
analysis, and office services; (3) 
interprets, analyzes, and implements 
legislation and/or Departmental and 
NUJ directives affecting administrative 
policies, administrative orders, and new 
concepts affecting the overall mission of 
the NIDR; (4) develops policies, 
guidelines, and procedures on matters 
relating to the administrative 
management activities of the Institute; 
and (5) serves as the Institute focal point 
for the coordination, preparation, and 
analysis of a wide variety of 
programmatic reports and other 
documents associated with NM, PHS, 
DHHS, and other Federal agencies.
Office of Planning, Evaluation and 
CommunicationsfHNPl4)

(1) Advises the Director on science 
program and policy activities related to 
strategic planning, evaluation, program 
analysis, legislation, public information, 
and communications and data system«,

and directs the institute's efforts in 
these areas; and (2) maintains NIDR’s 
research project information systems 
and serves as the Institute focus for 
automated data processing systems and 
information technology, including local 
area networks.
Division of Intramural Research 
(HNP2)

(1) Plans and conducts the Institute’s 
basic and clinical research program 
directed toward increasing fundamental 
knowledge of oral diseases and the 
senses of taste and smell; the 
biochemistry.stniotnre, function and 
development of .bone, teeth, salivary 
glands, and connective tissues; the role 
of bacteria and viruses in oral disease, 
genetic disorders and tumors of the oral 
cavity; and studies the cause and 
treatment of acute and chronic pain and 
new diagnostic methods; (2) provides 
dental care for selected inpatients and 
ambulatory patients of Institutes 
conducting clinical research in the 
Warren Grant Magnnson Clinical 
Center; (S') evaluates research efforts and 
establishes program priorities; (4) 
allocates funds, space, and personnel 
ceilings to ensure maximum utilization 
of available resources in the attainment 
of Institute objectives and integrates 
new research activities info the program 
structure; (5) collaborates with other 
NIH Institutes and external research 
institutions and maintains an awareness 
of national research efforts in program 
areas; and (6) provides advice on 
intramural research and science in 
general to the Institute Director.
Division of Extramural Research 
(HNP4)

(1) Flans and directs the Institute’s 
programs that support research and 
research training through grants and 
contracts in oral biology, periodontal 
diseases, dental caries, nutrition and 
fluoride; craniofacial deveopment and 
disorders; biomaterials, biology of the 
pulp and implants; orail soft tissue 
diseases; pain and oral motor and 
sensory function; salivary glands and 
saliva; and behavioral and social 
sciences and oral epidemiology, to 
ensure maximum utilization rtf available 
resources in attainment of institute 
objectives; (2) provides essential initial 
scientific review for applications 
assigned to the Institute and assures 
effective and proper grants and 
contracts management; (3) assesses the 
need for research and research training 
in a broad spectrum of scientific 
program areas; (4) determines program 
priorities and recommends funding 
levels; {5) collaborates with Institute 
•and ¿NIH intramural programs and

maintains an awareness Of related 
national research efforts in program 
areas; |6) provides advice on extramural 
research and science in general to the 
Institute Director, staff, and advisory 
groups by preparing reports and 
analyses to facilitate the implementation 
of their responsibilities; (7) establishes 
and maintains effective relationships 
with dental schools and research 
institutions, professional dental 
organizations, and other agencies and 
organizations concerned with 
extramural programs; and ¡(8) consults 
with other Federal and public agencies, 
voluntary health organizations, 
professional associations, and private 
sector organizations in identifying 
research needs and developing 
programs to meet those needs.
Division of Epidemiology and Oral 
Disease Prevention "{HNP5)

Serves as the Federal focus for 
research in the fields of orofacial 
epidemiology and disease prevention.
(1) Plans, develops, directs, and 
performs epidemiologic investigations 
of oral and maxillofacial health and 
diseases, as well as oral manifestations 
of systemic disorders; (2) identifies 
biological,behavioral, social, 
environmental, and material risk factors 
for orofacial diseases and conditions; (3) 
identifies and tests molecular and 
cellular markers, clinical indices, 
imaging techniques, behavioral and 
social factors, environmental indicators, 
and other approaches for assessing the 
presence and course o f orofacial 
disorders, treatment compliance and 
outcome, and the onset of systemic 
diseases via in vitro, animal model, and 
human population studies; (4) performs 
research in the areas of diseases 
diagnosis, etiology, prognosis, and 
treatment; prevention and health 
promotion; delivery of care; utilization 
of services; risk-benefit assessment; and 
decision systems; develops current 
estimates for, and monitors trends in, 
levels .and riislribulionof orofacial 
health status and diseases; (6) compiles, 
maintains, and analyzes databases, 
disease registries, and data banks on 
orofacial health status in the D.S. 
general population and particular 
subpopulations; (7) facilitates the 
diffusion, dissemination, and transfer of 
knowledge related to oral disease 
prevention and health promotion, and 
evaluates that process in terms of such 
factors us feasibility, acceptability, 
effectiveness, and long-term adoption of 
intervention strategies for improving 
oral health practices, utilization of 
dental services, and oral health status; 
(8) fosters the transmission of scientific 
knowledge to the research, public, and
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practitioner communities; (9) identifies 
emerging orofacial health problems and 
issues in populations, evaluates the 
sources and implications of trends in 
the orofacial health status of 
populations, and uses results to help 
develop research priorities for the 
division and Institute; (10) offers 
training programs related to the mission 
of the division; (11) provides technical 
assistance to other NIDR program 
components, NIH, PHS, DHHS, and 
Federal and non-Federal agencies, and 
professional groups; (12) prepares 
analyses and reports to assist Institute 
staff and advisory groups in carrying out 
their responsibilities; (13) consults with 
health organizations and professional 
associations in identifying research 
needs and developing programs to meet 
them; and (14) provides advice on the 
program and science in general to the 
Institute Director.

Dated: October 12,1994.
Harold Vannus,
Director, NIH.
[FR Doc. 94-26563 Filed 10-26-94; 8:45 am] 
BILLING CODE 4140-01-M

National institutes of Health; Privacy 
Act of 1974; New System of Records
AGENCY: Public Health Service, DHHS. 
ACTION: Notification of a new system of 
records.

SUMMARY: In accordance with the 
requirements of the Privacy Act, the 
Public Health Service (PHS) is 
publishing a notice of a new system of 
records, 09-25-0169, “Medical Staff 
Credentials Files, HHS/NIH/CC.” We 
are also proposing routine uses for this 
new system.
DATES: PHS invites interested parties to 
submit comments on the proposed 
internal and routine uses on or before 
November 28,1994. PHS has sent a 
report of a New System to the Congress 
and to the Office of Management and 
Budget (OMB) on October 14,1994. This 
system of records will be effective 40 
days from the date of publication unless 
PHS receives comments on the routine 
uses which would result in a contrary 
determination.
ADDRESSES: Please submit comments to: 
NIH Privacy Act Officer, Building 31, 
Room 3B03, 9000 Rockville Pike, 
Bethesda, MD 20892, 301-496-2832.

Comments received will be available 
for inspection at this same address from 
9 a.m. to 3 p.m., Monday through 
Friday.
FOR FURTHER INFORMATION CONTACT: 
Chief, Medical RecordJDepartment, 
Warren G. Magnuson Clinical Center,

National Institutes of Health, Building 
10, Room 1N208, 9000 Rockville Pike, 
Bethesda, Maryland 20892, 301-496- 
2292.

The numbers listed above are not toll 
free.
SUPPLEMENTARY INFORMATION: The 
National Institutes of Health (NIH) 
proposes to establish a new system of 
records: 09-25-0169, “Medical Staff 
Credentials Files, HHS/NIH/CC.” This 
system of records will be used by NIH 
staff to: (1) Maintain information used 
in the credentialing and privileging of 
active medical staff members at the 
Warren G. Magnuson Clinical Center; (2) 
document patient care privileges for 
active members of the medical staff; (3) 
provide information about active and 
non-active members of the medical staff 
to authorized individuals; and (4) report 
to the National Practitioner Data Bank as 
required by the provisions of Title IV of 
Public Law 99-660, as amended.

The system will comprise records that 
contain medical staff names, date of 
birth, home address and telephone 
number, office address and telephone 
number, citizenship, visa information, 
appointment date, hospital-wide 
computer access privileges, Institute/ 
Center/Division designation, branch/lab, 
type of medical staff membership, 
privilege delineation, professional 
degree(s) including school of attendance 
and graduation dates, foreign medical 
examinations, specialty board 
certifications, licensing information 
(including state of licensure and license 
number), record or disciplinary actions, 
documentation of training, and 
admitting privileges.

The amount of information recorded 
on each individual will be only that 
which is necessary to accomplish the 
purposes of the system. Records are 
established from forms and 
documentation submitted by individual 
medical staff members to the Medical 
Record Department.

The records in this system will be 
maintained in a secure manner 
compatible with their content and use. 
NIH and Contractor staff will be 
required to adhere to the provisions of 
the Privacy Act and the HHS Privacy 
Act regulations. The System Manager 
will control access to the data. Only 
authorized users whose official duties 
require the use of such information will 
have regular access to the records in this 
system. Authorized users are HHS 
employees and Contractor staff 
responsible for implementing tha 
medical staff credentials data system.

Records will be stored on paper forms 
in file folders and on computer disk. 
Manual and computerized records will

be maintained in accordance with the 
standards of Chapter 45—13 of the HHS 
General Administration Manual, 
“Safeguarding Records Contained in 
Systems of Records,” supplementary 
Chapter PHS hf: 45-13, the 
Department’s Automated Information 
System Security Program Handbook, 
and the National Institute of Standards 
and Technology Federal Information 
Processing Standards (FIPS Pub. 41 and 
FIPS Pub. 31).

Data stored in computers is accessed 
through a network system by use of a 
password known only to authorized 
users. Rooms where records are stored 
are locked when not in use. During 
regular business hours, rooms are 
unlocked by entry is controlled by on­
site personnel.

The routine uses proposed for this 
system are compatible with the stated 
purposes of the system. The first routine 
use permitting disclosure to a 
congressional office is proposed to 
allow subject individuals to obtain 
assistance from their representatives in 
Congress, should they so desire. Such 
disclosure would be made only 
pursuant to a request of the individual. 
The second routine use of this system 
allows disclosure to the Department of 
Justice to defend the Federal 
Government, the Department, or 
employees of the Department in the 
event of litigation. The third routine use 
allows referral to the appropriate agency 
in the event that a system of records 
maintained by this agency to carry out 
its functions indicates a violation or 
potential violation of law. The fourth 
routine use allows disclosure of records 
to contractors for the purpose of 
processing or refining records in the 
system. The fifth routine use permits 
disclosure to representatives of the Joint 
Commission on Accreditation of 
Healthcare Organizations for the 
purpose of conducting quality assurance 
reviews and inspections of the Warren 
G. Magnuson Clinical Center 
credentialing policies and procedures. 
The sixth routine use permits disclosure 
to State medical boards for purposes of 
professional quality assurance activities. 
The seventh routine use allows 
disclosure to health care facilities for 
the purpose of verifying that an 
individual to whom they intend to grant 
medical staff or patient care privileges 
has or previously held such privileges at 
the Warren G. Magnuson Clincial 
Center.

The following notice is written in the 
present, rather than future tense, in 
order to avoid the unnecessary 
expenditure of public funds to republish 
the notice after the system has become 
effective.
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Dated: October 18,1994.
Ellen W o r m s e r ,

Director, O ffice o f  Organization and  
Management Systems. .

09-25-0169

SYSTEM NAME:

Medical Staff-Credentials Files, HHS/ 
NIH/CC.

SECURITY CLASSIFICATION:

None.

SYSTEM LOCATION:

Medical Record Department, Warren 
G. Magnuson Clinical Center, National. 
Institutes of Health, Building 10, Room 
1N208, 9000 Rockville Pike, Bethesda, 
Maryland 20892.

Write to the System Manager at the 
address below for a list of Contractor 
locations, including the address of any 
Federal Records Center where records 
from this system may be stored.

CATEGORIES OF INDIVIDUALS COVERED BY THE
s y s t e m :

Individuals who have been approved 
as members of the medical staff at the 
Warren G. Magnuson Clinical Center.

CATEGORIES OF RECORDS IN THE SYSTEM: 

Medical staff names, date of birth, 
home address and telephone number, 
office address and telephone number, 
citizenship, visa information, 
appointment date, hospital-wide 
computer access privileges, Institute/ 
Center/Division designation, branch/lab, 
type of medical staff membership, 
privilege delineation, professional 
degree(s) including school of attendance 
and graduation dates, foreign medical 
examinations, specialty board 
certifications, licensing information 
(including state of licensure and license 
number), record of disciplinary actions, 
documentation of training, and 
admitting privileges.

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 

Authority for collecting the requested 
information is contained in section 301 
(42 U.S.C. 241) of the Public Health 
Service Act, as amended, outlining the 
authority of the Secretary to, within the 
Public Health Service (PHS), promote 
the coordination of various research and 
associated activities, including for 
purposes of study, admitting and 
treating individuals at PHS facilities. 
Section 402(b) of the Public Health 
Service Act (42 U.S.C. 282(b)), as 
amended, outlining the authority of the 
Director of the National Institutes of 
Health (NIH) with respect to the 
admission and treatment of individuals 
at NIH facilities for purposes of study.

p u r p o s e (s ):

These records are used to: (1)
Maintain information used in the 
credentialing and privileging of active 
medical staff members at the Warren G. 
Magnuson Clinical Center; (2) document 
patient care privileges for active 
members of the medical staff; (3) 
provide information about active and 
non-active members of the medical staff 
to authorized individuals; and (4) report 
to the National Practitioner Data Bank as 
required by the provisions of Title IV of 
Pub. L. 99-660, as amended.
ROUTINE USES OF RECORDS MAINTAINED IN THE  
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USE:

1. Disclosure may be made to a 
congressional office from the record of 
an individual in response to an inquiry 
from the congressional office made at 
the request of that individual.

2. The Department of Health and 
Human Services (HHS) may disclose 
information from this system of records 
to the Department of Justice, or to a 
court or other tribunal, when (a) HHS, 
or any component thereof; or (b) any 
HHS employee in his or her official 
capacity; or (c) any HHS employee in 
his or her individual capacity where the 
Department of Justice (or HHS, where it 
is authorized to do so) has agreed to 
represent the employee; or (d) the 
United States or any agency thereof 
where HHS determines that the 
litigation is likely to affect HHS or any 
of its components, is a party to 
litigation, and HHS determines that the 
use of such records by the Department 
of Justice, court or other tribunal is 
relevant and necessary to the litigation 
and would help in the effective 
representation of the governmental 
party, provided, however, that in each 
case HHS determines that such 
disclosure is compatible with the 
purpose for which the records were 
collected.

3. In the event that a system of records 
maintained by this agency to carry out 
its functions indicates a violation or 
potential violation of law, whether civil, 
criminal, or regulatory in nature, and 
whether arising by general statute or 
particular program statute, or by 
regulation, rule or order issued pursuant 
thereto, the relevant records in die 
system of records may be referred to the 
appropriate agency, whether Federal, 
State, or local, charged with enforcing or 
implementing the statute or rule, 
regulation or order issued pursuant 
thereto.

4. NIH may disclosure records to 
Department contractors and 
subcontractors for the purpose of 
collecting, compiling, aggregating,
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analyzing, or refining records in the 
system. Contractors maintain, and are 
also required to ensure that 
subcontractors maintain, Privacy Act 
safeguards with respect to such records.

5. NIH may disclose information to 
representatives of the Joint Commission 
on Accreditation of Healthcare 
Organizations for the purpose of 
conducting quality assurance reviews 
and inspections of the Warren G. 
Magnuson Clinical Center credentialing 
policies and procedures.

6. NIH disclose information from this 
system of records to State medical 
boards for purposes of professional 
quality assurance activities.

7. NIH may disclose information from 
this system of records to health care 
facilities for the purpose of verifying 
that an individual to whom they intend 
to grant medical staff or patient care 
privileges has or previously held such 
privileges at the Warren G. Magnuson 
Clinical Center.
POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND  
DISPOSING OF RECORDS IN THE SYSTEM:

s t o r a g e :

Records are stored on paper forms in 
file folders and on computer disks.

r e t r ie v a b iu t y :

Records are retrieved by name, date of 
birth, type of medical staff membership, 
Institute/Center/Division and licensing 
status. ?

SAFEGUARDS:

1. A uthorized users: Data on the 
computer network system is accessed by 
a password known only to authorized 
users who are NIH employees and 
Contractor staff responsible for 
implementing the medical staff 
credentials data system. Access to 
information is thus limited to those with 
a need to know.

2. Physical safeguards: Rooms where 
records are stored are locked when not 
in use. During regular business hours 
rooms are unlocked but entry is 
controlled by on-site personnel.

3. Procedural and techn ical 
safeguards: Access to files is strictly 
controlled by the system manager. 
Names and other identifying particulars 
are deleted when data from original 
records are encoded for analysis. Data 
stored in computers is accessed through 
a network system by use of a password 
known only to authorized users. All 
authorized users of personal 
information in connection with the 
performance of their jobs (see 
Authorized Users, above) protect 
information from public view and from 
unauthorized personnel entering an
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unsupervised office. These practices are 
in compliant» with the standards of 
Chapter 45-13 of thp HHS General 
Administration Manual, ‘-Safeguarding 
Records Contained in Systems of 
Records,” supplementary Chapter PHS 
hf: 45-13, and the Department’s 
Automated Information System Security 
Program Handbook, and the National 
Institute of Standards and Technology 
Federal Information Processing 
Standards (FIPS Pub. 41 and FIPS Pub. 
31).
RETENTION AND DISPOSAL:

Records are retained and disposed of 
under the authority of the NIH Records 
Control Schedule contained in NIH 
Manual Chapter 1743, Appendix 1— 
“Keeping and Destroying Records”
(HHS Records Management Manual, 
Appendix B-361), item 2300-293-4, 
“Medical Staffs’ Credential Files,” 
which allows inactive records to be 
transferred to the Federal Records 
Center at five year intervals and to be 
destroyed after thirty years. Refer to the 
NIH Manual Chapter for specific 
disposition instructions.
SYSTEM MANAGER AND ADDRESS:

Chief, Medical Record Department, 
Warren G. Magnuson Clinical Center, 
National Institutes of Health, Building 
10, Room 1N208,9000 Rockville Pike, 
Bethesda, Maryland 20892.
NOTIFICATION PROCEDURES:

To determine if a record exists, write 
to the System Manager at the above 
address. The requester must provide 
tangible proof of identity (e.g., driver’s 
license). If no identification papers are 
available, the requester must verify his 
or her identity by providing either a 
notarization of the request or a written 
certification that the requester is who he 
or she claims to be and understands that 
the knowing and willful request for 
acquisition of a record pertaining to an 
individual under false pretenses is a 
criminal offense under the Act, subject 
to a five thousand dollar fine.
RECORD ACCESS PROCEDURES:

Write to the System Manager 
specified above to attain access to 
records and provide the same 
information as that required under the 
Notification Procedures. Requesters 
should also reasonably specify the 
record contents being requested. 
Individuals may also request an 
accounting of disclosure of their 
records, if any.

CONTESTING RECORD PROCEDURES:

Contact the System Manager specified 
above and reasonably identify the 
record, specify the information lo be

contested, the corrective action sought, 
and your reasons for requesting the 
correction, along with supporting 
information to show how the record is 
inaccurate, incomplete, untimely or 
irrelevant. The right to contest records 
is limited to information which is 
incomplete, irrelevant, incorrect, or 
untimely (obsolete).
RECORD SOURCE CATEGORIES:

Subject individual.
SYSTEMS EXEMPTED FROM CERTAIN PROVISIONS  
OF THE ACT:

None.
(FR Doc. 94-26626 Filed 10-26-94; 8:45 am] 
BILUNG CODE 4140-01-M

Social Security Administration

Privacy Act of 1974; Report of New 
Systems of Records
AGENCY: Social Security Administration 
(SSA), HHS.
ACTION: Notification of new systems of 
records and new routine uses.
SUMMARY: In accordance with the 
Privacy Act of 1974 (5 U.S.C. 
552a(e)(4)), we are notifying the public 
of our intent to establish two new 
systems of records. The proposed 
systems are entitled “SSA-Initiated 
Personal Earnings and Benefit Estimate 
Statement (SIPEBES) History File, HHS/ 
SSA/OSR, 09-60-0224” and “SSA- 
Initiated Personal Earnings and Benefit 
Estimate Statement Address System for 
Certain Territories, HHS/SSA/OSR, 09 - 
60-0225.” For convenience we will 
refer to these systems as the “History 
File” and the “Territory Address 
System,” respectively.

We are also proposing to establish 
routine uses of the information to be 
maintained in the two systems. The 
proposed routine uses are discussed 
below.

We invite public comment on this 
publication.
DATES: We filed a report of the proposed 
systems of records with the Senate 
Committee on Governmental Affairs, the 
House Committee on Government 
Operations, and the Office of 
Management and Budget, Office of 
Information and Regulatory Affairs, on 
October 3,1994. The proposed systems, 
including the proposed routine uses, 
will become effective as proposed, 
without further notice, on November 12, 
1994, unless we receive comments on or 
before that date which would warrant 
preventing the systems from taking 
effect.
ADDRESSES: Interested individuals may 
comment on this proposal by writing to

the SSA Privacy Officer, 3 -D -l 
Operations Building, 6401 Security 
Boulevard, Baltimore, Maryland 21235, 
All comments received will be available 
for public inspection at the above 
address.
FOR FURTHER INFORMATION CONTACT:
Mr. Peter J. Benson, Office of Policy, 
6401 Security Boulevard, Baltimore, 
Maryland 21235; telephone 410-965- 
1736.
SUPPLEMENTARY INFORMATION:

I. Description of the Proposed Systems 
of Records

Section 1143(c) of the Social Security 
Act requires SSA to phase in a program, 
beginning not later than October 1, 
1999, for mailing a PEBES annually to 
everyone:

(a) Who has reached at least age 25,
(b) Who has had some earnings 

reported to his/her Social Security 
number (SSN),

(c) Who is not receiving benefits 
under Title II of the Social Security Act, 
and

(d) For whom SSA can determine a 
mailing address.

The phasing in requires SSA to 
furnish PEBES by not later than 
September 30,1995, to everyone who 
has reached age 60 by October 1,1994, 
who is currently not receiving title II 
benefits, for whom some earnings have 
been reported, and for whom a current 
mailing address can be established; and 
from October 1,1994, to September 30, 
1999, to everyone who attains age 60 
during that period and who meets the 
other criteria for receiving the PEBES. 
The PEBES will be sent in the fiscal year 
(October 1 through September 30) in 
which the individual attains age 60.

The two systems together will enable 
SSA to mail Personal Earnings and 
Benefit Estimate Statements (PEBES) to 
certain individuals, pursuant to section 
1143 of the Social Security Act (42 
U.S.C. 1320b-13).

SSA has previously maintained 
current address information only for 
those persons currently entitled to 
monthly Social Security benefits. 
Therefore, SSA must obtain address 
information for everyone to whom SSA 
will be required to mail a PEBES.

As discussed below, SSA will use 
different sources for obtaining the 
address information that will be 
maintained in the systems.

A. H istory File. For persons living 
within a State of the United States or the 
District of Columbia, SSA will use 
address information obtained from the 
Internal Revenue Service (IRS), 
reflecting addresses taken from Federal 
income tax returns. SSA will maintain
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this address information obtained from 
IRS in the History File.

After the PEBES have been released in 
a given mailing cycle, SSA will 
inevitably receive inquiries from some 
individuals about their PEBES, or 
alleging that they did not receive a 
PEBES. The History File will enable 
SSA to verify whether a PEBES was 
released to that person, when, to what 
address, and what address source was 
used. The History File will also permit 
statistical studies involving the PEBES 
system.

B. Territory A ddress System. For 
persons living in Puerto Rico or in a 
territory of the United States who are 
not required to file Federal income tax 
returns, SSA must obtain their 
addresses from sources other than the 
IRS. SSA will obtain this information 
from the Commonwealth and Territorial 
governments. SSA must maintain these 
data until needed for a PEBES mailing. 
We therefore are establishing the 
Territory Address System of records for 
that purpose. After an address is 
identified from the Territory Address 
System and a PEBES is mailed, the 
address information will be maintained 
in the History File.
II. Collection and Maintenance of Data 
in the Systems

Information for the History File (each 
individual’s address information, other 
personal information, and information 
about the PEBES mailing) will be 
obtained from IRS and from sources 
within SSA, respectively.

Information for the Territory Address 
System will be obtained primarily from 
the Commonwealth and Territorial 
governments, possibly supplemented 
from other sources.
III. Proposed Routine Use Disclosures 
of Data in the Systems

We are proposing to establish the 
following routine use disclosures of the 
information that will be maintained in 
the two systems. The routine use 
disclosures are identical for both 
systems except as noted. Information 
may be disclosed as follows:

1 .Inform ation m ay be d isclosed  to 
contractors and other Federal agencies, 
as necessary, to assist SSA in the 
efficient, adm inistration o f  its program s. 
We contem plate disclosing inform ation  
under this routine use only in situations 
in which SSA m ay enter a contractual 
or sim ilar agreem ent with a third party  
to assist in accom plishing an agency 
function relating to this system o f  
records.

Wage and other inform ation which is 
subject to the disclosure provisions o f  
the Internal Revenue Code (IRC, 26

U.S.C. 6103) will not be d isclosed  under 
this routine use unless disclosure is 
expressly perm itted by the IRC.

Contractors will safeguard 
information disclosed to them 
consistent with the requirements of the 
Privacy Act.

We contemplate disclosing 
information under this routine use only 
when SSA enters into a contractual or 
similar agreement with a third party to 
help SSA maintain the proposed 
systems or to carry out the PEBES 
mailing program.

In administering our program, we 
often find that it is more efficient to use 
an outside contractor to carry out some 
of our functions. This proposed routine 
use would allow us to disclose 
information from the system under 
these circumstances.

2. Inform ation m ay be d isclosed  to a 
congressional o ffice  in response to an 
inquiry from  the congressional o ffice  
m ade at the request o f  the subject o f  the 
record.

Wage and other inform ation which is 
subject to the disclosure provisions o f  
the Internal Revenue Code (IRC, 26 
6103) will not be d isclosed  under this 
routine use unless disclosure is 
expressly perm itted by the IRC.

We contemplate disclosing 
information under this routine use only 
in situations in which the individual 
asks his/her Member of Congress to 
intercede in an SSA matter on his/her 
behalf. Information will be disclosed 
from the proposed systems only when 
the Member of Congress inquires and 
presents evidence that he/she is acting 
on behalf of thé individual whose 
record is requested.

3. Inform ation m ay be d isclosed  to the 
Department o f  Justice (DOJ), a court, or 
other tribunal, or another party before 
such tribunal, when:

(1) SSA, or any com ponent thereof; or
(2) any SSA em ployee in h is/h er  

o fficia l capacity; or
(3) any SSA em ployee in h is/h er  

individual capacity  when DOJ (or SSA, 
when it is authorized to do so) has 
agreed to represent the em ployee; or

(4) the United States or any agency 
th ereo f when SSA determ ines that the 
litigation is likely  to a ffect the 
operations o f  SSA or any o f  its 
com ponents, Is a party to litigation or 
has an interest in such litigation, and  
SSA determ ines that the use o f such 
records by DOJ, the court or other 
tribunal, or other party before the 
tribunal is relevant and necessary to the 
litigation, provided, how ever, that in 
each  case SSA determ ines that such 
disclosure is com patible with the 
purposes fo r  w hich the records were 
collected .

Wage and other inform ation which is 
subject to the disclosure provisions o f  
the Internal Revenue Code (IRC, 26 
U.S.C. 6103) will not be disclosed  under 
this routine use unless disclosure is 
expressly perm itted by the IRC.

This proposed routine use would 
permit us to disclose information from 
the proposed systems when an SSA 
component and/or employee is involved 
in litigation involving information in 
the proposed system. The routine use 
would also permit disclosure when SSA 
brings suit or when another party bring 
suit and SSA has an interest in the 
litigation.

4. Inform ation m ay be d isclosed  to the 
O ffice o f  the President fo r  responding to 
an individual pursuant to an inquiry 
received  from  that individual or from  a 
third party on his or h er behalf.

Wage and other inform ation which is  
subject to the disclosure provisions o f  
the Internal Revenue Code (IRC, 26 
U.S.C. 6103) will not be disclosed  under 
this routine use unless disclosure is 
expressly perm itted by the IRC.

We contemplate disclosing 
information under this routine use in 
situations in which that individual or 
someone else on the individual’s behalf 
asks the President to intercede in an 
SSA matter pertaining to the individual. 
Information may be disclosed from the 
proposed systems when the Office of the 
President inquires and presents 
evidence that it is acting on behalf of the 
individual whose record is requested.

5. Nontax return inform ation, the 
disclosure o f  which is not expressly  
restricted by  F ederal law, m ay be  
disclosed  to the General Services 
Adm inistration and the N ational 
A rchives and R ecords Adm inistration 
under 44 U.S.C. 2904 and 2906, as 
am ended by the N ational A rchives and  
Records Adm inistration Act o f 1984, fo r  
the use o f  those agencies in conducting 
records m anagem ent studies.

Wage and other inform ation which is 
subject to the disclosure provisions o f  
the Internal Revenue Code (IRC, 26 
U.S.C. 6103) will not be d isclosed  under 
this routine use unless disclosure is 
expressly perm itted by the IRC.

The Administrator of the General 
Services Administration (GSA) and the 
Archivist of the National Archives and 
Records Administration (NARA) are 
charged by 44 U.S.C. 2904 with 
promulgating safeguards, procedures, 
and guidelines regarding records 
management and conducting records 
management studies. Section 2906 of 
that law, also amended by the NARA 
Act of 1984, provides that GSA and 
NARA are to have access to Federal 
agencies’ records and that agencies are 
to cooperate with GSA and NARA. In
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carrying out these responsibilities, it 
may be necessary for GSA and NARA to 
have access to these two proposed 
systems of records. In such instances, 
the routine use will facilitate'disclosure.

6. Information may be disclosed to the 
Internal Revenue Service (IRS) for 
auditing SSA’s compliance with the 
safeguard provisions of the Internal 
Revenue Code of 1986, as amended.

This routine use applied only to the 
History File which maintains some 
information obtained from the IRS. As 
necessary, the routine use will allow 
disclosure to IRS to ensure that SSA is 
in compliance with safeguard standards.
IV. Compatibility of the Proposed 
Routine Uses

Both the Privacy Act of 1974 (5 U.S.C. 
552a(a)(7) and (b)(3)) and our disclosure 
regulations (20 CFR part 401) permit us 
to disclose information under a routine 
use for a purpose which is compatible 
with the purposes for which we 
collected the information. Paragraph 
401.310(c) of the regulations permits us 
to disclose information under a routine 
use to administer our programs. Section 
401.205 of the regulations requires us to 
disclose information when a law 
specifically requires the disclosure.

The proposed routine uses numbered 
1, 2, 3 ,4 , and 6, described above, will 
facilitate SSA’s administration of its 
programs. Routine use number 5 will 
allow GSA or NARA to inspect our 
records, as required by 44 U.S.C. 2904 
and 2906, when those agencies conduct 
records management studies. Thus, all 
the routine uses are appropriate and 
meet the criteria in the Privacy Act and 
SSA’s regulations.
V. Safeguards

We will employ a number of security 
measures to minimize the risk of 
unauthorized access to or disclosure of 
personal data in the two proposed 
systems. These measures include the 
use of passwords and access codes to 
enter the computer system which will 
maintain the data, and storage of the 
computerized records in secured areas 
which are accessible only to employees 
who require the information in 
performing their official duties. SSA 
employees who have access to the data 
will be informed of the criminal 
penalties of the Privacy Act for 
unauthorized access to or disclosure of 
information maintained in thasystem.

In addition, any contract which SSA 
may sign with a third party in order to 
carry out the required mailings will 
stipulate that (a) the contractor must 
establish safeguards to protect the 
personal information temporarily in its 
custody, in accordance with Privacy Act

requirements; (b) the contractor may use 
the information only as necessary in 
fulfilling the contract; and (c) the 
contractor is subject to criminal 
penalties for violations of the Privacy 
Act.
VI. Effect of the Proposed Systems of 
Records on Individual Rights

As discussed above, the proposed 
systems of records will enable SSA to 
mail PEBES. Recipients will benefit 
from the PEBES because these 
statements will help them plan their 
finances and check the accuracy of 
SSA’s records. The routine uses will 
benefit individuals by helping SSA run 
its programs smoothly.

SSA will adhere to all provisions of 
the Privacy Act, Social Security Act, 
and other applicable laws in our 
maintenance and use of the information. 
Thus, we do not anticipate that the 
system will have any adverse effect on 
individuals’ rights.

Dated: October 3,1994.
Shirley S. Chater,
Com m issioner o f S ocial Security.

09-60-0224 

SYSTEM NAM E:

SSA-Initiated Personal Earnings and 
Benefit Estimate Statement (SIPEBES) 
History File, HHS/SSA/OSR.

SECURITY CLASSIFICATION:

None.

SYSTEM LOCATION:

Social Security Administration, Office 
of Systems, 6401 Security Boulevard, 
Baltimore, MD 21235.

CATEGORIES OF INDIVIDUALS COVERED BY THE  
SYSTEM:

Any person:
• Who lives in a state or territory of 

the United States or the District of 
Columbia;

• Who has reached age 25;
• Who has had earnings posted to 

his/her Social Security number (SSN);
• Who is not receiving benefits under 

title II of the Social Security Act; and
• For whom the Social Security 

Administration (SSA) can determine the 
current mailing address.

CATEGORIES OF RECORDS IN  THE SYSTEM:

This system contains the following 
information about each individual:

• Name;
• SSN;
• Address to which the PEBES was 

mailed;
• Date of birth;
• Sex;
• Disposition code (to indicate 

earnings discrepancy or refusal);

• Date of SIPEBES issuance;
• Whether the PEBES was issued at 

the individual’s request or SSA’s 
initiative;

• Primary language (English or 
Spanish);

• Address source (IRS, the individual, 
or other);

• IRARN-CD (a code reserved for 
future use).

• PROC-CD (a code reserved for 
future use).

AUTHORITY FOR MAINTENANCE OF THE SYSTEM:

Sections 205(a), 205(c)(2), and 1143 of 
the Social Security Act (42 U.S.C.
405(a), 405(c)(2), and 1320b-13); the 
Federal Records Act of 1950 (64 Stat. 
583), as amended.

PURPOSES:

This system is used for the following 
purposes:

• To establish and retrieve specific 
records for PEBES processing;

• To identify whether or when a 
person has previously received an 
SIPEBES;

• To help SSA respond to PEBES 
inquiries; and

• To conduct statistical studies.

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES:

Disclosure may be made for routine 
uses as indicated below:

1. Information may be disclosed to 
contractors and other Federal agencies, 
as necessary, to assist SSA in the 
efficient administration of its programs. 
We contemplate disclosing information 
under this routine use only in situations 
in which SSA may enter a contractual 
or similar agreement with a third party 
to assist in accomplishing an agency 
function relating to this system of 
records.

Wage and other information which is 
subject to the disclosure provisions of 
the Internal Revenue Code (IRC, 26 
U.S.C. 6103) will not be disclosed under 
this routine use unless disclosure is 
expressly permitted by the IRC.

2. Information may be disclosed to a 
congressional office in response to an 
inquiry from the congressional office 
made at the request of the subject of the 
record.

Wage and other information which is 
subject to the disclosure provisions of 
the Internal Revenue Code (IRC, 26 
U.S.C. 6103) will not be disclosed under 
this routine use unless disclosure is 
expressly permitted by the IRC.

3. To the Department of Justice (DOJ ), 
a court, or other tribunal, or another 
party before such tribunal, when:

(1) SSA, or any component thereof; or
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(2) Any SSA employee in his/her 
official capacity; or

(3) Any SSA employee in his/her 
individual capacity when DOJ (or SSA, 
when it is authorized to do so) has 
agreed to represent the employee; or

(4 ) The United States o r  any agency 
thereof when SSA determines that the 
litigation is likely to affect the 
operations o f  SSA o t  any o f  its 
components,
is a party to litigation or has an interest 
in such litigation, and SSA determines 
that the use of such records by DOJ, the 
court or other tribunal, or the other 
party before the tribunal is relevant and 
necessary to the litigation, provided, 
however, that in each case SSA 
determines that such disclosure is 
compatible with the purposes for which 
the records were collected.

Wage and other information which is 
subject to the disclosure provisions of 
the Internal Revenue Code (IRC, 26 
U.S.C. 6103) will not be disclosed under 
this routine use unless disclosure is 
expressly permitted by the IRC.

4. Information may be disclosed to the 
Office of the President for responding to 
an individual pursuant to an inquiry 
received from that individual or from a 
third party on his or her behalf.

Wage and other information which is 
subject to the disclosure provisions of 
the Internal Revenue Code (IRC, 26 
U.S.C. 6103) will not be disclosed under 
this routine use unless disclosure is 
expressly permitted by the IRC

5. Nontax return information, the 
disclosure of which is not expressly 
restricted by Federal law, may be 
disclosed to the General Services 
Administration and the National 
Archives and Records Administration 
under 44 U.S.C. 2904 and 2906, as 
amended by the National Archives and 
Records Administration Act of 1984, for 
the use of those agencies in conducting 
records management studies, v

Wage and other information which is 
subject to the disclosure provisions of 
the Internal Revenue Code (IRC, 26 
U.S.C 6103) will not be disclosed under 
this routine use unless disclosure is 
expressly permitted by the IRC.

6. Information may be disclosed to the 
Internal Revenue Service (IRS) for 
auditing SSA’s compliance with the 
safeguard provisions of die Internal 
Revenue Code of 1986, as amended.

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, AND DISPOSING OF  
RECORDS IN THE SYSTEM:

STORAGE:

Records may be stored in magnetic 
media (e.g., magnetic tape and disc), 
microfilm, or paper.

RETTOEVABIUTY:

Data will be retrieved from the system 
by SSN and name.

SAFEGUARDS:

Safeguards for automated records 
have been established in accordance 
with the Department of Health and 
Human Services (HHS) Information 
Resources Management Manual, Part 6, 
Automated Information Systems 
Security Program Handbook. This 
includes maintaining the magnetic tapes 
and discs within an enclosure attended 
by security guards. Anyone entering or 
leaving this enclosure must have a 
special badge issued only to authorized 
personnel.

For computerized records 
electronically transmitted between 
Central Office and Field Office locations 
(including organizations administering 
SSA programs under contractual 
agreements), safeguards include a lock/ 
unlock password system, exclusive use 
of leased telephone lines, a terminal- 
oriented transaction matrix, and an 
audit trail. All microfilm and paper, files 
are accessible only by authorized 
personnel who have a need for the 
information in performing their official 
duties.

SSA’s terminals are equipped with 
physical key locks. The terminals are 
also fitted with adapters to permit the 
future installation of data encryption 
devices and devices to permit the 
identification of terminal users.

Contractors will safeguard 
information disclosed to them 
consistent with the requirements of the 
Privacy Act.

RETENTION AND DISPOSAL:

All tapes, discs, and microfilm files 
are updated periodically. Out-of-date 
magnetic tapes and discs are erased. 
Out-of-date microfilm is shredded.

SSA retains correspondence one year 
when it concerns documents returned to 
anindividual, denials of confidential 
information, release of confidential 
information to an authorized third 
party, and undeliverable material; for 
four years when it concerns information 
and evidence pertaining to coverage, 
wage, and self-employment 
determinations o t  when it affects future 
claims development, especially 
coverage, wage, and self-employment 
determinations. Correspondence is 
destroyed, when appropriate, by 
shredding. Magnetic media records are 
maintained indefinitely.

SYSTEM MAN AG ERfS) AND ADDRESS:

Director, Office of Pre-Claims 
Requirements, Office of Systems 
Requirements, Social Security

Administration, 6401 Security 
Boulevard, Baltimore, MD 21235.

NOTIFICATION PROCEDURE:

An individual can determine if this 
system contains a record pertaining to 
him/her by providing his/her name, 
signature, and SSN, or, if the SSN is not 
known, name, signature, date mid place 
of birth, mother’s birth name, and 
father’s name to the address shown 
above under “System manager” and by 
referring to this system. (Furnishing the 
SSN is voluntary , but it will enable an 
easier and faster search for an 
individuals record.)

An individual requesting notification 
of records in person need not furnish 
any special documents of identify. 
Documents which one would normally 
carry on one’s person are sufficient (e.g., 
credit cards, driver’s license, or voter 
registration card). An individual 
requesting notification via mail or 
telephone must furnish a minimum of 
his/her name. date of birth, and address 
in order to establish identify, plus any 
additional information which may be 
requested. These procedures conform 
with HHS Regulations, 45 CFR part 5b.

RECORD ACCESS PROCEDURES:

Same as notification procedures. Also, 
requesters should reasonably identify 
the record contents they are seeking. 
These procedures conform with HHS 
Regulations, 45 CFR part 5b.

CONTESTING RECORD PROCEDURES:

Same as notification procedures. Also, 
requesters should reasonably identify 
the record, specify the information they 
are contesting and state the corrective 
action sought and die reasons for the 
correction with supporting justification. 
These procedures conform with HHS 
Regulations, 45 CFR part 5b.

RECORD SOURCE CATEGORIES:

Information in this system is obtained 
from the Numident File of die SSA 
system of records entitled “Master File 
of Social Security Number Holders, 
HHS/SSA/OSR (09-60-0058)”; and 
from the IRS.

SYSTEMS EXEMPTED FROM CERTAIN PROVISIONS  
OF THE AC T;

None,

09-60-0225 

SYSTEM NAME:

SSA-Initiated Personal Earnings and 
Benefit Estimate Statement Address 
System‘for Certain Territories. HHS/ 
SSA/OSR.

SECURITY CLASSIFICATION:

None.
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SYSTEM LOCATION:

Social Security Administration, Office 
of Systems, 6401 Security Boulevard, 
Baltimore, MD 21235.

Records may also be located at 
contractor sites. Contact the system 
manager at the address below for 
contractor addresses.

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM;

Any person:
• Who lives in Guam, Puerto Rico, or 

the United States Virgin Islands,
• Who has reached age 25,
• Who has had earnings posted to 

his/her SSN,
• Who is not receiving benefits under 

Title II of the Social Security Act, and
• From whom SSA can determine the 

current mailing address.

CATEGORIES OF RECORDS IN THE SYSTEM:

This system contains the following 
information about each individual:

• Name;
• Sex;
• SSN;
• Address;
• Whether a PEBES was issued at the 

individual’s request or SSA’s initiative;
• A country name code.

AUTHORITY FOR MAINTENANCE OF THE SYSTEM:

Sections 205(a), 205(c)(2), and 1143 of 
the Social Security Act (42 U.S.C.
405(a), 405(c)(2), and 1320b-13); the 
Federal Records Act of 1950 (64 Stat. 
583).

p u r p o s e s :

The system is used for the following 
purposes:

• To establish and retrieve specific 
records for PEBES processing for 
individuals living in the specified areas;

• To help SSA respond to PEBES 
inquiries; and

• To conduct statistical studies.

ROUTINE USES OF RECORDS MAINTAINED IN THE  
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES O F SUCH USES:

Disclosure may be made from routine 
uses as indicated below:

1. Information may be disclosed to 
contractors and other Federal agencies, 
as necessary, to assist SSA in the 
efficient administration of its programs. 
We contemplate disclosing information 
under this routine use only in situations 
in which SSA may enter a contractual 
or similar agreement with a third party 
to assist in accomplishing an agency 
function relating to this system of 
records.

2. Information may be disclosed to a 
congressional office in response to an 
inquiry from the congressional office 
made at the request of the subject of the 
record.

3. Information may be disclosed to the 
Department of Justice (DOJ), a court, or 
other tribunal, or another party before 
such tribunal, when:

(1) SSA, or any component thereof; or
(2) Any SSA employee in his/her 

official capacity; or
(3) Any SSA employee in his/her 

individual capacity when DOJ- (or SSA, 
when it is authorized to do so) has 
agreed to represent the employee; or

(4) The United States or any agency 
thereof when SSA determines that the 
litigation is likely to affect the operation 
of SSA or any of its components.
is a party to litigation or has an interest 
in such litigation, and SSA determines 
that the use of such records by DOJ, the 
court or other tribunal, or the other 
party before the tribunal is relevant and 
necessary to the litigation, provided, 
however, that in each case SSA 
determines that such disclosure is 
compatible with the purposes for which 
the records were collected.

4. Information may be disclosed to the 
Office of the President for responding to 
an individual pursuant to an inquiry 
received from that individual or from a 
third party on his or her behalf.

5. Nontax return information, the 
disclosure of which is not expressly 
restricted by Federal law, may be 
disclosed to the General Services 
Administration and the National 
Archives and Records Administration 
under 44 U.S.C. 2904 and 2906, as 
amended by the National Archives and 
Records Administration Act of 1984, for 
the use of those agencies in conducting 
records management studies.
POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, AND DISPOSING OF  
RECORDS IN THE SYSTEM:

STORAGE:

Records will be stored in magnetic 
media (e.g., magnetic tape and disc).
RETRIEVABILITY:

Data will be retrieved from the system 
by SSN, name, and date of issuance of 
the PEBES.
SAFEGUARDS:

Safeguards for automated records 
have been established in accordance 
with the Department of Health and 
Human Services (HHS) Information 
Resources Management Manual, Part 6, 
Automated Information Systems 
Security Program Handbook. This 
includes maintaining the magnetic tapes 
and discs within an enclosure attended 
by security guards, Anyone entering or 
leaving this enclosure must have a 
special badge issued only to authorized 
personnel.

For computerized records 
electronically transmitted between

Central Office and Field Office locations 
(including organizations administering 
SSA programs under contractual 
agreements), safeguards include a lock/ 
unlock password system, exclusive use 
of leased telephone lines, a terminal- 
oriented transaction matrix, and an 
audit trail. All microfilm and paper files 
are accessible only by authorized 
personnel who have a need for the 
information in performing their official 
duties.

SSA’s terminals are equipped with 
physical key locks. The terminals are 
also fitted with adapters to permit the 
future installation of data encryption 
devices and devices to permit the 
identification of terminal users.

RETENTION AND DISPOSAL:

All tapes, discs, and microfilm files 
are updated periodically. Out-of-date 
magnetic tapes and discs are erased. 
Out-of-date microfilm is shredded.

SSA retains correspondence one year 
when it concerns documents returned to 
an individual, denials of confidential 
information, release of confidential 
information to an authorized third 
party, and undeliverable material; for 
four years when it concerns information 
and evidence pertaining to coverage, 
wage, and self-employment 
determinations or when it affects future 
claims development, especially 
coverage, wage, and self-employment 
determinations. Correspondence is 
destroyed, when appropriate, by 
shredding. Magnetic media records are 
maintained indefinitely.

SYSTEM M ANAGERS(S) AND ADDRESS:

Director, Office of Pre-Glaims 
Requirements, Office of Systems 
Requirements, Social Security 
Administration, 6401 Security 
Boulevard, Baltimore, MD 21235.

NOTIFICATION PROCEDURE:

An individual can determine if this 
system contains a record pertaining to 
him/her by providing his/her name, 
signature, and SSN, or, if the SSN is not 
known, name, signature, date and place 
of birth, mother’s birth name, and 
father’s name to the address shown 
above under "System manager” and by 
referring to this system. (Furnishing the 
SSN is voluntary, but it will enable an 
easier and faster search for an 
individuals’ record.)

An individual requesting notification 
of records in person need not furnish 
any special documents of identity. 
Documents which one would normally 
carry on one’s person are sufficient (e.g., 
credit cards, driver’s license, or voter 
registration card). An individual 
requesting notification via mail or
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telephone must furnish a minimum of 
his/her name, date of birth, and address 
in order to establish identity, plus any 
additional information which may be 
requested. These procedures conform 
with HHS Regulations, 45 CFR Part 5b.

r ec o r d  a c c e s s  p r o c e d u r e s :

Same as notification procedures. Also, 
requesters should reasonably identify 
the record contents they are seeking. 
These procedures conform with HHS 
Regulations, 45 CFR Part 5b.

CONTESTING RECORD PROCEDURES:

Same as notification procedures. Also, 
requesters should reasonably identify 
the record, specify the information they 
are contesting and state the corrective 
action sought and the reasons for the 
correction with supporting justification. 
These procedures conform with HHS 
Regulations, 45 CFR part 5b.

RECORD SOURCE CATEGORIES:

Information in this system is obtained 
from the Commonwealth of Puerto Rico 
and the Territories of Guam and the 
United States Virgin Islands.

SYSTEMS EXEMPTED FROM CERTAIN PROVISIONS  

OF THE ACT:

None.
[FR  Doc. 94-26627 Filed 10-26-94; 8:45 am] 
BILUNG CODE 4190-29-M

DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT

Government National Mortgage 
Association
{Docket No. R-94-1698; FR-3555-N-06]

Government National Mortgage 
Association; Multiclass Securities 
Program; Announcement of OMB 
Control Number

AGENCY: Government National Mortgage 
Association, HUD.
ACTION: Supplemental Notice for GNMA 
Multiclass Securities Program; 
Announcement of OMB control number.

SUMMARY: On September 30,1994 (59 
FR 50148), tiie Department published in 
the Federal Register, a Supplemental 
Notice for GNMA Multiclass Securities 
Pro-am, in which it referred to a Notice 
published in the Federal Register on 
May 26,1994 (59 FR 27290), which 
implemented a new program under 
which GNMA would guarantee 
multiclass mortgage-backed securities. 
The May 26,1994 Notice provided for 
implementation in two stages, the initial 
stage and the full participation stage.
The program is intended to benefit

borrowers using federally insured or 
guaranteed mortgages by increasing 
investment demand for GNMA 
guaranteed mortgage-backed securities 
(“MBS”) that are backed by these 
mortgages, thus reducing financing costs 
for these mortgages; and raise revenues 
through the receipt of guarantee and 
other fees by GNMA.

The September 30,1994 Notice and a 
Notice of Proposed Information 
Collection Requirements to OMB, 
published on September 28,1994 (59 FR 
49410), identified that this program 
under which GNMA would guarantee 
multiclass mortgage-backed securities, 
contained information collection 
requirements, but that no person would 
be subjected to a penalty for failure to 
comply with these information 
collection requirements until they had 
been approved and assigned an OMB 
control number.

The purpose of this document is to 
announce the OMB control number for 
the GNMA Multiclass Securities 
Program.
DATES: Approved: October 3,1994, for 
use through May 31,1995.
FOR FURTHER INFORMATION CONTACT: Guy
S. Wilson, Vice President, Government 
National Mortgage Association, Room 
6151, 451 Seventh Street, S.W., 
Washington, D.C. 20410-9000, 
telephone (202) 401-8970. Hearing or 
speech-impaired individuals may call 
HUD’s TDD number (202) 708-3649. 
(These telephone numbers are not toll- 
free.)
SUPPLEMENTARY INFORMATION: 
Accordingly, the OMB control number 
for the Government National Mortgage 
Association; Multiclass Securities 
Program; Notice of Proposed 
Information Collection Requirements to 
OMB Notice published September 28, 
1994 (59 FR 49410), and for the 
Supplemental Notice for the 
Government National Mortgage 
Association Guaranteed Multiclass 
Securities, published September 30, 
1994 (59 FR 50148), is 2503-0030.

Dated: October 24,1994.
Camille E. Acevedo,
A ssistant G eneral Counsel fo r  Hegulations. 
{FR Doc. 94-26616 Filed 10-26-94; 8:45 am] 
BILLING CODE 4210-01-P

DEPARTMENT OF THE INTERIOR

Bureau of Land Management

[NM-932-1310-01; TXNM 89085]

Proposed Reinstatement of Terminated 
Oil and Gas Lease; New Mexico

AGENCY: Bureau of Land Management, 
Interior.
ACTION: Notice.

SUMMARY: Under the provisions of 
Public Law 97-451, a petition for 
reinstatement of Oil and Gas Lease 
TXNM 89085, Sabine County, Texas, 
was timely filed and was accompanied 
by all required rentals and royalties 
accruing from June 1,1994, the date of 
the termination. No valid lease has been 
issued affecting the land. The lessee has 
agreed to new lease terms for rentals 
and royalties at rates of $10.00 per acre, 
or fraction thereof, and 16% percent, 
respectively. Payment of a $500.00 
administrative fee has been made. 
Having met all the requirements for 
reinstatement of the lease as set in 
Section 31(d) and (e) of the Mineral 
Leasing Act of 1920, as amended (30 
U.S.C. 188(d) and (e)), the Bureau of 
Land Management is proposing to 
reinstate the lease effective June 1,1994, 
subject to the original terms and 
conditions of the lease and the 
increased rental and royalty rates cited 
above, and the reimbursement for cost 
of publication of this Notice.
FOR FURTHER INFORMATION CONTACT: 
Angela Trujillo, BLM, New Mexico State 
Office, (505) 438-7592.

Dated: October 20,1994.
Angela Trujillo,
Chief, L ease M aintenance Unit.
[FR Doc. 94-26629 Filed 10-26-94; 8:45 am] 
BILLING CODE 4310-FB-M

[ AZ-942-05-1420-00]

Arizona; Notice of Fifing of Plats of 
Survey

October 17,1994.
1. The plats of survey of the following 

described lands were officially filed in 
the Arizona State Office, Phoenix, 
Arizona, on the dates indicated:

A plat representing the dependent 
resurvey of a portion of the north 
boundary and a portion o f the 
subdivisional lines; and the subdivision 
of section 2, and the metes-and-bounds 
survey in section 2, Township 10 North, 
Range 10 East, Gila and Salt River 
Meridian, Arizona, was accepted August
30,1994, and was officially filed 
September 1,1994.
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This plat was prepared, at the request 
of Eastern Arizona College, to facilitate 
a land exchange.

A plat, in 3 sheets, representing the 
dependent resurvey of a portion of the 
east boundary and a portion of the 
subdivisional lines; and the subdivision 
of certain sections, and metes-and- 
bounds surveys in Township 20 North, 
Range 26 East, Gila and Salt River 
Meridian, Arizona, was accepted July 5, 
1994, and was officially filed July 14, 
1994.

This plat was prepared at the request 
of the Navajo and Hopi Indian 
Relocation Committee.

A plat, in 4 sheets, representing the 
dependent resurvey of portions of the 
north boundary (First Standard Parallel 
North), east boundary and subdivisional 
lines; and the completion survey of a 
portion of the subdivisional lines and 
the survey of the subdivision of section 
16, Township 5 North, Range 10 West, 
Navajo Special Meridian, Arizona, was 
accepted August 16,1994, and was 
officially filed August 15,1994.

This plat was prepared at the request 
of the Bureau of Indian Affairs, Navajo 
Area Office.

A plat representing the dependent 
resurvey of a portion of the 
subdivisional lines; and a metes-and- 
bounds survey of Parcel A in sections 23 
and 24, Township 13 South, Range 19 
East, Gila and Salt River Meridian, 
Arizona, was accepted August 2,1994, 
and was officially filed August 11,1994.

This plat was prepared at the request 
of the Bureau of Land Management, San 
Pedro Project Office, Safford District.

A plat representing the dependent 
resurvey of a portion of the 
subdivisional lines; and the subdivision 
of section 8, and a metes-and-bounds 
survey in section 8, Township 21 North, 
Range 18 West, Gila and Salt River 
Meridian, Arizona, was accepted August
22.1994, and was officially filed August
25.1994.

This plat was prepared at the request 
of the Bureau of Land Management, 
Kingman Resource Area.

A plat representing the dependent 
resurvey of Mineral Survey Numbers 
694 and 695 in Township 13 North, 
Range 1 West, Gila and Salt River 
Meridian, Arizona, was accepted 
September 19,1994, and was officially 
filed September 22,1994.

This plat was prepared at the request 
of the United States Forest Service, 
Prescott National Forest.

2. These plats will immediately 
become the basic records for describing 
the land for all authorized purposes. 
These plats have been placed in the 
open files and are available to the public 
for information only.
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3. All inquiries relating to these lands 
should be sent to the Arizona State 
Office, Bureau of Land Management, 
P.O. Box 16563, Phoenix, Arizona 
85011.
James P. Kelley,
C hief C adastral, Surveyor o f  A rizona.
[FR Doc. 94-26574 Filed 10-26-94; 8:45 am] 
BILUNG CODE 4310-32-M

[OR-943-1430-01; GP5-006; OR 51332]

Proposed Withdrawal and Opportunity 
for Public Meeting; Oregon

AGENCY: Bureau of Land Management, 
Interior.
ACTION: Notice.

SUMMARY: The U.S. Department of 
Agriculture, Forest Service, proposes to 
withdraw 86.85 acres of National Forest 
System land to protect the cultural 
resource sites at Wocas Point in the 
Winema National Forest. This notice 
closes the land for up to two years from 
mining. The land will remain open to 
mineral leasing.
DATES: Comments and requests for a 
public meeting must be received by 
January 25,1995.
ADDRESSES: Comments and meeting 
requests should be sent to the Oregon/ 
Washington State Director, BLM, P.O. 
Box 2965, Portland, Oregon 97208- 
2965.
FOR FURTHER INFORMATION CONTACT: 
Donna Kauffman, BLM Oregon/ 
Washington State Office, 503-280-7162. 
SUPPLEMENTARY INFORMATION: On 
September 30,1994, the U.S. 
Department of Agriculture, Forest 
Service, filed an application to 
withdraw the following described 
National Forest System land from 
location and entry under the United 
States mining laws (30 U.S.C. Ch. 2), but 
not the mineral leasing laws, subject to 
valid existing rights:

Willamette Meridian 

W inema N ational Forest 
T. 31 S., R. 9 E.,

Sec. 30, lots 2 and 3, and NV2NEV4 S W V*. 
The area described contains 86.85 acres in 

Klamath County.
The purpose of the proposed 

withdrawal is to protect the cultural 
resource sites at Wocus Point.

For a period of 90 days from the date 
of publication of this notice, all persons 
who wish to submit comments, 
suggestions, or objections in connection 
with the proposed withdrawal may 
present their views in writing to the 
State Director at the address indicated 
above.

Notice.is hereby given that an 
opportunity for a public meeting is 
afforded in connection with the 
proposed withdrawal. All interested 
parties who desire a public meeting for 
the purpose of being heard on the 
proposed withdrawal must submit a 
written request to the State Director at 
the address indicated above within 90 
days from the date of publication of this 
notice. Upon determination by the 
authorized officer that a public meeting 
will be held, a notice of the time and 
place will be published in the Federal 
Register at least 30 days before the 
scheduled date of the meeting.

The application will be processed in 
accordance with the regulations set 
forth in 43 CFR part 2300.

For a period of two years from the 
date of publication of this notice in the 
Federal Register, the land will be 
segregated as specified above unless the 
application is denied or canceled or the 
withdrawal is approved prior to that 
date. The temporary uses which may be 
permitted during this segregative period 
are other National Forest management 
activities, including permits, licenses, 
and cooperative agreements, that are 
compatible with the intended use under 
the discretion of the authorized officer.

Dated: October 19,1994.
Robert D. DeViney, Jr.,
Acting Chief, Branch o f Lands and Minerals 
O perations.
[FR Doc. 94-26619 Filed 10-26-94; 8:45 am] 
BILLING CODE 4310-33-P

INTERSTATE COMMERCE 
COMMISSION
[Finance Docket No. 32601]

South Central Florida Express, Inc.— 
Trackage Rights Exemption—Florida 
East Coast Railway Company

South Central Florida Express, Inc., 
(SCFE) has filed a verified notice under 
49 CFR 1180.2(d)(7) to acquire local 
trackage rights from Florida East Coast 
Railway Company (FEC) over the 20.6- 
mile segment of FEC’s Fort Pierce-Lake 
Harbor Branch between milepost K- 
49.8, at Canal Point, FL, and the end of 
the line near milepost K-70.4, the 
interchange point with SCFE at Lake 
Harbor, FL. The transaction was to have 
been consummated on October 24,1994.

As a condition to this exemption, any 
employes adversely affected by the 
trackage rights will be protected under 
N orfolk and Western Ry. Co.—Trackage 
Rights—BN, 354 I.C.C. 605 (1978), as 
modified in M endocino Coast Ry., Inc.— 
Lease and O perate, 360 I.C.C. 653 
(1980).
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If the verified notice contains false or 
misleading information, the exemption 
is void ab in itio, Petitions to reopen the 
proceeding to revoke the exemption 
under 49 U.S.C. 10505(d) may be filed 
at any time. The filing of a petition to 
reopen will not stay the exemption's 
effectiveness. An original and 10 copies 
of all pleadings, referring to Finance 
Docket No. 32601, must be filed with 
the Office of the Secretary, Case Control 
Branch, Interstate Commerce 
Commission, Washington, DC 20423. In 
addition, a copy of each pleading must 
be served on Mark H. Sidman, WEINER, 
BRODSKY, SIDMAN & KIDER, P.C.,
1350 New York Ave., NW., Suite 800, 
Washington, DC 20005.

Decided: October 21,1994.
By the Commission, David M. Konschnik, 

Director, Office pf Proceedings.
Vernon A. Williams,
Acting Secretary.
IFRDoc. 94-26623 Filed 10-26-94; 8:45 am] 
BILLING CODE 7035-01-P

DEPARTMENT OF JUSTICE

Antitrust Division .

Notice Pursuant to the National 
Cooperative Research and Production 
Act of 1993— Corporation for Open 
Systems International

Notice is hereby given that, on June
13,1994, pursuant to Section 6(a) of the 
National Cooperative Research and 
Production Act of 1993,15 U.S.C. 4301 
et seq. (“the Act”), the Corporation for 
Open Systems International (“COS”) 
has filed written notifications 
simultaneously with the Attorney 
General and the Federal Trade 
Commission disclosing certain 
information. The notifications were 
filed for the purpose of extending the 
Act’s provisions limiting the recovery of 
antitrust plaintiffs to actual damages 
under specified circumstances. 
Specifically, the changes are as follows; 
(1) JP Morgan ceased membership in 
COS effective June 1,1994; (2) COS was 
advised that the name of the National 
Bureau of Standards, a member of COS, 
was changed to National Institute of 
Standards and Technology; (3) COS has 
established the SONET Interoperability 
Forum (the “Forum”) to conduct 
research regarding bandwidth and 
network management interoperability of 
products implementing SONET 
(Synchronous Optical Network), an 
international specification for 
bandwidth and network management;
(4) The following organizations became 
Associates of the Forum on the dates 
indicated: ADC Telecommunications,

Inc., Richardson, TX, on March 16,
1994; Applied Innovation, Inc., 
Columbus, OH, on March 22,1994; DSC 
Communications, Petaluma, CA, on 
June 13,1994; Fujitsu NTS,
Transmission Systems Division, 
Richardson, TX, on April 21,1994; NEC 
America, Inc., Herndon, VA, on March 
24,1994; Newbridge Networks, Inc., 
Herndon, VA, on April 21,1994; Sprint 
Corporation, Westwood, KS, on April 6, 
1994; SWL Inc., Telecommunications 
Division, Columbia, MD, on April 21, 
1994; and Tellabs Operations, Inc.,
Lisle, IL, on April 21,1994; (5) The 
following organizations became 
Auditing Members of the Forhm on the 
dates indicated: ANDO Corporation, 
Rockville, MD, on April 1,1994; 
MARBEN Products, Inc., Los Gatos, CA, 
on May 2,1994; Open Con Systems,
Inc., Piscataway, NJ, on April 21,1994; 
and Pulse Communications, Inc., 
Herndon, VA, on May 31,1994; (6) F'lT 
Consultants, Inc., Roswell, GA, became 
a participant in the COS X.500 
Integration Pilot Project on May 25,
1994; (7) The ISDN Executive Council 
(the “Council”) has established the 
ISDN Solutions ’94 project. ISDN 
Solutions ’94 involves research 
regarding and the development of 
simplified procedures for ordering and 
providing ISDN network services, 
including documentation of switch 
translations for equipment 
implementing the National ISDN-1 
specification, as well as promotion of 
the benefits of ISDN technology. The 
following organizations became Patrons 
of ISDN Solutions ’94 on the dates 
indicated: Adtran, Huntsville, AL, on 
April 29,1994; Cincinnati Bell 
Telephone, Cincinnati, OH, on April 29, 
1994; Controlware Communications 
Systems, Inc., Neptune, NJ, on April 26, 
1994; Fujitsu Network Switching, 
Raleigh, NC, on April 29,1994; Gandalf, 
Nepean, Ontario, CANADA, on April 
12,1994; and TELES GmbH, Berlin, 
GERMANY, on June 6,1994.

No other changes have been made in 
either the membership or planned 
activities of COS. Membership in COS 
remains open, and COS intends to file 
additional written notifications 
disclosing all changes in membership.

On May 14,1986, COS filed its 
original notification pursuant to Section 
6(a) of the Act. The Department of 
Justice published a notice in the Federal 
Register pursuant to Section 6(b) of the 
Act on June 11,1986, (51 FR 21260).

The last notification was filed with 
the Department on March 31,1994. A 
notice was published in the Federal

Register pursuant to Section 6(b) of the 
Act on April 28,1994 (59 FR 21999). 
Constance K. Robinson,
D irector o f  O perations, Antitrust Division. 
[FR Doc. 94-26634 Filed 10-26-94; 8:45 am] 
BILUNG CODE 4410-01-M

Notice Pursuant to the National 
Cooperative Research and Production 
Act of 1993—the Precision Laser 
Machining Technology Reinvestment 
Project

Notice is hereby given that, on August
24,1994, pursuant to Section 6(a) of the 
National Cooperative Research and 
Production Act of 1993,15 U.S.C. 4301 
et seq. (“the Act”), TRW Inc., on behalf 
of members of the Precision Machining 
Technology Reinvestment Project 
(“PLM TRP”), filed notifications 
simultaneously with the Attorney 
General and the Federal Trade 
Commission disclosing (1) the identities 
of the parties to and (2) the nature and 
objectives of the project. The 
notifications were filed for the purpose 
of invoking the Act’s provisions limiting 
the recovery of antitrust plaintiffs to 
actual damages under specified 
circumstances. Pursuant to Section 6(b) 
of the Act, the identities of the parties 
are: TRW Inc., Redondo Beach, CA; The 
Boeing Company, Seattle, WA; 
Caterpillar Inc., Mossville, IL; Cummins 
Engine Company, Inc., Columbus, IN; 
Edison Welding Institute, Columbus, 
OH; Fibertek, Inc., Herndon, VA;
General Electric Aircraft Engines, 
Cincinnati, OH; General Electric CRD, 
Schenectady, NY; Hughes Aircraft 
Company, Malibu, CA; the University of 
Illinois, Champaign, IL; Newport News 
Shipbuilding, Newport News, VA; 
Northrup Corporation, Electronics 
Systems Division, Hawthorne, CA; Penn 
State University, State College, PA; 
Process Equipment Company, Tipp City, 
OH; SDL, Inc., San Jose, CA; United 
Technologies Corporation, East 
Hartford, CT; and Utilase Systems, Inc., 
Detroit, MI. The objective of PLM TRP 
is to provide the most advanced and 
affordable US military systems, and the 
most competitive commercial products 
in the globabmarketplace for the 
automotive, aerospace (platforms and 
propulsion systems), heavy equipment, 
and shipbuilding industries through a 
new generation of laser machine tools 
and advanced laser manufacturing 
processes. To accomplish this objective, 
a consortium of industrial laser users, 
process developers, system integrators, 
and technology developers has been 
established forming a fully integrated 
team. This will avoid inefficient 
duplication of effort and expense while
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performing research in this area, 
collection, exchange and, where 
appropriate, dissemination of the 
research results, to work closely with 
various governmental and private 
agencies and perform further acts 
allowed by the Act that would advance 
the PLM TRP’s objectives.

Membership in PLM TRP remains 
open, and TRW intends to file 
additional written notifications 
disclosing all changes in membership.

Information regarding participation in 
the project may be obtained from: Dr. 
Leonard J. Marabella, Bldg. Rl/1196, 
One Space Park, Redondo Beach, CA 
90278.
Constance K. Robinson,
D irector o f O perations, A ntitrust D ivision.
(FR Doc. 94-26633 Filed 10-26-94; 8:45 am] 
BILUNG CODE 4410-01-M

Notice Pursuant to the National 
Cooperative Research and Production 
Act of 1993; Spinal Implant 
Manufacturers Group

Notice is hereby given that, on, August
31,1994, pursuant to Section 6(a) of the 
National Cooperative Research and 
Production Act of 1993,15 U.S.C. 4301 
et seq. (“the Act”), the Spinal Implant 
Manufacturers Group (“SIMG”) has 
filed written notifications 
simultaneously with the Attorney 
General and the Federal Trade 
Commission disclosing changes in its 
membership. The notifications were 
filed for the purpose of extending the 
Act’s provisions limiting the recovery of 
antitrust plaintiffs to actual damages 
under specified circumstances. 
Specifically, DePuy Motech, Warsaw, IN 
has been added as a member. AMS and 
Aesculap have resigned as members. 
Stryker instruments is now being 
repesented by one of its subsidiaries, 
Stryker/Osteonics, Allendale, NJ.

No other changes have been made in 
either the membership or planned 
activity of the group research project. 
Membership in this group research 
project remains open, and SIMG intends 
to file additional written notification 
disclosing all changes in membership.

On December 8,1993, SIMG filed its 
original notification pursuant to Section 
6(a) of the Act. The Department of 
Justice published a notice in the Federal 
Register pursuant to Section 6(b) of the 
Act on January 14,1994 (59 FR 2439). 
Constance K. Robinson,
D irector o f Opera tions, A ntitrust D ivision.
[FR Doc. 94-26632 Filed 10-26-94; 8:45 am) 
BILLING CODE 4410-01-M

NATIONAL SCIENCE FOUNDATION

Meeting of Global team ing and 
Observations To Benefit the 
Environment (GLOBE)

Global Learning and Observations to 
Benefit the Environment (GLOBE): 
Announcement of Opportunity for 
Science/Education Teams. POC Contact 
Technical Representative: Barrett Rock, 
202-395—7600. The Government is 
interested in receiving proposals that 
address the development of services and 
materials to support scientific 
measurements, environmental 
education, teacher training, and 
program evaluation as part of the 
GLOBE Program. The GLOBE Program is 
an international education and seience 
program that will involve students all 
over the Earth in measuring their local 
environment and creating a global set of 
data to be shared via the Internet that 
will be used to create global 
environmental images for the students 
and by environmental scientists. GLOBE 
is driven in part by the measurement 
needs of scientists and will be 
structured to teach students about the 
Earth’s environment, thereby generating 
increased interest in science and 
awareness of the changing global 
environment. A public briefing will be 
held from 10:00 to 12:00 on November
3,1994, in the Auditorium of the 
Department of Commerce, which is 
entered on 14th St. between 
Constitution Ave. and E St. in 
Washington, DC. Organizations 
planning to attend should provide a list 
of attendees, limit two per organization, 
to John Schmidt, 202-395-7600, FAX 
202-395-7611. The Program 
Announcement, which contains a 
detailed description of the competition, 
will be released on or about October 28, 
1994; deadline for receipt of proposals 
is December 15,1994. Any award is 
subject to availability of funds.
Proposals will be evaluated by a peer 
review panel, which will meet in 
January, 1995. Written requests for 
copies of the announcement should be 
directed to Dr. Barrett Rock. The GLOBE 
Program, 744 Jahkson Place, NW.» 
Washington, DC 20503. For information 
on how to obtain the Program 
Announcement electronically from the 
National Science Foundation, contact: 
stis@ nsfgov  (Internet), 703-306-0214 
(voice mail), cxr 703-306-0090 (TDD).
All proposals submitted by responsible 
sources will be considered.

Dated: October 24, -1994.
Michael Mayhew,
Program  D irector fo r  G eophysics.
[FR Doc. 94-26651 Filed 10-26-94; 8:45 am) 
BILUNG CODE 7555-01-M

Special Emphasis Panel In 
Geosciences; Notice of Meeting

In accordance with the Federal 
Advisory Committee Act (Pub. L. 92- 
463, as amended), the National .Science 
Foundation announces the following 
meeting:

N am e: Special Emphasis Panel in 
Geosciences (#1756).

Date an d T im e: November 14,1994; 8:30 
a.m. to 5:00 p.m.

P lace: Room 118., St James Hotel, 950 24th 
St. NW., Washington, DC 20037.

Type o f M eeting: Closed.
Contact P erson: Dr. Joan R. Mitchell, OCE 

Room 725, National Science Foundation, 
4201 Wilson Blvd., Arlington, VA 22230, 
Telephone: (703) 306-1580.

P urpose o f M eeting : To provide advice and 
recommendations concerning proposal 
submitted to NSF for financial support.

A genda: To review and evaluate OCE’s 
Research Experiences for Undergraduate 
(REU) proposals as part of the selection 
process for awards.

R easons fo r C losing: The proposals being 
reviewed include information of a 
proprietary or confidential nature, including 
technical information; financial data, such as 
salaries; and personal information 
concerning individuals associated with the 
proposals. These matters are exempt under 5 
U.S.C. 552b(c), (4) and (6j of the Government 
in the Sunshine Act.

Dated: October 24,1994.
M. Rebecca Winkler,
Com m ittee M anagem ent O fficer.
[FR Doc. 94-26654 Filed 10-26-94; 8:45 am} 
BILLING CODE 7555-01-M

Special Emphasis Panel in Human 
Resource Development;, Notice of 
Meeting

In accordance with the Federal 
Advisory Committee Act (Pub. L. 92- 
463, as amended), the National Science 
Foundation announces the following 
meeting:

N am e: Special Emphasis Panel in Human 
Resources Development (#1199).

Date and T im e: November 17 & 18,1994— 
8:30 am-5:00 pm.

P lace: National Science Foundation, 4201 
Wilson Blvd, Arlington, VA.

Type o f M eeting: Closed.
Contact P erson: Lawrence Scad den & Mary 

Kohlerman, National Science Foundation, 
4201 Wilson Blvd., Arlington, VA 22230. 
Telephone: (703) 306-1636.

P urpose o f M eeting: To provide advice and 
recommendations concerning proposals 
submitted to NSF for financial support.



e>,o5£S3ä

Federal Register / Vol. 59, No. 207 / Thursday, October 27, 1994 / Notices 54013

Agenda: To review and evaldate Programs 
for Persons with Disabilities proposals as part 
of the selection process for awards.

Reason fo r  Closing: The proposals being 
reviewed include information of a 
proprietary or confidential nature, including 
technical information; financial data, such as 
salaries; and personal information 
concerning individuals associated with the 
proposals. These matters are exempt under 5 
U.S.C. 552b(c), and (4) and (6) of the 
Government in the Sunshine Act.

Dated; October 24,1994.
M. Rebecca Winkler,
Committee M anagem ent Officer.
[FR Doc. 94-26655 Filed 10-26-94; 8:45 am]
BILUNG CODE 7555-01-M

Advisory Panel for Instrumentation 
and Instrument Development; Notice of 
Meeting

In accordance with the Federal 
Advisory Committee Act (Pub. L. 92- 
463, as amended), the National Science 
Foundation announces the following 
meeting:

Name; Advisory Panel for Instrumentation 
and Instrument Development (#1215).

Date and Tim e: November 17-18,1994.
Place: Georgetown Suite, 1111 30th, NW., 

Washington, DC.
Type o f M eeting: Closed.
Contact Person: Dr. Michael Lamvik and 

Dr. John Cross, Program Director, 
Instrumentation and Instrument 
Development, Room 615, National Science 
Foundation, 4201 Wilson Boulevard, 
Arlington, VA 22230. Telephone: (703) 306- 
1472.

Agenda: To review and evaluate 
Instrumentation and Instrument 
Development proposals as part of the 
selection process for awards.

Reason fo r  Closing: The proposals being 
reviewed include information of a 
proprietary or confidential nature, including 
technical information; financial data, such as 
salaries and personal information concerning 
individuals associated with the proposals. 
These matters are exempt under 5 U.S.C. 
552b(c) (4) and (6) of the Government in the 
Sunshine Act.

Dated: October 24,1994.
M. Rebecca Winkler,
Committee M anagement O fficer.
[FR Doc. 94-26656 Filed 10-26-94; 8:45 amj
BILUNG CODE 7555-01-M

Office of Polar Programs; Arctic Social 
Science Program; Notice of Meeting

In accordance with the Federal 
Advisory Committee Act (Pub. L. 92- 
463, as amended), the National Science 
Foundation announces the following 
meeting:

Name: Special Emphasis Panel in Polar 
Program (#1209).

Date and Tim e: November 21,1994; 8:20 
AM to 5:00 PM.

P lace: Room 730, National Science 
Foundation, 4201 Wilson Boulevard, 
Arlington, VA.

Type o f  M eeting: Closed.
Contact Person: Dr. Noel Broadbent, 

National Science Foundation, 4201 Wilson 
Boulevard, Arlington, VA 22230. Telephone: 
(703) 306-1031.

Purpose o f  M eeting: To provide advice and 
recommendations concerning proposals 
submitted to NSF'for financial support.

A genda: To review and evaluate Arctic 
Social Science proposals as part of the 
selection process for awards.

Reason fo r  Closing: The proposals being 
reviewed include information of a 
proprietary or confidential nature, including 
technical information; financial data, such as 
salaries; and personal information 
concerning individual associated with the 
proposals. These matters are exempt under 5 
U.S.C. 552b(c), (4) and (6) of the Government 
in the Sunshine Act.

Dated: October 24,1994.
M. Rebecca Winkler,
Com m ittee M anagem ent Officer.
[FR Doc. 94-26657 Filed 10-26-94; 8:45 am] 
BILLING CODE 7555-01-M

Membership of National Science 
Foundation’s Senior Executive Service 
Performance Review Board

AGENCY: National Science Foundation. 
ACTION: Announcement of Membership 
of the National Science Foundation’s 
Senior Executive Service Performance 
Review Board.

SUMMARY: This announcement of the 
membership of the National Science 
Foundation’s Senior Executive Service 
Performance Review Board is made in 
compliance with 5 U.S.C. 4314(c)(4). 
ADDRESSES: Comments should be 
addressed to Director, Division of 
Human Resource Management, National 
Science Foundation, Room 315, 4201 
Wilson Boulevard, Arlington, VA 22230. 
FOR FURTHER INFORMATION CONTACT: Mr. 
John F. Wilkinson, Jr. at the above 
address or (703) 306-1180. 
SUPPLEMENTARY INFORMATION: The 
membership of the National Science 
Foundation’s Senior Executive Service 
Performance Review Board is as follows: 
Mary E. Clutter, Assistant Director for 

Biological Sciences, Chairperson 
William C. Harris, Assistant Director for 

Mathematical and Physical Sciences 
Joseph L. Kull, Chief Financial Officer 
Constance K. McLindon, Director, Office 

of Information and Resource 
Management

Nathaniel G. Pitts, Director, Office of 
Science and Technology 
Infrastructure

Luther S. Williams, Assistant Director 
for Education and Human Resources
Dated: October 20,1994.

John F. Wilkinson, Jr.,
Director, Division o f  Human R esource 
M anagement.
[FR Doc. 94-26652 Filed 10-26-94; 8:45 am] 
BILUNG CODE 7555-01-M

Membership of National Science 
Foundation’s Office of Inspector 
General Senior Executive Service 
Performance Review Board

AGENCY: National Science Foundation. 
ACTION: Announcement of Membership 
of the National Science Foundation’s 
Performance Review Board for Office of 
Inspector General Senior Executive 
Service positions.

SUMMARY: This announcement of the 
membership of the National Science 
Foundation’s Office of Inspector General 
Senior Executive Service Performance , 
Review Board is made in compliance 
with 5 U.S.C. 4314(c)(4).
ADDRESSES: Comments should be 
addressed to Director, Division of 
Human Resource Management, National 
Science Foundation, Room 315, 4201 
Wilson Boulevard, Arlington, VA 22230. 
FOR FURTHER INFORMATION CONTACT:
Mr. John F. Wilkinson, Jr. at the above 
address or (703) 306-1180. 
SUPPLEMENTARY INFORMATION: The 
membership of the National Science 
Foundation’s Office of Inspector General 
Senior Executive Service Performance 
Review Board is as follows:
Richard N. Zare, Chairman, Audit and 

Oversight Committee, National 
Science Board, Chairperson 

Constance K. McLindon, Director, Office 
of Information and Resource 
Management, Executive Secretary 

William C. Harris, Assistant Director for 
Mathematical and Physical Sciences
Dated: October 21,1994.

John F. Wilkinson, Jr.,
Director, Division o f  Human R esource 
M anagement.
[FR Doc. 94-26653 Filed 10-26-94; 8:45 am] 
BILUNG CODE 7555-01-M

NUCLEAR REGULATORY 
COMMISSION
[Docket Nos. 50-317 and 50-318]

Baltimore Gas and Electric Company; 
Environmental Assessment and 
Finding of No Significant Impact

The U.S. Nuclear Regulatory 
Commission (the Commission) is
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considering issuance of an exemption 
from certain requirements of 10 CFR 
Part 50, Appendix A, General Criterion 
2, “Design Bases For Protection Against 
Natural Phenomena,” to Baltimore Gas 
and Electric Company (the licensee),, for 
the Calvert Cliffs Nuclear Power Plant, 
Unit Nos. 1 and 2, located at the 
licensee’s site in Calvert County, 
Maryland.
Environmental Assessment 
Identification o f  Proposed Action

The proposed exemption would allow 
relief from General Design Criterion 2 
(GDC-2) during the upgrading of the 
Unit 2 emergency diesel generator (EDG) 
No. 21. The proposed exemption will 
permit the temporary removal of a steel 
missile door which provides missile 
protection for the No. 21 EDG, which 
will be out-of-service to allow for 
modifications which will increase its 
load capacity, and also provides missile 
protection to portions of the support 
systems for EDGs Nos. 11 and 12. EDGs 
Nos. 11 and 12 are required to be 
operable to support the operation of 
Unit 1 (Modes 1, 2, or 3). In addition, 
EDG No. 12 is a swing EDG and is 
required to be operable for Unit 2 when 
the unit is shutdown or in refueling 
(Mode 5 or 6).

The upgrading of the Unit 2 EDG will 
be performed during the upcoming Unit 
2 refueling outage (RFO-IO). RFO-IO is 
scheduled to commence on March 17, 
1995, and be completed in late May 
1995. The steel missile door will be 
required to be removed about four times 
during the outage. The licensee 
estimates that each of the removals will 
last for about 24 hours, which will 
result in a total removal time of about 
100 hours during the scheduled 65 day 
RFO-IO.
N eed fo r  the P roposed Action

The proposed temporary exemption is 
needed to permit the completion of 
highly desirable upgrade to the Unit 2 
EDG No. 21 without requiring a dual 
unit shutdown.
Environm ental Im pacts o f the Proposed  
Action

The proposed exemption does not 
involve any measurable environmental 
impact during normal operation of Unit 
1 or the shutdown/refueling of Unit 2 
since the plant configuration is changed 
only minimally for short periods of time 
when the missile door will be removed 
and overall plant operation is not 
changed. The likelihood of tornado- 
generated or other high wind-generated 
missile damage during the time the 
exemption would be in effect and which

could affect equipment required to be 
operable to avoid radiological impact is 
low. Also, the licensee indicates that the 
missile door will be reinstalled 
whenever severe weather conditions 
arise. Thus, the proposed temporary 
exemption would not significantly affect 
the probability or consequences of 
potential reactor accidents and1 would 
not otherwise affect radiological plant 
effluents. Consequently, the 
Commission concludes that there are no 
significant radiological impacts 
associated with the proposed 
exemption.

With regard to potential 
nonradiological impacts, the proposed 
exemption involves features located 
entirely within the owner-controlled 
area defined in 10 CFR Part 20. The EDG 
upgrade project activities do not affect 
nonradiological plant effluents and has 
no other environmental impact. 
Therefore, the staff concludes that there 
are no significant nonradiological 
environmental impacts associated with 
the proposed exemption.
Alternatives to the Proposed Action

The principal alternative to requesting 
the temporary exemption for 
implementation of the EDG upgrade 
would be to comply with the restrictive 
requirements of GDC-2. However, this 
alternative would not significantly 
enhance the protection of the 
environment, and would result in a 
significant loss erf power generati on 
since a dual outage would be required.
A lternate Use o f  R esources

This action does not involve the use 
of any resources not previously 
considered in die April 1973 Final 
Environmental Statements for the 
Calvert Cliffs Nuclear Power Plant, Unit 
Nos. 1 and 2.

A gencies and Persons Consulted
The NRC staff consulted the State of 

Maryland, Department of Natural 
Resources, regarding the environmental 
impact of this proposed action. The 
State of Maryland had no comments.
Finding of No Significant Impact

Based upon the foregoing 
environmental assessment, the staff 
concludes that the proposed action will 
not have a significant effect on die 
quality of the human environment and 
has determined, therefore, not to 
prepare and environmental impact 
statement for the proposed exemption.

For further details with respect to this 
action, see the application dated August
4,1994, which is available for public 
inspection at the Commission's Public 
Document Room, The Gelman Building,

2120 L Street, NW., Washington, DC 
20555, and at the local public document 
room located at Calvert County Library, 
Prince Frederick, Maryland 20673.

Dated at Rockville, Maryland, this 17th day 
of October 1994.

For the Nuclear Regulatory Commission. 
Ledyard B. Marsh,
Director, Project D irectorate t-l, Division o f 
R eactor Projects—1/11, O ffice o f  N uclear 
R eactor Regulation.
[FR Doc. 94-26648 Filed 10-26-94; 8:45 am] 
BILLING CODE 7590-01-M

SECURITIES AND EXCHANGE 
COMMISSION

[Release No. 34-34860; International Series 
Release No. 733; F ile No. S 7 -8 -9 0 ]

Order Approving Proposed 
Amendment to the Options Price 
Reporting Authority^ National Market 
System Plan for the Purpose of 
Establishing a Fee To Be Paid by 
Persons Other Than Vendors Who 
Provide a Data Control Service to 
OPRA Subscribers

October 19,1994.
On June 27,1994, the Options Price 

Reporting Authority ((“OPRA”);1 filed 
with the Securities and Exchange 
Commission (“Commission” or “SEC”) 
pursuant to Section 11 Aa3-2 under the 
Securities Exchange Act of 1934 
(“Act”) 2 a proposed amendment to its 
National Market System Plan for the 
purpose of establishing a Data Control 
Service Agreement and a Control 
Service Fee for persons other than 
vendors who provide a data control 
service to OPRA subscribers and 
exempting subscribers who receive the 
feed from OPRA’s Subscriber Indirect 
Access Fee. On August 30,1994, OPRA 
filed with the Commission a letter 
amendment revising the amendment to 
clarify that OPRA vendors who provide 
data control services to their data feed 
customers are not considered to be 
Control Service Providers required to 
enter into a Data Control Service 
Agreement or pay a Control Service

1 OPRA is a National Market System Plan 
approved by the Commission pursuant lo  Section 
11A of the Act and Rule H  AaS-2. Securities 
Exchange Act Release No. 17638 (Mar. 18,1981).

The plan provides for the collection and 
dissemination of Last sale and quotation information 
on options that are traded on the five member 
exchanges. The five exchanges which agreed to the 
OPRA Plan are the Philadelphia Stock Exchange 
(“PHLX”), the Chicago Board Options Exchange 
(“CBOE”), the American Stock Exchange 
(“AMEX”), the Pacific Stock Exchange ("PSE”), and 
the New York Stock Exchange (“NYSE”).

2 15 U.S.C. 78k-l.
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Fee.3 The proposed amendment was 
published for comment in the Federal 
Register.4 One comment letter was 
received. For the reasons discussed 
below, the Commission is approving the 
proposed amendment.
I. Background

Recent developments in computer 
and communications technology have 
led an increasing number of OPRA 
subscribers to receive options 
information by means of high speed, 
data feed transmissions hum vendors. 
Historically, OPRA vendors have 
provided a controlled and formatted 
transmission of options information to 
most subscribers, but have also 
provided an uncontrolled, bulk, data 
feed transmission to an increasing 
number of subscribers. As a result of the 
trend toward data feed transmission, a 
new type of service provider—the data 
control service provider—has appeared. 
Such a provider controls the access and 
entitlement of subscribers’ devices in 
respect of market information received 
in the form of a data feed transmission. 
Unlike vendors, data control service 
providers are not currently subject to a 
contract with OPRA nor are they 
required to contribute toward OPRA’s 
overall administrative costs, despite the 
fact that, like vendors, they are in the 
business of redistributing options 
information.
II. Description

The proposed amendment establishes 
a Control Service Fee to be paid by 
persons other than vendors who provide 
a data control service to OPRA 
subscribers. The monthly fee of $2,800 
is the same as that currently paid by 
vendors under their agreement with 
OPRA. The control service fee is 
intended to cover OPRA’s additional 
administrative costs and to allocate a 
portion of OPRA’s overall costs to those 
persons who utilize options market 
information for commercial purposes.

The proposed amendment also 
establishes a Data Control Service 
Agreement that will serve as a contract 
between a Control Service Provider and 
OPRA. This agreement imposes 
requirements on Control Service 
Providers intended to assure the 
reliability and integrity of the services 
they provide. It will require Control 
Service Providers to provide OPRA with 
a complete description of die systems

3 See letter from Michael L. Meyer, Schiff Hardin 
& Waite, Attorney for OPRA, to Scott C. Kursman, 
Attorney, Division of Market Regulation,
Commission (August 30,1994).

4 Securities Exchange Act Release No. 34625 
(September 1,1994), 59 FR 46679 (September 9, 
1994).

and procedures to be utilized by them 
in controlling subscribers’ access to 
options information, as well as a current 
list of subscribers and their 
entitlements.

The amendment also provides that 
OPRA’s Subscriber Indirect Access Fee, 
which is payable by subscribers who 
receive uncontrolled data feed 
transmissions of options information 
from vendors, will not apply to 
subscribers whose receipt of a data feed 
transmission is under the control of a 
Control Service Provider.

Finally, the Indirect (Vendor Pass- 
Through) Circuit Connection Rider to 
OPRA’s Subscriber Agreement would be 
amended to relieve controlled data feed 
subscribers of the obligation to report 
device counts to OPRA. Since vendors 
arid Control Service Providers are or 
will be required to provide this 
information to OPRA, there is no need 
to obtain it from the subscribers.
III. Summary of Comments

As noted above, the Commission 
received one comment letter.5 Reuters, a 
vendor that distributes OPRA 
information, assumed that the purpose 
of the amendment was to replace the 
indirect access fee (paid by subscribers 
who receive an uncontrolled data feed 
of information from vendors) with a 
charge to vendors who control the data 
delivered to a subscriber. As the letter 
amendment (cited on page 2 of this 
order) makes clear, only data control 
service providers who are not vendors 
will be required to enter into a Data 
Control Service Agreement and pay the 
Control Service Fee. No new or 
additional fees are to be imposed on 
vendors under this amendment.
IV. Discussion

The Commission believes the 
proposed amendment is consistent with 
the Act and the rules and regulations 
thereunder applicable to OPRA and, in 
particular, with Sections llA(a)(l)(CMii) 
and (D) of the Act. Section 
HA(aKl)(C)(ii) provides for the 
availability to brokers, dealers, and 
investors of information with respect to 
quotations for and transactions in 
securities. Section llA(a)(l)(D) provides 
for the linking of all markets for 
qualified securities through 
communications and data processing 
facilities to foster efficiency, enhance 
competition, increase the information 
available to brokers, dealers, and 
investors, facilitate the offsetting of 
investor’s orders, and contribute to the 
best execution of such orders. Further,

5 Letter from Andrew McLean, Reuters, to 
Secretary, Commission (September 9,1994).

the Commission believes that the 
amendment is consistent with Rule 
HAa3-2(c)(2) in that it is appropriate in 
the public interest, for the protection of 
investors and the maintenance of fair 
and orderly markets, to remove 
impediments to and perfect the 
mechanisms of, a national market 
system.

The new Data Control Service 
Prpvider Agreement and accompanying 
fee will help OPRA to assure the 
reliability and integrity of the service 
that these providers offer OPRA 
customers. The Agreement will permit 
OPRA to know the exact number of 
entitlements a subscriber has arranged 
for with the Control Service Provider. 
This will eliminate the need for the 
Indirect Access Fee, currently paid by 
those subscribers who receive an 
uncontrolled data feed whether they 
have one entitlement or 100. The 
Control Service Fee, payable by the 
Provider, will be the same as the fee 
charged to vendors, thus promoting 
uniformity and equality in pricing 
options information.

It is therefore ordered, pursuant to 
Section llA(a)(3)(B) of the Act, that the 
amendments to the OPRA Plan be, and 
hereby are, approved.

For the Commission by the Division of 
Market Regulation, pursuant to delegated 
authority, 17 CFR 200.30-3(a)(29).
Jonathan G. Katz,
Secretary.
1FR Doc. 94-26643 Filed 10-26-94; 8:45 am] 
BILLING CODE 8010-01-M

[Release No. 34-34877; File No. SR-Amex- 
94-41]

Self-Regulatory Organizations; Notice 
of Fifing and Immediate Effectiveness 
of Proposed Rule Change by the 
American Stock Exchange, Inc. 
Relating to the Designation of 
Additional Equity Derivative Securities 
Pursuant to Exchange Rule 154, 
Commentary .04(c)

October 21,1994.
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(“Act”), 15 U.S.C. 78s(b)(l), notice is 
hereby given that on October 7,1994, 
the American Stock Exchange, Inc. 
(“Amex” or “Exchange”) filed with the 
Securities and Exchange Commission 
(“Commission”) the proposed rule 
change as described in Items I, II and III 
below, which Items have been prepared 
by the self-regulatory organization. The 
Commission is publishing this notice to 
solicit comments on the proposed rule 
change from interested persons.
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I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change

The Exchange is designating Standard 
& Poor’s Depositary Receipts as eligible, 
pursuant to Exchange Rule 154, 
Commentary .04(c), for stop and stop 
limit orders to be elected by quotation.
II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rulé 
Change

In its filing with the Commission, the 
self-regulatory organization included 
statements concerning the purpose of 
and basis for the proposed rule changé 
and discussed any comments it received 
on the proposed rule change. The text 
of these statements may be examined at 
the places specified in Item IV below. 
The self-regulatory organization has 
prepared summaries, set forth in 
Sections A, B, and C below, of the most 
significant aspects of such statements.
A. Self-Regulatory Organization's 
Statem ent o f  the Purpose of, and  
Statutory Basis for, the Proposed Rule 
Change
1. Purpose

Exchange Rules 131 and 154 allow 
stop and stop limit orders1 in selected 
derivative securities to be elected by a 
quotation,2 provided the prior approval 
of a Floor Official is obtained. Absent 
this provision, such orders could only 
be elected when a transaction in the 
security occurred at or through the stop 
price, notwithstanding the fact that the 
quoted market had moved through the 
stop price as a result of trading in the 
underlying security.

Under Exchange Rule 154, 
Commentary .04(c)(v), provisions 
regarding the election of stop and stop 
limit orders are only applicable to such 
derivative securities as are designated 
by the Exchange as eligible for this 
treatment. Currently, only index 
warrants have been so designated.3 The 
Exchange had previously designated

1 Stop sell orders generally are entered in a stock 
whose price has increased substantially to protect 
the investor’s profits should the stock price decline. 
Similarly, stop buy orders generally are entered by 
investors with short positions to limit losses should 
the stock price increase.

2 A stop or stop limit order in a derivative 
security is elected, i.e., becomes a market or limit 
order, respectively, when the quoted market for the 
derivative security reaches the appropriate stop or 
stop limit price. Once elected, the specialist treats 
the orders like any other market or limit order. The 
specialist must execute the market order at the next 
best market price, and must execute the limit order 
at the limit price or hold the order on his limit order 
book until the limit price is available.

3 See.Securities Exchange Act Release No. 290673 
(April 10,1991), 56 FR 15652 (April 17,1994) (File 
No. SR-Amex-90-31).

Americus Trust Units, PRIMES, and 
SCORES as eligible as well, but all such 
securities have since expired and are no 
longer traded.

Accordingly, the Exchange now 
designates, pursuant to Exchange Rule 
154, Commentary .04(c), Standard & 
Poor’s Depositary Receipts4 as eligible 
for stop and stop limit orders to be 
elected by quotation. These derivative 
equity securities can be expected to 
fluctuate in price based on changes in 
an underlying stock index, and are 
therefore appropriately designated as 
eligible for election of stop and stop 
limit orders by quotation.
2. Statutory Basis

The proposed rule change is 
consistent with Section 6(b) of the Act 
in general and furthers the objectives of 
Section 6(b)(5) in particular in that it is 
designed to promote just and equitable 
principles of trade, to remove 
impediments to and perfect the 
mechanism of a free and open market, 
and, in general, to protect investors and 
the public interest.
B. Self-Regulatory O rganization’s 
Statem ent on Burden on Com petition

The proposed rule change will impose 
no burden on competition.
C. Self-Regulatory O rganization’s 
Statem ent on Comments on the 
Proposed Rule Change R eceived From  
M embers, Participants or Others

No written comments were solicited 
or received with respect to the proposed 
rule change.
III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action

The foregoing rule change constitutes 
a stated policy, practice, or 
interpretation with respect to the 
meaning, administration, or 
enforcement of an existing rule of the 
Exchange and therefore has become 
effective pursuant to Section 19(b)(3)(A) 
of the Act and subparagraph (e) of Rule 
19b-4 thereunder. At any time within 
60 days of the filing of such proposed 
rule change, the Commission may 
summarily abrogate such rule change if 
it appears to the Commission that such 
action is necessary or appropriate in the 
public interest, for the protection of 
investors, or otherwise in furtherance of 
the purposes of the Act.

4 The product, known as a “SPDR,” is a Portfolio 
Depositary Receipt (“PDR”) based upon the 
Standard & Poor’s (“S&P”) 500 Stock Index. The 
Commission approved the listing and trading of 
SPDRs in Securities Exchange Act Release No.
31591 (December l l ,  1992), 57 FR 60253 (December 
18,1992).

IV. Solicitation of Comments
Interested persons are invited to 

submit written data, views and 
arguments concerning the foregoing. 
Persons making written submissions 
should file six copies thereof with the 
Secretary, Securities and Exchange 
Commission, 450 Fifth Street, NW., 
Washington, DC 20549. Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. § 552, will be 
available for inspection and copying at 
the Commission’s Public Reference 
Section, 450 Fifth Street, NW., 
Washington, DC 20549. Copies of such 
filing will also be available for 
inspection and copying at the principal 
office of the Amex. All submissions 
should refer to File No. SR-Amex-94- 
41 and should be submitted by 
November 17,1994.

For the Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority.
Jonathan G. Katz,
Secretary.
[FR Doc. 94-26639 Filed 10-26-94; 8:45 am) 
BILLING CODE 8010-01-M

[Release No. 34-34869; File No. SR -A m ex- 
94-25]

Self-Regulatory Organizations; 
American Stock Exchange, Inc.; Order 
Granting Approval to Proposed Rule 
Change Relating to Increasing the 
Share Parameters for Orders Entered 
Through PER

October 20,1994.
On June 23,1994, the American Stock 

Exchange, Inc. (“Amex” or “Exchange”) 
submitted to the Securities and 
Exchange Commission (“SEC” or 
“Commission”), pursuant to Section 
19(b)(1) of the Securities Exchange Act 
of 1934 (“Act”) 1 and Rule 19b-4 
thereunder,2 a proposed rule change to 
increase the share parameters, from 
5,099 to 30,099 shares, for orders 
entered through the Exchange’s Post 
Execution Reporting (PER) system.

The proposed rule change was 
published for comment in Securities 
Exchange Act Release No. 34347 (July 
11,1994), 59 FR 36238 (July 15,1994).

115 U.S.C. 78s(b)(l) (1988). 
2 17 CFR 240.19b~4 (1991).
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No comments were received on the 
proposal.

Tne PER system provides member 
firms with the means to electronically 
transmit equity orders up to volume 
limits specified by the Exchange 
directly to the specialist’s post on the 
Exchange Floor. Market and marketable 
limit orders and preopening market 
orders are placed on die specialist’s 
electronic book. Once the PER order is 
executed, the system transmits the 
execution report directly back to the 
member firm.

Currently, the PER system accepts (1) 
up to 5,099 shares for all eligible market 
and limit orders; (2) up to 25,000 shares 
for eligible market and limit orders for 
Unit Investment Trust securities (such 
as Standard & Poor’s Depositary 
Receipts);3 and (3) up to 30,099 shares 
for market and limit round lot orders for 
those securities included in the S&P 500 
Index.4

In the Am ex Approval Order, the 
Commission granted partial accelerated 
approval for that portion of the instant 
filing which pertains to those Exchange- 
listed equity securities included in the 
S&P 500 Index. The Commission also 
stated in the Amex Approval Order that 
if, after three months, the Exchange 
wishes to extend the PER parameters to 
all other Exchange-listed equity 
securities, then it has the option to do 
so. During the three-month pilot the 
Exchange has had an opportunity to 
observe the level of increased utilization 
of PER and factor that into its 
assessment of how best to implement 
the parameter increase for the remainder 
of the Exchange-listed equity securities. 
The Exchange represents that it has not 
experienced any systems problems in 
processing the additional order flow 
through PER. The Exchange now 
requests an extension of the PER 
parameters to all other Exchange-listed 
eqmty securities.5

The Commission finds that the 
Amex’s proposal to increase the PER 
share parameters, from 5,099 to 30,099, 
for orders of the remaining Exchange- 
listed equity securities (j.e., equity 
securities in addition to those included

3 See Securities Exchange Act Release No. 32544 
(June 29,1993), 58 FR 36485, July 7,1993.

4 See Securities Exchange Act Release No. 34347 
(July 11,1994), 59 FR 36238 (July 1 5 ,1994)
(granting accelerated approval to that portion of the 
current proposed rule change as it relates to Amex 
securities in the S&P 500 Index) ("Amex Approval 
Order”).

5 See letter from Ivonne Nagy, Special Counsel, 
Amex, to Amy Bilbija, Commission, dated October 
18,1994: The letter confirms the systems 
capabilities and the Amex’s intention, upon 
Commission approval, to extend the increased order 
size that may be routed through PER to all other 
Exchange-listed equity securities to take effect on 
November 1st

in the S&P 500 Index), is consistent with 
the requirements of the Act and the 
rules and regulations thereunder 
applicable to a,national securities 
exchange. Specifically, the Commission 
finds that the proposed rule change is 
consistent with the requirements of 
Section 6(b)(5) of the Act6 because it 
will facilitate transactions in securities 
by allowing for the timely transmission 
of a larger number of orders to the Amex 
floor. The proposal will also result in 
more efficient and effective market 
operations, consistent with Section 
llA(a)(l)(B) and will further the 
maintenance of fair and orderly markets 
and the efficient execution of securities 
transactions consistent with Section 
HA(a)(l)(C) of the Act.7

Finally, based upon representations 
from the Amex, the Commission is 
satisfied that the Exchange’s PER system 
will have adequate computer processing 
capacity to accommodate the increased 
order size eligibility.8 The Commission 
notes, however, that if the Exchange 
does not implement the expansion to all 
Exchange-listed equity securities within 
six months of the approval date of this 
order, then it cannot so implement 
without demonstrating to the 
Commission that the systems capacity 
remains adequate to facilitate the 
additional order flow.9

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act,10 that the 
proposed rule change (SR-Amex-94- 
25) is approved.

For the Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority.31 
Jonathan G. Katz,
Secretary.
[FR Doc. 94-26642 Filed 10-26-94; 8:45 am) 
BILUNG CODE 8010-01-M

[Release No. 34-34868; File No. S R -B S E - 
94-11J

Self-Regulatory Organizations; Notice 
of Filing and Immediate Effectiveness 
of Proposed Rule Change by the 
Boston Stock Exchange, Inc. Relating 
to its Fee Schedules

October 20,1994.
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(“Act”), 15 U.S.C. 78s(b)(l), notice is 
hereby given that on September 30,

6 15 U.S.C. 78f(b)(5) (1988).
715 U.S.C 78f(b)(5) and 78k-l (1988).
8 See note 5, infra.
9 As of the date of this order, the Exchange has 

indicated that it plans to expand the increased 
parameters for PER eligibility on November 1,1994.

1015 U.S.C. 78s(b)(2) (1988).
3317 CFR 200.30-3(a)(12) (1991).

1994, the Boston Stock Exchange, Inc. 
("BSE” or “Exchange”) filed with the 
Securities and Exchange Commission 
(“Commission”) the proposed rule 
change as described in Items I, II and III 
below, which Items have been prepared 
by the self-regulatory organization. On 
October 14,1994, the Exchange agreed 
to submit the instant filing for 
immediate effectiveness for a period of 
one hundred and twenty days 
commencing with the date of filing.1 
The Commission is publishing this 
notice to solicit comments on the 
proposed rule change from interested 
persons.
I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change

The Boston Stock Exchange seeks to 
amend its fee schedules pertaining to 
transaction fees.
II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change

In its filing with the Commission, the 
self-regulatory organization included . 
statements concerning the purpose of 
and basis for the proposed rule change 
and discussed any comments it received 
on the proposed rule change. The text 
of these statements may be examined at 
the places specified in Item IV below. 
The self-regulatory organization has 
prepared summaries, set forth in 
Sections A, B, and C below, of the most 
significant aspects of such statements.
A. Self-Regulatory Organization's 
Statem ent o f  the Purpose of, and  
Statutory B asis for, the Proposed Rule 
Change
1. Purpose

The purpose of the proposed rule 
filing is to amend the Exchange’s fee 
schedule in order to capitalize on the 
competitive niches that the Exchange 
currently enjoys and to improve the 
Exchange’s competitive position. The 
proposal would provide a $.25 per trade 
credit on all non-self-directed, 
electronically routed, Exchange 
executed, trades of any size. For 
purposes of the per trade credit, “non- 
self-directed” shall mean entered by a 
BEACON subscriber in stocks in which 
the routing firm has no affiliation with 
or financial interest in the specialist

1 Conversation between Jack Fitzgerald, Executive 
Vice President, Boston Stock Exchange, and Holly 
Smith, Division of Market Regulation, Commission, 
on October 14,1994. The proposed rule change will 
cease to be effective on January 30,1995, unless the 
Commission approves a similar, subsequent filing 
by the BSE under Rule 19b—4, or disapproves the 
instant rule change prior to January 30,1995.
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operation registered in those stocks. The to the total monthly layoff transaction The specific new language is as 
aggregate credit per firm shall be limited fees charged to that firm.2 follows: New language.

Transaction Fees

T rade  R e c o r d in g  an d  C o m p ar iso n  C harg es

• Trades up to and including 2,000 shares (all trades accumulate for volume discounts) .........
•  Trades above 2,000:

First 2,500 trades per month ............................... .................................. ................ .............
Next 2,500 trades per month .......... .................... .................................. ...................... :..... .
Next 2,500 trades per month .... ...... ................................. ............A............. ......'......... .......
Over 7,500 trades per month .......... * ............. ......................................... ....... ...........
Maximum charge per side (non-cross)............... ............................. .................... ............ ...
Maximum charge per side (cross) ....................... ................................ .................. .... ........

•  BEACON subscriber Credits .......... ................................. ................................................... .................................... .
All non-self-directed, electronically routed trades (credit is limited to total monthly layoff trans­

action fees)

No charge.

$.29 per 100 shares. 
.25 per 100 shares. 
.15 per 100 shares. 
.05 per 100 shares.
50.00.
25.00.
.25 per trade.

2. Statutory Basis
The statutory basis for this proposal is 

Section 6(b)(4) of the Act.
B. Self-Regulatory O rganization’s 
Statem ent on Burden on Competition

The Exchange does not believe that 
the proposed rule change will impose 
any burden on competition that is not 
necessary or appropriate in furtherance 
of the purposes of die Act.
C. Self-Regulatory Organization's 
Statem ent on Comments on the 
Proposed Rule Change R eceived from  
M embers, Participants or Others

The Exchange has neither solicited 
nor received comments on the proposed 
rule change.
III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action

The foregoing rule change establishes 
or changes a due, fee, or other charge 
imposed by the Exchange and therefore 
has become effective pursuant to 
Section 19(b)(3)(A) of the Act and 
subparagraph (e) of Rule 19b-4 
thereunder. At any time within 60 days 
of the filing of such proposed rule 
change, the Commission may summarily 
abrogate such rule change if it appears 
to the Commission that such action is 
necessary or appropriate in the public 
interest, for the protection of investors, 
or otherwise in furtherance of the 
purposes of the Act.
IV. Solicitation of Comments

Interested persons are invited to 
submit written data, views and 
arguments concerning the foregoing. 
Persons making written submissions

2 The term “layoff’ refers to any trade wherein a 
specialist is eliminating (or decreasing) a position 
in a security in which he makes a market.

115 U.S.C. 78s(b)(l) (1988).

should file six copies thereof with the 
Secretary, Securities and Exchange 
Commission, 450 Fifth Street, N.W., 
Washington, D.C. 20549. Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying at 
the Commission’s Public Reference 
Section, 450 Fifth Street, N.W., 
Washington, D.C. 20549. Copies of such 
filing will also be available for 
inspection and copying at the principal 
office of the BSE. All submissions 
should refer to File No. SR-BSE-94-11 
and should be submitted by November
17,1994.

For the Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority.
Jonathan G. Katz,
Secretary.
[FR Doc. 94-26641 Filed 10-26-94; 8:45 am] 
BILLING CODE 8010-01-M

2Securities Exchange Act Release No. 34729 
(September 27,1994), 59 FR 50634.

3 NSCC refers to this system as the Fixed Income 
Transaction System (“FITS”).

[Release No. 34-34867; File No. SR-NSCC- 
94-16]

Self-Regulatory Organizations; 
National Securities Clearing 
Corporation; Order Granting 
Accelerated Approval of a Proposed 
Rule Change Modifying Comparison 
Procedures for Corporate Bond and 
Unit Investment Trust Transactions 
and Modifying the Fee Structure for 
Correction Fees

October 20,1994.
On August 9,1994, the National 

Securities Clearing Corporation 
(“NSCC”) filed with the Securities and 
Exchange Commission (“Commission”) 
a proposed rule change (File No. SR- 
NSCC-94—16) pursuant to Section 
19(b)(1) of the Securities Exchange Act 
of 1934 (“Act”).1 Notice of the proposal 
was published in the Federal Register 
on October 4,1994.2 No comment letters 
were received. For the reasons 
discussed below, the Commission is 
approving the proposed rule change on 
an accelerated basis.
I. Description

Since 1993, NSCC has been 
redesigning its bond comparison system 
to accelerate the processing (i.e., 
submission and comparison) of bond 
transactions to achieve higher rates of 
trade comparison at earlier points in the 
comparison process.3 NSCC believes 
accelerated processing will help to 
increase certainty and reduce risk in the 
clearance and settlement of debt 
transactions. The first phase of the 
redesign process enhanced the 
processing of transactions in municipal 
securities and was implemented by 
NSCC on August 13,199.3,4

4 For a detailed description-of the municipal 
securities phase of the bond comparison system, 
refer to Securities Exchange Act Release No. 32747 
(August 13,1993), 58 FR 44530 [File No. SR- 
NSCC-93-2] (order approving a proposed rule 
change establishing a program relating to
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The primary purpose of the current 
proposed rule change is to expand the 
accelerated comparison system to 
include the processing of transactions in 
corporate bonds and unit investment 
trusts (“UITs”), The proposed rule 
change also permits NSCC to provide 
comparison services for baby bonds [i.e., 
corporate bonds having a par value of 
less than $1,000) and new issue trading. 
The proposed rule change also modifies 
the fee structure for correction fees.

Under the proposed rule change, the 
cutoff time for submission of original 
trade input for all corporate bond and 
UIT transactions is moved from 1:00 
p.m. on the day following trade date 
(“T + l”) to 2:00 a.m. on T +l. These 
trades will be reported back to members 
by 8:00 a.m. on T +l. Adjustments to 
original trade input will have to be 
made prior to the time specified by 
NSCC on T +l, which will be 6:00 p.m.

In addition, NSCC will accept trade 
input for trade-for-trade processing of 
corporate baby bonds. If transactions are 
submitted as a mixed lot (i.e., 
submissions including baby bonds and 
round lots), the baby bond and the 
round lot portions of the transaction 
will be separated by NSCC upon input.

At the option of members, corporate 
bond and UIT transactions will be 
compared when the net buy side and 
sell side aggregate principal amounts 
can be matched for a particular security, 
even if the relevant principal amounts 
are specified in more than one buy side 
and/or more than one sell side 
submission, if the transactions would 
have been compared had such buy side 
and sell side principal amounts each 
been specified on a single submission.

Because correction processing occurs 
at the New York and American Stock 
Exchanges and at the National 
Association of Securities Dealers before 
the trade input is transmitted to NSCC, 
Add-by-Seller, Delete-by-Seller, Delete 
Add-by-Seller, and Delete-by-Buyer 
instructions will no longer be accepted 
under the proposed rule.5 This change 
is being made in order to standardize 
correction processing.

5 For a complete description of the New York 
Stock Exchange, American Stock Exchange, and 
National Association of Securities Dealers 
correction processing systems, refer to Securities 
Exchange Act Release Nos. 26773 (May Î , 1989), 54 
FR 20227 [File No. SR-NYSE-89-03] (order 
approving the New York Stock Exchange’s system 
for the resolution of uncompared transactions); 
28069 (May 29,1990), 55 FR 23324 (File No. SR- 
AMEX-90-01] (order approving the Intra-Day 
Comparison System for resolving uncompared 
transactions); and 28583 (November 1,1990), 55 FR 
46120 (File No. SR—NASD—89—25] (order granting 
accelerated approval of amendment to proposed 
rule change relating to the Automated Confirmation 
Transaction Service).

NSCC will provide comparison 
services for corporate bond new issue 
transactions on the same basic terms 
and conditions as it currently provided 
for municipal securities transactions 
with the exception of syndicate 
takedown processing.6 Original trade 
input for new issue corporate bond 
transactions will be accepted until the 
third day prior to the initial settlement 
date for the issue. Original input may 
set forth either (1) a final settlement 
price and a settlement date that is either 
the initial settlement date or a specified 
number of days after the initial 
settlement date or (2) a dollar price. 
Original trade input that is submitted 
between three and five days prior to the 
initial settlement date but does not set 
forth a final settlement price and 
settlement date or does not set forth a 
dollar price will be treated as regular 
way input. Any corporate bond new 
issue transactions that remain 
uncompared at the opening of business 
on the day prior to the initial settlement 
date will be deleted from NSCC‘s 
system.7

In addition, NSCC’s fee structure 
relating to correction fees is being 
amended to reflect that correction 
capabilities are being accelerated in 
conformity with comparison 
capabilities. These fee changes conform 
all bond correction fees to the fees 
implemented in connection with 
municipal securities transaction 
processing in that participants will be 
charged for supplemental input on or 
after T + l.8 Currently, NSCC charges 
participants for supplemental input 
relating to corporate bond and UIT 
transactions on or after T+2. In addition, 
the bond system correction fees for 
“don’t know” and “questioned trade” 
input is being deleted because NSCC no 
longer processes such transactions. The ;  
proposed rule change also makes certain 
conforming changes and deletions to

6 NSCC defines “new issue” transactions in this 
context to mean transactions which are to settle on 
the initial settlement date for an issue or which are 
to settle a specified number of days after the initial 
settlement date.

7 This means mat it may not be possible to 
process some new issue transactions through the 
entire range of available trade resolution procedures 
prior to being dropped. In the extreme case, new 
issue submissions made on the second day prior to 
the initial settlement date that do not compare will 
be dropped without any opportunity for resolution. 
These unresolved trades will be reported on a 
separate unresolved trade report, and any trade 
dropped without the opportunity for resolution may 
be resubmitted after the initial settlement date.

8 For a detailed description of NSCC’s correction 
fees for municipal securities transactions, refer to 
Securities Exchange Act Release No. 34193 (June 
10,1994), 59 FR 31284 [File No. SR-NSCC-94-08] 
(notice of filing and immediate effectiveness of a 
proposed rule change modifying NSCC’s fee 
schedule for correction fees).

NSCC’s Procedures in order to reflect 
greater uniformity in NSCC’s bond 
comparison system and to eliminate 
certain language which has become 
obsolete.
II. Discussion

The Commission finds that the 
proposed rule change is consistent with 
the requirements of the Act and the 
rules and regulations thereunder and 
particularly with the»requirements of 
Section 17A(b)(3)(F).9 Section 
17A(b)(3)(A) requires that the rules of a 
clearing agency be designed to promote 
the prompt and accurate clearance and 
settlement of securities transactions.
The Commission believes that the 
proposed changes to NSCC’s 
comparison procedures should help 
achieve higher rates of trade comparison 
at earlier points in the comparison 
process and thus help increase certainty 
and reduce risk in the clearance and 
settlement of corporate bond and UIT 
transactions. Use of NSCC’s bond 
comparison system should significantly 
improve the comparison rate for 
corporate bonds, baby bonds, and unit 
investment trusts and should facilitate 
moving from a five business day 
settlement cycle to a three business day 
settlement cycle.10 Moreover, the 
Commission believes that by expanding 
the bond comparison system to include 
corporate bond, baby bond, and new 
issue transaction processing, NSCC is 
aiding in the prompt and accurate 
clearance and settlement of securities 
transactions.

NSCC’s fee structure will be amended 
with regard to correction fees to reflect 
that correction capabilities will be 
accelerated in conformity with 
comparison capabilities. The 
Commission believes that these changes 
to NSCC’s fee structure are appropriate 
and in conformity with Section 
17A(b)(3)(Dlof the Act which requires 
the rules of a clearing agency to provide 
for equitable allocation of reasonable 
fees among its participants.11

NSCC has requested that the 
Commission find good cause for 
approving the proposed rule change 
prior to the thirtieth day after the date 
of publication of notice of the filing so 
that NSCC can begin utilizing the new 
comparison procedures for trades

»15 U.S.C. 78q-l(b)(3)(F) (1988).
10 On October 6,1993, the Commission adopted 

Rule 15c6-l under the Act, which establishes three 
business days after the trade date instead of five 
business days as the standard settlement timeframe 
for most broker-dealer transactions. The rule 
becomes effective June 1,1995. Securities Exchange 
Act Release No. 33023 (October 6,1993), 58 FR 
52891 (release adopting Rule 15c6-l).

«  15 U.S.C. 78q-l(b)(3)(D) (1988).
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executed on October 21,1994. The 
Commission finds good cause for so 
approving the proposed rule change 
because accelerated approval will allow 
NSCC to implement the hew procedures 
as scheduled. Additionally, the 
Commission does not anticipate that it 
will receive any significant negative 
comment on the proposed rule change 
in view of the fact that no comments 
have been received to date by the 
Commission or NSCC.
III. Conclusion

On the basis of the foregoing, the 
Commission finds that the proposal is 
consistent with the requirements of the 
Act, particularly with Sections 
17A(b)(3)(F) and 17A(b)(3)(D) of the Act, 
and the rules and regulations 
thereunder.

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act, that the 
proposed rule change (File No. SR— 
NSCC-94-16) be, and hereby is, 
approved.

For the Commission by the Division of 
Market Regulation, pursuant to delegated 
authority.12 
Jonathan G. Katz,
Secretary.
[FR Doc. 94-26579 Filed 10-26-94; 6:45 aroj 
BILUNG CODE 8010-01-M

[Investm ent Com pany Act Release No. 
20647; International Series Release No. 734/ 
812-9242]

The Chase Manhattan Bank, N.A.; 
Notice of Application

October 21,1994.
AGENCY: Securities and Exchange 
Commission (“SEC”).
ACTION: Notice of Application for 
Exemption under the Investment 
Company Act of 1940 (“Act”).

APPLICANT: The Chase Manhattan Bank, 
N.A. (“Chase”). •
RELEVANT ACT SECTIONS: Exemption 
requested under section 6(c) from the 
provisions section 17(f) of the Act. 
SUMMARY OF APPLICATION. Chase seeks an 
order to enable it to maintain foreign 
securities and other assets of United 
States registered investment companies 
for which Chase serves as custodian or 
subcustodian in the custody of The 
Chase Manhattan Bank (M) Berhad 
(‘ ‘ Chase-Malaysia ”).
FILING DATE: The application was filed 
on September 22,1994.
HEARING OR NOTIFICATION OF HEARING: An 
order granting the application will be 
issued unless the SEC orders a hearing.

1217 CFR 200.30-3{a){12) (1994).

Interested persons may request a 
hearing by writing to die SEC’s 
Secretary and serving Applicant with a 
copy of the request, personally or by 
mail. Hearing requests should be 
received by the SEC by 5:30 p.m. on 
November 14,1994, and should be 
accompanied by Proof of service on 
Applicant, in the form of an affidavit or, 
for lawyers, a certificate of service. 
Hearing requests should state the nature 
of the writer’s interest, the reasons for 
the request, and the issues contested. 
Persons who wish to be notified of a 
hearing may request such notification 
by writing to the SEC’s Secretary.
ADDRESSES: Secretary, SEC, 450 Fifth 
Street, NW., Washington, DC 20549. 
Applicant, c/o Daniel L. Goelzer, Esq., 
Baker & McKenzie, 815 Connecticut 
Avenue, NW., Washington, DC 20006.
FOR FURTHER INFORMATION CONTACT: H.R. 
Hallock, Jr., at (202) 942-0564 or Barry
D. Miller, Senior Special Counsel, at 
(202) 942-0564 (Division of Investment 
Management, Office of Investment 
Company Regulation).
SUPPLEMENTARY INFORMATION: The 
following is a summary of the 
application. The complete application 
may be obtained for a fee from the SEC’s 
Public Reference Branch.
Applicant’s Representations and Legal 
Analysis

1. Chase requests exemptive relief for 
itself, any management investment 
company registered under the Act, other 
than an investment company registered 
under section 7(d) of the Act (a “U.S. 
Investment Company”), and any 
custodian for a U.S. Investment 
Company from section 17(f) of the A ct 
The requested exemption would let 
Chase, such U.S. Investment Company 
and such custodian to maintain foreign 
securities, cash, and cash equivalents 
(collectively, “Assets”) in the custody of 
Chase-Malaysia, an indirect subsidiary 
of Chase located in Malaysia. For 
purposes of the application, the term 
“foreign securities” includes (a) 
securities issued and sold primarily 
outside the United States by a foreign 
government, a national of any foreign 
country, or a corporation or other 
organization incorporated or organized 
under the laws of any foreign country, 
and (b) securities issued or guaranteed 
by the Government of the United States 
or by any state or any political ?  
subdivision thereof or by any agency 
thereof by any entity organized under 
the laws of the United States or of any 
state thereof which have been issued 
and sold primarily outside the United 
States.

2. Section 17(f) of the Act requires 
every registered management 
investment company to place and 
maintain its securities and similar 
investments in the custody of certain 
enumerated entities. Rules 17f-5 under 
the Act expands the group of entities 
located outside the United States that 
are permitted to serve as custodians for 
the Assets of registered management 
investment companies. Rule 17f—5 
defines the term “Eligible Foreign 
Custodian” to include a majority-owned 
direct or indirect subsidiary of a 
qualified U.S. bank or bank-holding 
company that is incorporated or 
organized under the laws of a country 
other than the United States and that i 
has shareholders’ equity in excess of 
$100,000,000 (U.S. $ equivalent or U.S. 
$) as of the close of its most recently 
completed fiscal year. The rule defines 
the term “Qualified U.S. Bank” to 
include a banking institution organized 
under the laws of the United States that 
has an aggregate capital, surplus and 
undivided profit of not less than 
$500,000.

3. Chase is a national banking 
association and is regulated as such by 
the Comptroller of the Currency under 
the National Bank Act. At December 31, 
1993, Chase had shareholders’ equity in 
excess of $6.4 billion. Thus, Chase is a 
“Qualified U.S. Bank” under the 
requirements of Rule 17f-5, since it is
a banking institution organized under 
the laws of the United States, and it has 
aggregate capital, surplus and undivided 
profit substantially in excess of the 
$500,000 minimum required by the rule.

4. Chase is a subsidiary of The Chase 
Manhattan Corporation, a Delaware 
company that provides financial 
services throughout the world. Through 
its Global Securities Services division 
(“GSS”), Chase provides custody and 
related services to global institutional 
investors, including U.S. mutual funds. 
GSS currently has over $1,300 trillion in 
assets under custody at various 
locations throughout the world, 
including its branches and subsidiaries 
in approximately 50 countries.

5. Chase established a branch in Kuala 
Lumpur, Malaysia in 1964, and 
currently offers custody services in 
Malaysia through that branch. However, 
under the Malaysian Banking and 
Financial Institutions Act 1989, Chase 
must now convert its branch to a locally 
incorporate«! entity. To comply with 
Malaysian law, Chase proposes to 
transfer all the activities of the branch, 
as well as its personnel, to Chase- 
Malaysia.

6. Chase-Malaysia will be wholly- 
owned by Chase Manhattan Overseas 
Banking Corporation, a wholly-owned
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direct subsidiary of Chase. Chase- 
Malaysia will assume the assets, 
liabilities, and business of the Chase 
Kuala Lumpur branch and will be 
subject to the supervision of Bank 
Negara Malayasia (the central bank of 
Malaysia). Chase-Malaysia will offer the 
same services as the former Chase Kuala 
Lumpur branch, and will become 
subject to the same capital and reporting 
requirements as other domestic banks in 
Malaysia.

7. Chase-Malaysia will satisfy the 
requirements of rule 17f-5 insofar as it 
will be a majority-owned indirect 
subsidiary of Chase and will be 
incorporated and organized under the 
laws id Malaysia. Chase-Malaysia will 
not, however, meet the $100 million 
minimum shareholder’s equity 
requirement of rale 17f-5. Accordingly, 
Chase-Malaysia will not qualify as an 
“Eligible Foreign Custodian” under the 
rale and, absent exemptive relief could 
not serve as custodian for the Assets of 
U.S. Investment Companies.

8. Where custody services are 
required in Malaysia, Chase will hold 
the Assets of U.S. Investment 
Companies as custodian or 
subcustodian, and will deposit (or cause 
or permit the deposit of) the Assets with 
Chase-Malaysia in accordance with the 
arrangement described in the conditions 
below. Chase-Malaysia will be well* 
qualified to provide custody and 
subcustody services to Chase, U.S. 
Investment Companies, and custodians 
for U.S. Investment Companies, since 
Chase-Malaysia will he the successor to 
the business of Chase’s Kuala Lumpur 
branch, which is experienced in 
providing custody services. Under the 
proposed foreign custody arrangements, 
the protection affforded the Assets of 
U.S. Investment Companies held by 
Chase-Malaysia would not be 
diminished from the protection afforded 
by rule 17f-5.
Applicant’s Conditions

Chase agrees that any order of the SEC 
granting the requested relief may be 
conditioned upon the following:

1. The foreign custody arrangements 
proposed regarding Chase-Malaysia will 
satisfy the requirements of rule 17f-5 in 
all respects other than Chase-Malaysia’s 
level of shareholders' equity.

2. Chase will deposit Assets with 
Chase-Malaysia only in accordance with 
the Custody Agreement and the 
Subcustody Agreement described in (a) 
and (b) below. The Custody and 
Subcustody Agreements will remain in 
effect at all times during which Chase- 
Malaysia fails to satisfy all the 
requirements of the rule.

(a) The Custody Agreement will be 
between Chase and the U.S. Investment 
Company (or its custodian). In that 
agreement, Chase will undertake to 
provide custody or subcustody services, 
and the U.S. Investment Company (or its 
custodian} will authorize Chase to 
delegate to Chase-Malaysia such of 
Chase’s duties and obligations as will be 
necessary to permit Chase-Malaysia to 
hold the Assets of U.S. Investment 
Companies in custody in Malaysia. The 
Custody Agreement will further provide 
that the delegation by Chase to Chase* 
Malaysia will not relieve Chase of any 
responsibility to the ILS. Investment 
Company or its custodian for any loss 
due to such delegation, and that Chase 
will be liable for any loss or claim 
arising out of or in connection with thé 
performance by Chase-Malaysia of the 
custody services to the same extent as 
if Chase had itself provided the custody 
services under the Custody Agreement.

(b) A Subcustody Agreement will be 
executed by Chase and Chase-Malaysia. 
Pursuant to this agreement, Chase will 
delegate to Chase-Malaysia such of 
Chase’s duties and obligations as would 
be necessary to permit Chase-Malaysia 
to hold Assets in custody in Malaysia. 
The Subcustody Agreement will 
explicitly provide that (i) Chase- 
Malaysia is acting as a foreign custodian 
for Assets that belong to a U.S. 
Investment Company pursuant to the 
terms of an exemptive order issued by 
the SEC and fii) the U.S. Investment 
Company or its custodian (as the case 
may be) that has entered into a Custody 
Agreement will be entitled to enforce 
the terms of the Subcustody Agreement 
and can seek relief directly against 
Chase-Malaysia. The Subcustody 
Agreement will provide that it will be 
governed by New York law.

3. Chase currently satisfies and will 
continue to satisfy the Qualified U.S. 
Bank requirement set forth in rale 17f- 
5(c)(3).

For the Commission, by the Division of 
Investment Management, under delegated 
authority.
Jonathan G. Katz,
Secretary.
[FR Doc. 94-26640 Filed 10-26-94; 8:45 am} 
BILLING C O M  «OHMTMS

SMALL BUSINESS ADMINISTRATION 
[License # 602 /02-6031TJ

Rand SBtC, Inc.; Notice of License 
Surrender

Notice is hereby given that Rand 
SBIC, Inc., (“RAND”), 1300 Rand 
Building, Buffalo, New York 14203, has

surrendered its license to operate as a 
small business investment company 
under the Small Business Investment 
Act of 1958, as amended (“the Act”). 
RAND was licensed by the Small 
Business Administration on May 5, 
1976.

Under the authority vested by the Act 
and pursuant to the regulations 
promulgated thereunder, the surrender 
of the license was accepted on October
13,1994, and accordingly, all rights, 
privileges, and franchises derived 
therefrom have been terminated.
(Catalog of Federal Domestic Assistance 
Program No. 59.011, Small Business 
Investment Companies)

Dated: October 20,1994.
Robert D. Stillman,
Associate Administrator fa r  Investment.
[FR Doc. 94-2661Q Filed 10-26-94; 8:45 am) 
BILLING CODE 8025-frW *

[License N o. 05/05-0221)

River Cities Capita* Fund Limited 
Partnership; Notice of issuance of a  
Smart Business Investment Company 
License

On August 12,1994, a notice was 
published in the Federal Register (59 
FR 41549) stating that an application 
had been filed by River Gties Capital 
Fund Limited Partnership, 221 East 
Fourth St., Suite 2250, Cincinnati, Ohio 
45202, with the Small Bumness 
Administration (SBA) pursuant to 
§ 107.102 of the Regulations governing 
small business investment companies 
(13 CFR 107.102 (1994)) for a license to 
operate as a small business investment 
company. Interested parties were given 
until close of business September 12, 
1994 to submit their comments to SBA. 
No comments were received.

Notice is hereby given that, pursuant 
to section 301(c) of the Small Business 
Investment Act of 1958, as amended, 
after having considered the application 
and all other pertinent information, SBA 
issued License No. 05/05-0221 on 
September 26,1994, to River Cities 
Capital Fund Limited Partnership to, 
operate as a small business investment 
company.
(Catalog of Federal Domestic Assistance 
Program No. 59.011, Small Business 
Investment Companies)

Dated* October 20,1994.
Robert D. Stillman,
Associate Administrator far Investment.
[FR Doc. 94-26612 Filed 10-26-94; 8:45 am) 
BILLING CODE « ttS -tt-M
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DEPARTMENT OF STATE
[Public Notice 2103]

United States International 
Telecommunications Advisory 
Committee, Telecommunications 
Development Sector (ITAC-D) Group; 
Meeting

The Department of State announces 
that the United States International 
Telecommunications Advisory 
Committee (ITAC), Telecommunications 
Development Sector (ITAC-D) Group 
will meet on Wednesday, November 16, 
1994, in Room 1207 from 9:30 a.m. to 
1:00 p.m. at the Department of State, 
2201 “C” Street, NW., Washington, DC 
20520.

The agenda for the ITAC-D Group 
meeting will include (1) a debrief of the 
Kyoto Plenipotentiary Conference of 
September 19-October 14, as it may 
affect the work of the ITU’s 
Telecommunications Development 
Sector, with particular interest on 
priorities, and strategic policy and 
planning (-GL-)(-GL—) a debrief of the 
Ottawa CITEL (InterAmerican 
Telecommunications Commission) 
meetings, and (3) U.S. preparatory 
efforts apd organization for participation 
and contributions to the newly formed 
ITU-D Study Groups 1 and 2. The 
discussion will concentrate on items 
raised in ITU—D Administrative Circular 
No. CA/l.

Members of the General Public may 
attend the meetings and join in the 
discussions, subject to the instructions 
of the chair. Admittance of public 
members will be limited to the seating 
available. In this regard, entrance to the 
Department of State is controlled. If you 
wish to attend please call 202-647-5233 
no later than five (5) days before the 
meeting. Enter from the C Street Main 
Lobby. A picture ID will be required for 
admittance.

Dated: October 17,1994.
Doreen F. McGirr,
Chair, Ü.S. ITA C  fo r  ITU- 
Telecom m unications D evelopm ent Sector.
[FR Doc. 94-26620 Filed 10-26-94; 8:45 am] 
BILLING CODE 4710-45-M

[Public Notice 2104]

Overseas Security Advisory Council; 
Closed Meeting

The Department of State announces a 
meeting of the U.S. State Department— 
Overseas Security Advisory Council on 
Wednesday and Thursday, November 
16-17,1994, at the Department of State, 
Washington, DC. Pursuant to Section 
10(d) of the Federal Advisory

Committee Act and 5 U.S.C. 552b (c) (1) 
and (4j7 it has been determined the 
meeting will be closed to the public. 
Matters relative to classified national 
security information as well as 
privileged commercial information will 
be discussed. The agenda calls for the 
discussion of classified and corporate 
proprietary/security information as well 
as private sector physical and 
procedural security policies and 
protective programs at sensitive U.S. 
Government and private sector locations 
overseas.

For more information contact Marsha 
Thurman, Overseas Security Advisory 
Council, Department of State, 
Washington, DC 20522-1003, phone: 
202-663-0869.

Dated: October 18,1994.
Mark Mulvey,
Director o f  the Diplomatic Security Service. 
[FR Doc. 94-26622 Filed 10-26-94; 8:45 am] 
BILLING CODE 4710-24-M

[Public Notice 2102]

Shipping Coordinating Committee; 
Maritime Safety Committee and 
International Conference; Meeting

The Shipping Coordinating 
Committee (SHC) will conduct an open 
meeting at 9:30 A.M, on Wednesday, 
November 30,1994, in room 2415, at 
U.S. Coast Guard Headquarters, 2100 
Second Street, SW., Washington, DC. 
The purpose of the meeting is to finalize 
preparations for the 64th Session of the 
Maritime Safety Committee (MSC-64), 
and associated bodies of the 
International Maritime Organization 
(IMO), which is scheduled for December 
5-9 ,1994 at the IMO Headquarters in 
London. At the meeting, papers received 
and the draft U.S. positions will be 
discussed.

Among other things, the items of 
particular interest are:

a. Technical assistance subprogram in 
maritime safety.

b. Role of the human element in 
maritime casualties.

c. Prevention and abatement of 
marine pollution incidents.

d. Survey and Certification
e. Existing ships’ safety standards
f. Reports of various subcommittees 

(Stability, Load Lines and Fishing 
Vessel Safety; Life-Saving, Search and 
Rescue; Containers and Cargoes; Fire 
Protection; Training and Watchkeeping; 
Safety of Navigation; and Bulk 
Chemicals.)

Members of the public may attend 
this meeting up to the seating capacity 
of the room. Interested persons may 
seek information by writing to Mr. Gene

F. Hammel, U.S. Coast Guard (G-CI), 
Room 2114, 2100 Second Street SW, 
Washington, DC 20593-0001 or by 
calling (202) 267-2280. J

Dated: October 18,1994.
Charles A. Mast,
Chairman, Shipping Coordinating Committee, 
[FR Doc. 94-26621 Filed 10-26-94; 8:45 am] 
BILLING CODE 4710-07-M

[Public Notice 2101]

Bureau of Oceans and International 
Environmental and Scientific Affairs; 
U.S. Climate Action Report (USCAR), 
September 1994; United Nations 
Framework Convention on Climate 
Change

ACTION: Notice of availability of .USCAR 
and public comment period.

SUMMARY: In June 1992, the United 
States signed the United Nations 
Framework Convention on Climate 
Change (UNFCCC). Pursuant to the 
reporting requirements under Articles 
4.2 and 12 of the Convention, the 
United States has prepared and 
submitted the U.S. Climate Action 
Report (USCAR) in fulfillment of these 
requirements to the UNFCCC 
Secretariat. The USCAR provides a 
description of the current U.S. program 
designed to reduce emissions to 1990 
levels by the year 2000. The information 
presented in the USCAR, together with 
information provided by other Annex I 
Parties (developed country Parties and 
Parties with economies in transition to 
market economies), will be reviewed 
and discussed by die Parties to the 
UNFCCC beginning at the first session 
of the Conference of the Parties in early 
1995.

In keeping with international 
guidelines, the USCAR provides an 
inventory of current U.S. greenhouse gas 
emissions and sinks, estimates effects of 
current mitigation measures and 
policies on friture emissions levels, and 
describes U.S. involvement in 
international programs including 
associated financial transfers and 
contributions. In addition, the USCAR 
includes a discussion of U.S. national 
circumstances which affect its 
vulnerability and responses to climate 
change. Information on adaptation 
programs and the U.S. Global Change 
Research Program, the largest climate 
change research program in the world, ?: 
is also presented. While it briefly 
discusses the future direction of the U.S. 
effort, the USCAR does not seek to 
identify policies or measures additional 
to those described in the Climate Action 
Plan, announced by President Clinton
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and Vice President Gore cm October 19, 
1 9 9 3 , that might ultimately be taken as 
the United States continues to move 
forward in addressing climate change. 
SUPPLEMENTARY INFORMATION: In June 
1992, at the United Nations Conference 
on Environment and Development (the 
"Earth Summit”), the United States 
signed the United Nations Framework 
Convention on Climate Change 
(UNFCCC). The ultimate objective of 
this Convention is to: “Achieve * * * 
stabilization of greenhouse gas 
concentrations in the atmosphere at a 
level that would prevent dangerous 
anthropogenic interference with the 
climate system. Such a level should be 
achieved within a time-frame sufficient 
to allow ecosystems to adapt naturally 
to climate change, to ensure that food 
productions is not threatened and to 
enable economic development to 
proceed in a sustainable manner.”

It has been predicted that human 
produced greenhouse gases (primarily 
carbon dioxide, methane, and nitrous 
oxide) will cause change in global 
average climate at a rate that could far 
exceed any natural change that has 
occurred in the last 10,000 years. 
Although there are uncertainties 
regarding the magnitude, timing and 
regional patterns of global climate 
change, any human-induced change that 
does occur is not likely to be reversed 
for decades—or even centuries— 
because of the long lifetimes of the 
greenhouse gases and the inertia of the 
climatic system.

In accordance with the UNFCCCs 
reporting requirements as specified in 
Articles 4.2 and 12, the United States 
has prepared the U.S. Climate Action 
Report (USCAR) and submitted it to the 
UNFCCC Secretariat. The USCAR 
represents the United States’ first formal 
communication to the Secretariat under 
these Articles.
Content of die USCAR

The USCAR provides a background to 
the issue of global climate change and 
describes current U.S. efforts to reduce 
greenhouse gas emissions to 1990 levels 
by the year 2000. Following the 
Introduction and Overview (chapter 1), 
the report begins (in chapter 2) with an 
analysis of United States national 
circumstances which affect Its 
vulnerability and responses to climate 
change. These circumstances include 
natural resources, the economy, energy 
production and consumption, governing 
institutions, and U.S. policies related to 
climate change.

The next chapter (chapter 3) consists 
of an inventory of U. S^greenhouse gas 
emissions, including carbon dioxide, 
methane, nitrous oxide, and HFC and

PFC emissions. Because the full U.S. 
submission includes a copy of the EPA 
Report “Inventory of U.S. Greenhouse 
Gas Emissions and Sinks for 1990- 
1993”, the USCAR itself provides a 
summary of this complete inventory.

Chapter 4 deals with the specific 
actions being taken to reduce 
greenhouse gas emissions. This section 
is drawn from the material contained in 
the,! 993 U.S. Climate Change Action 
Plan. As with the emissions inventory, 
a detailed supplement was also 
submitted to the INC Secretariat on this 
material. That document, “The Climate 
Change Action Plan: Technical 
Supplement,” has been published 
separately by theDepartment of Energy. 
The 1993 Action Plan aims to limit 
greenhouse gas emissions while 
continuing to guide the U. S. economy 
toward environmentally sound 
economic growth into the next century. 
The Plan is comprehensive, as it targets 
all greenhouse gases and all sectors of 
the economy through a portfolio of 
nearly fifty different actions. It is 
designed for rapid implementation by 
building on existing technologies, 
programs, and voluntary efforts to 
deliver cost-effective results. It is a 
coordinated federal response, involving 
several government agencies working 
together, and was developed through an 
interagency process. The Plan is being 
actively monitored to ensure that it 
meets die President*» goals, and will be 
modified to adapt to changing 
circumstances. Finally, the Plan lays the 
foundation for an international response 
to climate change through the United 
States Initiative on Joint 
Implementation.

The combined effect of the U.S. 
actions, assuming 1993 economic 
predictions and full funding of all 
mitigation measures, would reduce 
greenhouse gas emissions to 1,459 
million metric tons of carbon equivalent 
(MMTCE) by the year 2000, slightly 
below the 1990 level of 1,462 MMTCE. 
Without these mitigation policies, 
projected net greenhouse gas emissions 
would rise to 1,674 MMTCE. Since 
these policies were first developed and 
their effects projected, economic growth 
has been more robust, and oil prices 
lower than predicted in the Action Plan. 
These differences and other effects on 
meeting the projected emission 
reductions of the Plan are now being 
evaluated.

Chapter 5 of the USCAR examines the 
potential impacts of global climate 
change as well as strategies to adapt to 
any such change. Both adverse and 
beneficial consequences of climate 
change are plausible, with the overall 
effect depending -on the rate and

magni tude of change and the 
vulnerability or sensitivity of human 
and natural systems to such changes. 
Possible consequences include rising 
sea levels, coastal zone erosion, shifts in 
precipitation patterns (causing either 
more floods or droughts), shifts in 
agricultural production, and increased 
stress on forest ecosystems.

Chapter 6 highlights current U.S. 
research and public education efforts 
regarding climate change. The U.S. 
Global Change Research Program, the 
largest cKmate change research program, 
in the world, seeks both to expand 
Icnowledge about the processes that 
affect climate change and to develop 
integrated models to predict these 
effects. In addition tobasic science 
research, the U.S. is promoting research 
in all economic sectors—including 
industry, transportation, housing, and 
agriculture—to develop strategies to 
reduce emissions. The United States is 
coordinating its research efforts with 
both international organizations and on 
a bilateral basis with individual 
countries.

To ensuxethat thepublichasa solid 
understanding of the science o f climate 
change and the consequences of policy 
options, the U.S. is also continuing to 
develop its efforts to coordinate general 
education, communication, and 
information programs for the public. 
Educational outreach programs include 
GLOBE (Global Learning and 
Observations to Benefit the 
Environment)#brK-12 students, and 
Project Earthlink, a long-term effort 
targeting community leaders, informal 
educators, teachers, students, 
journalists, and the general public.

International activities and 
cooperation regarding global climate 
change are discussed in Chapter 7. The 
Climate Convention requires all Parties 
to communicate a national inventory of 
greenhouse gas emissions and sinks and 
describe measures taken to implement 
the convention. To help developing 
countries meet this commitment, the 
U.S. initiated its Country Studies 
program in 1992. This program is 
providing technical and financial 
support to developing countries and 
countries with economies in transition 
to help them prepare studies to address 
climate change. Chapter 7 also 
highlights other ways in which the 
United States is implementing its 
financial commitments under the 
Convention, including numerous U.S. 
bilateral mitigation projects as well as 
multilateral cooperation through such, 
organizations as the Global Environment 
Facility, multilateral development 
banks, the Organization of Economic 
Cooperation and Development, the
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International Energy Agency, and the 
Asia-Pacific Economic Cooperation 
organization.

The final chapter of the Climate 
Action Report addresses future actions 
to address climate change. In this 
chapter, two important issues are raised: 
(1) the uncertainties in projecting the 
effectiveness of current actions to meet 
the U.S. domestic commitment to return 
greenhouse gas emissions to their 1990 
levels by the year 2000, and (2) the long­
term actions that must be taken to 
address global warming—as greenhouse 
gas emissions will continue to rise 
beyond the turn of the millenium.
Preparation of the Report

The U.S. Climate Action Report was 
prepared in a broad interagency process, 
incorporating—to the greatest extent 
possible—data from all relevant sectors 
and programs. Preliminary versions of 
the Report were circulated to 
nongovernmental organizations, 
including environmental and business 
groups, for their review and comment. 
Where possible, suggestions received 
were incorporated into this text.
Availability of the Report

Copies of the U.S. Climate Action 
Report may be purchased from the 
Superintendent of Documents, U.S. 
Government Printing Office (GPO), Post 
Office Box 37082, Washington, DC 
20013-7082; tel: (202) 512-1800. The 
publication number for the Report is 0 -  
16-045214—7. In addition, GPO will 
provide copies to federal depository 
libraries.

The text of the U.S. Climate Action 
Report will also be available 
electronically through:

• The Federal Bulletin Board Service 
(BBS) of the U.S. Government Printing 
Office which can be reached at (202) 
512—1387. The Report can be found in 
the Department of State (DOS) 
environment library under “global 
issues”.

• The Internet via gopher to 
summit.fiu.edu under Department of 
State (DOS) Reports.
Public Comment

The Framework Convention on 
Climate Change requires that Parties 
periodically prepare additional 
communications on their actions to 
address climate change. It is the U.S. 
intention to collect comments received 
on this first submission and on the basis 
of those comments—and additional 
actions being taken within the 
government—to prepare additional 
documents for submission.

For this reason, while the timing for 
subsequent submissions has not been

determined, written comments on the 
U.S. Climate Action Report are invited. 
Comments should be submitted to the 
Department of State no later than 
December 30,1994. Comments or 
questions should be directed to: Mr. 
Daniel A. Reifsnyder, Director, Offide of 
Global Change, Room 4329-A, 
Department of State, 2201 C Street, 
N.W., Washington, D.C. 20520-7818; 
telephone: (202) 647-4069; fax: (202) 
647-0191.

Dated: October 12,1994.
Ambassador Elinor Constable,
Assistant Secretary, Bureau o f O ceans and  
International Environmental and Scientific  
Affairs.
[FR Doc. 94-26628 Filed 10-26-94; 8:45 am] 
BILLING CODE 4710-09-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

Executive Committee of the Aviation 
Rulemaking Advisory Committee; 
Meeting

AGENCY: Federal Aviation 
Administration (FAA), DOT.
ACTION: Notice of meeting.

SUMMARY: The FAA is issuing this notice 
to advise the public of a meeting of the 
Executive Committee of the Federal 
Aviation Administration Aviation 
Rulemaking Advisory Committee.
DATES: The meeting will be held on 
November 15,1994, at 10 a.m. Arrange 
for oral presentations by November 4, 
1994.
ADDRESSES: The meeting will be held at 
the General Aviation Manufacturers 
Association, 1400 K Street, NW„ Suite 
801, Washington, DC, 10 a.m.
FOR FURTHER INFORMATION CONTACT:
Miss Jean Casciano, Federal Aviation 
Administration (ARM-25), 800 
Independence Avenue, SW.,
Washington, DC 20591, telephone (202) 
267-9683; fax (202) 267-5075. 
SUPPLEMENTARY INFORMATION: Pursuant 
to section 10(a)(2) of the Federal 
Advisory Committee Act (Pub. L. 92 - 
463; 5 U.S.C. App. II), notice is hereby 
given of a meeting of the Executive 
Committee to be held on November 15, 
1994, at the General Aviation 
Manufacturers Association, 1400 K „ 
Street, NW., Suite 801, Washington, DC, 
10 a.m. The agenda will include:

• An update on the FAA Regulatory 
Review.

• A status report on the revision of 
the ARAC procedures.

• A review of the September “all 
hands” meeting.

• A follow-up on open action items.
• Notable comments on specific 

issues.
• Other business.
Attendance is open to the interested 

public but will be limited to the space 
available. The public must make 
arrangements by November 4,1994, to 
present oral statements at the meeting. 
The public may present written 
statements to the executive committee at 
any time by providing 25 copies to the 
Executive Director, or by bringing the 
copies to him at the meeting. In 
addition, sign and oral interpretation 
can be made available at the meeting, as 
well as an assistive listening device, if 
requested 10 calendar days before the 
meeting. Arrangements may be made by 
contacting the person listed under the 
heading FOR FURTHER INFORMATION 
CONTACT.

Issued in Washington, DC, on October 21, 
1994.
Chris A. Christie,
Executive Director, Aviation Rulemaking 
Advisory Committee.
[FR Doc. 94-26609 Filed 10-26-94; 8:45 am] 
BILLING CODE 4910-13-M

Federal Highway Administration

Environmental Impact Statement; 
Smith County, TX
AGENCY: Federal Highway 
Administration (FHWA), DOT.
ACTION: Notice of intent.

SUMMARY: The FHWA is issuing this 
notice to advise the public that an 
environmental impact statement (EIS) 
will be prepared for a proposed new 
location highway project in Smith 
County, Texas.
FOR FURTHER INFORMATION CONTACT: John 
R. Mack, P.E., Acting District Engineer, 
Federal Highway Administration, Room 
826, Federal Building, 300 East 8th 
Street, Austin, Texas 78701. Rodolfo J. 
Rivera, P.E., Director of Transportation 
Planning and Development, Texas 
Department of Transportation, P.O. Box 
2031, Tyler, Texas 75710. 
SUPPLEMENTARY INFORMATION: The 
FHWA, in cooperation with the Texas 
Department of Transportation (TxDOT), 
will prepare an environmental impact 
statement (EIS) on a proposal to 
construct the southern section of Loop 
49, an approximately 40 mile 
circumferential controlled access 
highway around the urbanized area of 
Tyler in Smith County, Texas. The 
southern section of the proposed Loop 
49 extends from State Highway 155 to 
State Highway 110 in southern Smith 
County. The length of the project varies,
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depending on tfle selected alternative, 
from approximately 15.3 kilometers (9.5 
miles) to 18.5 kilometers (11.5 miles).
The proposed action is intended to 
provide access and increased mobility 
to the southern Tyler/Smith County 
area; to alleviate traffic congestion on 
existing roadways in urbanized Smith 
County; and to provide a safer, more 
convenient route for traffic travelling 
through the Tyler area.

Alternatives to the proposed action to 
be discussed in the EIS consist of (1) 
taking no action; and (2) improving 
existing roadways in the urbanized 
areas of Smith County. The build 
alternatives include three alternative 
alignments along new location rights-of- 
way connecting State Highway 155 to 
State Highway 110.

Impacts caused by the construction 
and operation of Loop 49 will vary 
according to the alternative alignments 
utilized. Generally, impacts would 
include the following: transportation 
impacts (construction detours, 
construction traffic, and mobility 
improvement), air and noise impacts 
from construction equipment and 
operation of the roadway, water impacts 
from construction area and roadway 
stormwater runoff, impacts to waters of 
the United States including wetlands 
from right-of-way encroachment, and 
impacts to residents and businesses 
based on potential relocations.

Letters describing the proposed action 
and soliciting comments will be sent to 
appropriate Federal, State, and local 
agencies, and to private organizations 
and citizens who have previously 
expressed interest in the proposal. A 
Major Investment Study has been 
completed in compliance with the 
Intermodal Surface Transportation 
Efficiency Act. In addition, several 
meetings have been held by the Loop 49, 
Steering Committee, comppsed of 
representatives of local governments, 
agencies, and interested organizations 
and citizens. A public meeting was held 
on October 13,1994, at Robert E. Lee 
High School in Tyler, Texas, at which 
public comments on the proposed 
action and alternatives were requested.
In addition, a public hearing will be 
held after publication of the Draft EIS. 
Public notice will be given of the time 
and place of the hearing. The Draft EIS 
will be available for public and agency 
review and comment'prior to the public 
hearing.

To ensure that the full range of issues 
related to this proposed action are 
addressed and all significant issues 
identified, comments and suggestions 
are invited from all interested parties. 
Comments or questions concerning this 
proposed action and the EIS should be

directed to the FHWA or TxDOT at the 
addresses provided above.
(Catalog of Federal Domestic Assistance 
Program Number 20.205, Highway Research, 
Planning and Construction. The regulations 
implementing Executive Order 12372 
regarding intergovernmental consultation on 
Federal programs and activities apply to this 
program).

Issued on: October 20,1994.
John R. Mack,
A cting District Engineer.
[FR Doc. 94-26618 Filed 10-26-94; 8:45 am] 
BILLING CODE 4910-22-M

National Highway Traffic Safety 
Administration
[Docket No. EA92-041; Notice 1]

General Motors Pickup Truck Defect 
Investigation; Public Proceeding 
Scheduled

AGENCY: National Highway Traffic 
Safety Administration (NHTSA), DOT. 
ACTION: Notice of initial decision and 
public meeting.

SUMMARY: NHTSA will hold a public 
meeting beginning at 10:00 a.m. on 
December 6,1994 regarding the initial 
decision by the Secretary of 
Transportation that certain pickup 
trucks and other vehicles manufactured 
by General Motors Corporation (GM) 
contain a defect that relates to motor 
vehicle safety.
FOR FURTHER INFORMATION CONTACT:
Ellen Berlin, Director, Office of Public 
and Consumer Affairs, National 
Highway Traffic Safety Administration, 
400 Seventh Street, SW, Washington,
DC 20590; (202) 366-9550. 
SUPPLEMENTARY INFORMATION: Pursuant 
to 49 U.S.C. 30118(a) (formerly section 
152(a) of the National Traffic and Motor 
Vehicle Safety Act of 1966, as amended, 
15 U.S.C. 1412(a)), Secretary of 
Transportation Federico Peña has made 
an initial decision that model year 
1973—1991 full-sized GM pickup trucks 
and cab-chassis equipped with fuel 
tanks mounted outboard of the frame 
rails contain a defect that relates to * 
motor vehicle safety.

The rationale for this initial decision 
is set forth in the Engineering Analysis 
(EA) Report for EA92-041. The entire 
report, as well as the complete record on 
which the initial decision is based, are 
available for inspection during working 
hours (9:30 a.m. to 4:00 p.m.) in 
NHTSA’s Technical Reference Library, 
Room 5108,400 Seventh Street, SW, 
Washington, DC 20590. That record 
consists of the public files for EA92-041 
and Defect Petition (DP) 92-016. The

Executive Summary of the EA Report is 
set out below.
Engineering Analysis R eport- 
Executive Summary

Thjs Engineering Analysis was 
opened on December 8,1992, as a result 
of granting a petition from the Center for 
Auto Safety (CAS) and Public Citizen to 
“initiate a defect investigation into and 
recall all Chevrolet/GMC full-sized 
pickups (C/K-series) with fuel tank(s)
* * * mounted outboard of frame 
rails.” The objective of the investigation 
was to determine whether certain model 
year 1970-1991 Chevrolet and CMC 
full-sized pickup trucks contain a defect 
that poses an unreasonable risk to 
safety, related to the danger of fires 
following crashes, with primary focus 
on side-impact crashes. In the 
investigation, the National Highway 
Traffic Safety Administration’s 
(NHTSA) Office of Defects Investigation 
(ODI) conducted analyses of real-world 
accident data and performed laboratory 
crash tests of the subject and peer 
vehicles. ODI also addressed questions 
related to the compliance of these trucks 
with Federal Motor Vehicle Safety 
Standard (FMVSS) No. 301, “Fuel 
System Integrity.” Additionally, ODI 
examined whether the fuel tanks and 
related components on the trucks were 
unduly affected by corrosion that could 
make them more likely to be involved 
in a fire.

On April 9,1993, ODI sent a recall 
request letter to General Motors 
Corporation (GM), recommending that 
GM conduct a safety recall on GM 
trucks with fuel tanks mounted outside 
the frame rails (subject vehicles). That 
letter was based on two principal 
factors:

1. Real-world accident data in the* 
Fatal Accident Reporting System 
(FARS) indicate that there is an 
increased risk of fatality caused by fire 
in side-impact crashes involving the 
subject vehicles compared to 1973-1987 
Ford full-sized pickup trucks. That -  
increased risk led to an estimate that, in 
1993, an additional 5-6 fatalities would 
occur in side-impact crashes involving 
the subject vehicles compared to what 
would occur if those trucks had the 
same side-impact fire performance as 
full-sized Ford pickups.

2. Laboratory crash tests corroborated 
the findings from the real-world 
accident data analysis. That is, in 
certain comparable side-impact crash 
tests, GM fuel tanks leaked and Ford 
tanks did not. Further, these tests used 
instrumented test dummies. Dummy 
measurements indicate that humans 
could have survived the crash forces at 
the impact speeds at which the subject



54026 Federal Register J  VoL 59, N a 207 J  Thursday, October 27, 1994 J  Notices

vehicles leaked. While these speeds are 
well in excess of the impact speed 
specified in FMVSS No. 301, the results 
indicate the increased fire risk in the 
GM trucks in crashes that are otherwise 
survivable.

GM provided an extensive amount of 
data and arguments in response to the 
recall request letter. ODI has completed 
an exhaustive review and analysis of the 
GM submissions and has conducted a 
variety of additional analyses associated 
with issues involved in this 
investigation. These include:

• An assessment of the effect of 
corrosion on fuel tank leakage ami fire 
performance in the subject vehicles;

• An analysis of nan-fatal bum 
injuries in side-impact crashes 
involving the subject vehicles;

• An in-depth review of all available 
police accident reports and other 
records of side-impact, fire-involved 
fatal crashes involving the subject 
vehicles to assess the crash conditions 
and severity of each;

• An update of the FARS analysis 
that led to the April 9 ,1993 recall 
request letter;

• An analysis of the reasonableness of 
GM’s decision to design the subject 
vehicle with side-mounted fuel-tanks, 
given what GM knew about the safety 
risks associated with that design and the 
availability of feasible alternative 
designs; and

• An analysis of the information 
about the risk of post-crash fuel leaks 
that became available to GM during the 
time the subject vehicles were being 
manufactured.
Principal Findings

• A review of GM submissions, as 
well as ODI testing, indicates that there 
are*no data on which to conclude that 
the GM trucks to which FMVSS No. 301 
applied, when new, did not comply 
with the standard.

• There are no data to indicate a 
relationship between fuel tank corrosion 
and increased fire risk in the subject 
vehicles, either in side impacts or in 
non-crash incidents.

• Apart from the basic decision to 
locate the fuel tanks of the subject 
vehicles outside of the frame rails, many 
of the specific features of the design of 
the fuel storage system and the 
surrounding area have increased the 
likelihood of post-crash fuel fires in the 
subject vehicles.

• Based on a review of 1979-1993 
accident data reflecting the performance 
of full-sized pickups in side-impact fatal 
crashes involving fire, occupants of the 
subject vehicles experienced 2.3 times 
as many fire-related fatalities (i.e., 
fatalities in crashes in which a fire

occurred) per million registered vehicle- 
years as occupants of Ford pickups and 
2.5 times as many as occupants of 
Dodge pickups. Where the FARS code , 
indicated that the most harmful event 
(MHE) of the crash was fire, the GM-to- 
Ford occupant fatality per million 
registered vehicle-years ratio is 3.4 to 1, 
and the GM-to-Dodge ratio is 6.1 to 1.

• Real-world accidents data do not 
support GM’s contention that GM and 
Ford pickup trucks have comparable 
side-impact fire performance and that 
differences in driver demographics and 
driver behavior explain the difference in 
the rates of fire-related and MHE-fire 
fatalities in aide-impact crashes for the 
GM and Ford pickups. This is 
demonstrated by the tremendous 
reduction in die rate of MHE-fire side- 
impact fatalities that occurred after GM 
moved the fuel tanks for these pickups 
inside the frame rails in model year 
1988.

• Contrary to GM-s contentions, the 
MHE coding in FARS is a reliable 
indicator of the number of fatalities 
actually caused by fire.

• FARS data indicate that, if past 
trends continue, there would be 
approximately five additional fatalities 
due to fire in side-impact crashes in 
1994 compared to what would occur if 
the sub ject vehicles had the same side- 
impact fire performance as Ford full- 
sized pickups.

• Reports of non-fatal bum injuries 
indicate that, if past trends continue, 
there would be three to four additional 
non-fatal burn injuries in 1994 in side- 
impact crashes involving the subject 
vehicles compared to the Ford pickups.

• laboratory crash data indicate that, 
at certain impact speeds and 
configurations, the subject vehicles will 
leak fuel in side impacts, w'hile 
comparable Ford pickups will not.

• While the crash severities in fatal 
side-impact, fire-involved crashes 
involving the subject vehicles are far in 
excess of the severity specified in 
FMVSS No, 301, they are generally less 
than the severities that result in fires in 
fatal side-impact crashes involving the 
Ford pickups.

• GM was aware at the time it 
designed the subject vehicles in the 
early 1970s that side-mounted fuel tank 
design presented an increased risk of 
post-crash fuel fed fires in side impacts, 
compared to the risk associated with 
other feasible alternative designs. 
Moreover, GM obtained additional 
information demonstrating the 
increased risk associated with the side- 
mounted tanks during the 15-year 
period the subject vehicles were in 
production.

Principal Conclusions ■#.

• The increased risk of death and 
injury from fire in side-impact crashes 
involving the subject vehicles is a result 
of the design of their fuel storage 
system, primarily the location of the 
fuel tanks outside of the frame tails, 
supplemented by other features of the 
design.

• Given the state of the art at the time 
and GM’s awareness of the likely 
consequences, it was unreasonable for 
GM to design the subject vehicles with 
fuel tanks outside the frame rails.

• The increased safety risk due to 
post-crash fires in the subject vehicles is 
unreasonable.

Therefore, on the basis of the entire 
investigative record, I have initially 
decided, pursuant to 49 U.S.C. 30118(a) 
(formerly section 152(a) of the National 
Traffic and Motor Vehicle Safety Act), 
that the subject vehicles contain a defect 
that relates to motor vehicle safety.
[End of Executive Summary)

Pursuant to 49 CFR 554.10, a public 
meeting will be held beginning at 10:00
a.m., on Tuesday, December 6,1994 in 
Room 2230, Department of 
Transportation Building, 400 Seventh 
Street, SW, Washington, DG, at which 
time GM and all other interested 
persons will be afforded an opportunity 
to present information, views, and 
arguments on the issue o f whether the 
vehicles covered by this initial decision 
contain a safety-related defect. NHTSA’s 
Deputy Administrator, Christopher A. 
Hart, will preside at that public meeting.

Interested persons are invited to 
participate in this proceeding through 
written and/or oral presentations. 
Persons wishing to make oral 
presentations are requested to notify Ms. 
Judy Taylor, Office of Defects 
Investigation, National Highway Traffic 
Safety Administration, Room 5326,400 
Seventh Street, SW, Washington, DC 
20590 (202) 366-2850, before the close 
of business on November 28,1994. Such 
persons should indicate die 
approximate amount of time their 
presentation is expected to take and 
whether they will need any audio-visual 
equipment. Written comments may be 
submitted to the same address and must 
be received not later than die beginning 
of the meeting on December 6,1994.

Authority: 49 U.S.C. 30118(a).
Issued on: October 21,1994.

Federico Pena,
Secretary o f  Transportation.
(FR Doc. 94-26650 Filed 10-26-94; 8:45 am} 
BILL!NG CODE 4910-5»-*!
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DEPARTMENT OF THE TREASURY

Internal Revenue Service 
[Delegation Order No. 205 (Rev. 7}]

Delegation of Authority

AGENCY: Internal Revenue Service {1RS), 
Treasury.
SUMMARY: Authority to approve the 
interception of verbal wire and non-wire 
communications in Criminal 
Investigation.
EFFECTIVE DATE: September 23,1994.
FOR FURTHER INFORMATION CONTACT: Pat 
Allen, CP:C3:R, Room 7030,1111 
Constitution Ave., NW, Washington, DC 
20224, téléphoné 202-622—5688 (not a 
toll-free call).

Pursuant to the Authority vested in 
the Commissioner of Internal Revenue 
by Department of the Treasury Order 
150-10 and in accordance with a 
Memorandum from the Attorney 
General to the Heads and Inspectors 
General of Executive Department and 
Agencies (dated November 7,1983), the 
authority to approve the interception of 
verbal wire and non-wire 
communications with the consent of at 
least one party to the communication is 
hereby delegated as follows:

1. The Deputy Chief Inspector; the 
Assistant Chief Inspector (Internal 
Security); and the Director and Deputy 
Director, National Operations Division 
(Criminal Investigation) are authorized 
to approve the interception of non­
telephone conversations in all criminal 
investigations conducted by the Internal 
Revenue Service pursuant to the 
requirements set out in the Attorney 
General’s November 7,1983, 
memorandum.

2. Regional Inspectors may approve 
interception of non-telephone 
conversations when exigent 
circumstances preclude obtaining prior 
written approval from an otherwise 
designated official.

3. The Director, Office of 
Investigations (Internal Security); 
Assistant Regional Inspectors (Internal 
Security); Division Chiefs, Criminal 
Investigation; and the Director and 
Deputy Director, National Operations 
Division (Criminal Investigation) are 
authorized to approve the interception 
of telephone conversations in all 
criminal investigations conducted by 
the Internal Revenue Service.

4. Criminal Investigators (G5-1811 
series) of the Internal Security or 
Criminal Investigation functions, or 
persons acting under the direction of 
Criminal Investigators, are authorized to 
use monitoring equipment to intercept 
verbal wire and non-wire

communications when approved by 
delegated officials in this Delegation 
Order.

5. This authority may not be 
re delegated.

6. Delegation Order No. 205 (Rev, 6), 
effective January 19,1994, is 
superseded.

Dated: October 13,1994.
James McGovern,
A cting C hief C om pliance Officer.
[FR Doc. 94-26570 Filed 10-26-94; 8:45 ami 
BILLING CODE 4830-01-U

UNITED STATES INFORMATION 
AGENCY

Freedom Support Act—NIS Secondary 
School Initiative for School Linkages
ACTION: Notice—Request for proposals.

SUMMARY: The Office of Citizen 
Exchanges, Division of the NIS 
Secondary School Initiative, of the 
United States Information Agency’s 
Bureau of Educational and Cultural 
Affairs announces an open competition 
for an assistance award to conduct 
exchanges through the multiple 
secondary school linkage program with 
select countries of the NIS. The 
countries are Russia, Belarus, Ukraine, 
Kazakhstan, and Uzbekistan. Public or 
private non-profit organizations meeting 
the provisions described in IRS 
regulation 501(c)(3) may apply either to 
enhance/expand existing linkages or to 
develop new school linkage programs. 
Both models are described in the 
guidelines section of this solicitation. 
A pplicants m ay subm it a  proposal fo r  
only on e o f  th e two m odels. All 
submissions must contain an Educator 
(teacher and/or administrator) exchange 
component AND a Student exchange 
component Approximately one third of 
the grants awarded will be to promote 
the development of new linkages. 
Organizations asking for US1A funding 
for previously established linkages must 
demonstrate the value of the linkages to 
the NIS Secondary School Initiative 
program as well as show evidence that 
the linkage is designed to outlast USIA 
funding.

Overall funding and grant making 
authority for this program is contained 
in the Freedom Support Act (Pub. L. 
102-391). These exchanges represent 
part of the activities for die NIS 
Secondary School Initiative and are 
subject to the availability of funding for 
the Fiscal Year 1995 program. Proposals 
for programs and projects must conform 
with Agency requirements and 
guidelines outlined in the Solicitation 
Package.

ANNOUNCEMENT NAME AND NUMBER: All 
communications with USIA concerning 
this announcement should refer to the 
above tide and referent» number B/P— 
95-25. This is a  request fo r  proposals 
fo r  reciprocal exchanges based  on 
m ultiple school linkages. Requests for 
proposals in support of other programs 
under the aegis of the NIS Secondary 
School Initiative are published 
separately-
DATES: D eadline fo r  proposals: All 
copies must be received at the U.S. 
Information Agency by 5 p.m. 
Washington, D.C. time on Wednesday, 
December 21,1994. Faxed documents 
will not be accepted, nor will 
documents postmarked on Wednesday, 
December 21,1994 but received at a 
later date. It is the responsibility of each 
applicant to ensure that proposals are 
received by the above deadline. Subject 
to the availability of funding, grants will 
be awarded April 1,1995 for exchanges 
to begin after August 1,1995.
FOR FURTHER INFORMATION CONTACT: NIS 
Secondary School Division, E/PY, Room 
314, U.S. Informadon Agency, 301 4th 
Street, S.W., Washington, D.C. 20547, 
telephone: (202) 619-6299; Fax: (202) 
619-5311; e-mail irome@usia.gov to 
request a Solicitation Package, which 
includes more detailed award criteria, 
all application forms, and guidelines for 
preparing proposals, including specific 
criteria for preparation of the proposal 
budget For specific questions or 
concerns regarding the solicitation, 
contact USIA Program Officer Diana 
Aronson. Interested applicants should 
read the complete Federal Register 
announcement before addressing 
inquiries to the USIA or submitting their 
proposals. Once the RFP deadline has 
passed, representatives of the USIA and 
the Division of NIS Secondary School 
Initiative may not discuss this 
competition in any way with applicants 
until after the Bureau proposal review 
process has been completed.
ADDRESSES: Applicants must follow all 
instructions given in the Solicitation 
Package and send only complete 
applications to: U.S. Information 
Agency Ref.: E/P-95-25, Office of 
Grants Management, E/XE, Room 336, 
301 4th Street, S.W., Washington, D.C. 
20547.
SUPPLEMENTARY INFORMATION: Pursuant 
to the Bureau’s authorizing legislation, 
programs must maintain a non-political 
character and should be balanced and 
representative of the diversity of 
American political, social, and cultural 
life. “Diversity”should be interpreted in 
the broadest sense and encompass 
differences including but not limited to 
race, gender, ethnicity, religion,
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geographic location, socio-economic 
status, and physical challenges. 
Applicants are stongly encouraged to 
adhere to the advancement of this 
principle.

Overview: The purpose of this 
program is to link a network of U.S. 
secondary schools with a network of 
schools in one or more NIS countries to 
serve as the basis for exchanges of 
Educators and Students during the 
academic year. The USLA’s main 
objective is to foster interaction between 
American and foreign participants. 
Proposals should demonstrate how 
participants will interact in a way 
which encourages the exchange of ideas 
and promotes mutual understanding in 
both the short- and long-term. The 
linkages between networks of secondary 
schools in the U.S. with networks of 
schools in the NIS must occur through 
at least three main program 
components: (1) the Exchange of 
secondary school educators between the 
U.S. and participating NIS countries; (2) 
the exchange of secondary school 
students, and 14 to 17 years of age, 
between the U.S. and participating NIS 
countries; and, (3) the establishment of 
institution-building ties between the 
schools in the networks.

G uidelines: This solicitation is for two 
separate models of multiple secondary 
school linkages between networks of 
schools. Applicants must submit a 
proposal for only one of the two models. 
The proposal should state clearly which 
model is being used. In both models, 
each network, one in the U.S. and one 
in the NIS, should consist of a minimum 
of three schools.

M odel A is designed to enhance and 
expand existing linkages between a 
network of U.S. secondary schools and 
a network of secondary schools in one 
or more of the countries listed above. 
USLA funding may not be used to 
supplant existing private sector funding. 
Applicants must indicate how activitiés 
have been funded in the past and how 
the activities will be expanded with 
assistance from USIA. The U.S. 
recipient of the grant is responsible for 
recruiting/selecting/organizing a 
minimum of three U.S. secondary 
schools to form the U.S. network, 
strengthening an existing working 
relationship with an organization or 
agency of government in the NIS 
responsible for a network of schools 
there, and linking the two networks 
through three main components of the 
program: Educator exchange, Student 
exchange, and Institution-building 
links.

M odel B is designed to encourage the 
development of new links whereby the 
U.S. network that does not have existing

links to secondary schools in the NIS 
will be matched with an NIS network 
chosen by USIA. Proposals must rank- 
order participating NIS countries where 
the applicant would like to establish 
linkages. The U.S. recipient of the grant 
is responsible for recruiting/selecting/ 
organizing a network composed of a 
minimum of three U.S. secondary 
schools, agreeing to form partnership 
with a NIS network selected by USIA, 
and linking the two networks through 
three main components of the program: 
Educator exchange, Student exchange, 
and Institution-building links.

In some special cases, applicants who 
are involved in existing linkage activity 
may request that USIA select new 
schools and networks in the NIS for a 
proposed expanded linkage. In this case, 
the applicant should rank-order the 
preferred countries to be considered for 
linkage. Depending on availability of 
suitable matches, USIA will select the 
NIS network or school and inform 
applicant of the match.

For both Model A and Model B, the 
U.S. recipient of the grant will: Design 
the overall plan which integrates the 
three components of the linkage, 
manage all travel arrangements, 
logistics, passports, visas, etc., provide 
competent and informed escorts for 
student groups, and distribute and 
account for grant funds.

Proposals must address other 
essential operations of the program 
including die incorporation of a feasible 
plan to establish communication 
(through computer linkages and other 
forms of correspondence) and the 
formation of a solid working 
relationship between the partner 
schools before the student groups arrive 
in the host country.

Recipients of the assistance award are 
responsible for ensuring the selection of 
exchange participants who are suitable 
for the program. Participants (both 
Educators and Students) from the U.S. 
and the NIS countries should represent 
a broad array of backgrounds to give 
greater understanding to the culture and 
society as a whole. Selection of 
individual participants from the U.S. 
and the NIS in the exchange 
components of the program must be 
merit based; the proposal should 
describe the mechanisms used for 
participant selection.

Partnerships should have an existence 
beyond the scope of this initiative; that 
is, there should be an inherent reason 
for their linkage apart from the 
availability of grant funds. Competitive 
proposals demonstrate this linkage and 
the types of activities (follow-on) that 
will continue after the grant has 
expired.

Applicants should be familiar with 
the “General Provisions” of J - l  visa 
regulations. The Agency will process 
the LAP-66 forms for travel to the U.S. 
Applicant must arrange for basic health 
and accident insurance coverage of 
exchange participants while they are on 
exchange.

Please refer to the Program Objectives, 
Goals, and Implementation section of 
the Solicitation Package for greater 
detail regarding the design of the 
component parts as well as other 
program information.

Proposed budget: Applicants must 
submit a comprehensive budget for the 
entire program. There must be a 
summary budget as well as a break­
down reflecting both the administrative 
budget and the program budget. All 
program costs should clearly indicate 
whether they cover U.S. or NIS 
participants.

Grants awarded to eligible 
organizations with less than four years 
of experience in conducting 
international exchange programs will be 
limited to $60,000.

Please refer to the POGI and Proposal 
Submission Instructions sections of the 
Solicitation Package for complete 
budget guidelines and format 
instructions.
Review Process

USIA will acknowledge receipt of all 
proposals and will review them for 
technical eligibility. Proposals will be 
deemed ineligible if they do not fully 
adhere to the guidelines stated herein 
and in the Solicitation Package. Eligible 
proposals will be forwarded to panels of 
USIA officers for advisory review. All 
eligible proposals also will be reviewed 
by the Agency contracts office, as well 
as the pertinent USIA area office and the 
USIA post overseas, where appropriate. 
Proposals may be reviewed by the Office 
of the General Counsel or by other 
Agency elements. Funding decisions are 
at the discretion of the USIA Associate 
Director for Educational and Cultural 
Affairs. Final technical authority for 
grant awards resides with the USIA 
grants officer.
Review Criteria

Technically eligible applications will 
be competitively reviewed according to 
the criteria stated below. These criteria 
are not rank ordered and all carry equal 
weight in the proposal evaluation:

1. Quality o f the program id ea: 
Proposals should exhibit originality, 
substance (particularly in academic/ 
educational aspects), precision, and 
relevance to Agency mission.

2. Program planning: Detailed agenda 
and relevant work plan should
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demonstrate substantive undertakings 
and logistical capacity. Agenda and plan 
should adhere to the program overview 
and guidelines described above.

3. Ability to achieve program  
objectives: Objectives should be 
reasonable, feasible, and flexible. 
Proposals should clearly demonstrate 
how the institution will meet the 
program’s objectives and plan.

4. M ultiplier effect/im pact: Proposed 
programs should strengthen long-term 
mutual understanding, including 
maximum sharing of information and 
establishment of long-term individual 
and institutional linkages.

5. Support o f diversity: Proposals 
should demonstrate the recipient’s 
commitment to promoting the 
awareness and understanding of 
diversity.

6. Institutional capacity: Proposed 
personnel and institutional resources 
should be adequate and appropriate to 
achieve the program or project’s goals.

7. Institution ’s record/ability:
Proposals should demonstrate an 
institutional record of successful 
exchange programs, including 
responsible fiscal management and full 
compliance with all reporting 
requirements for past Agency grants as 
determined by USLA’s Office of 
Contracts. The Agency will consider the 
past performance of prior recipients and 
the demonstrated potential of new 
applicants.

8. Follow-on activities: Proposals 
should provide a plan for continued

follow-on activity (without USIA 
support) which ensures that USIA 
supported programs are not isolated 
events. Proposal should demonstrate 
how activity will contribute to 
institution-building in the NIS.

9. Project evaluation: Proposals 
should include a plan to evaluate the 
program, both as the activities unfold 
and at the end. USIA recommends that 
the proposal include a draft survey 
questionnaire or other technique plus 
description of a methodology for use in 
linking outcomes to original project 
objectives. Award-receiving 
organizations/institutions will be 
expected to submit intermediate reports 
after each project component is 
concluded or quarterly, whichever is 
less frequent.

10. C ost-effectiveness: The overhead 
and administrative components of the 
proposal, including salaries and 
honoraria, should be kept as low as 
possible. All other items should be 
necessary and appropriate.

11. Cost-sharing: Proposals should 
maximize cost-sharing through other 
private sector support as well as 
institutional direct funding 
contributions.

12. Value to U .S.-partner country ■ 
relations: Proposed projects will be 
reviewed by USIA’s geographic area 
desk officer and overseas officers to 
assess the relevance to program need, 
potential impact, and significance in the 
partner country(ies).

13. Selection process: Proposals 
should provide a specific plan to ensure 
a selection based on merit and should 
include detailed criteria for selection of 
U.S. and NIS teacher and administrator 
as well as U.S. and NIS student 
participants.
Notice

The terms and conditions published 
in this RFP are binding and may not be' 
modified by any USIA representative. 
Explanatory information provided by 
the Agency that contradicts published 
language will not be binding. Issuance 
of the RFP does not constitute an award 
commitment on the part of the 
Government. The needs of the program 
may require the award to be reduced, 
revised, or increased. Final awards 
cannot be made until funds have been 
appropriated by Congress, allocated and 
committed through internal USIA 
procedures.
Notification

All applicants will be notified of the 
results of the review process on or about 
February 15,1995. Awards made will be 
subject to periodic reporting and 
evaluation requirements.

Dated: October 19,1994.
John P. Loiello,
Associate Director, Educational and Cultural 
Affairs.
[FR Doc.,.94-26456 Filed 10-26-94; 8:45 am] 
BILLING CODE 8230-01-W
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Sunshine Act Meetings Federal Register 

VoL 59, No, 207 

Thursday, October 27, 1994

This section of the FEDERAL REGISTER 
contains notices of meetings published under 
the “Government in the Sunshine Act” (Pub. 
L. 94-409) 5 U.S.C. 552b(e}(3).

FARM CREDIT ADMINISTRATION

Farm Credit Administration Board; 
Amendment to Sunshine Act Meeting
SUMMARY: Pursuant to the Government 
in the Sunshine Act (5 U.S.C. 
552b(e)(3)J, the Farm Credit 
Administration gave notice on October 
12,1994 (59 FR 51668) of the regular 
meeting of the Farm Credit 
Administration Board (Board) 
scheduled for October 13,1994. This 
notice is to amend the agenda by 
removing an item from the closed 
session of that meeting.
FOR FURTHER INFORMATION CONTACT: 
Curtis M. Anderson, Secretary to the 
Farm Credit Administration Board,
(703) 883—4003, TDD (703) 883-4444. 
ADDRESS: Farm Credit Administration, 
1501 Farm Credit Drive, McLean, 
Virginia 22102-5090.
SUPPLEMENTARY INFORMATION: Parts of 
this meeting of the Board were open to 
the public (limited space available), and 
parts of this meeting were closed to the 
public. The closed session of the agenda 
for October 13,1994, is amended as 
follows:
Closed Session*

A. New Business 
2. Other

a. Proposed FY 1996 Budget 
Dated; October 21,1994.

Floyd Fithian,
Acting Secretary, Farm Credit A dm inistration  
Board.

* Session closed—Exempt pursuant to 5 
U.S.C. 552b(c)(9).

[FR Doc. 94-26738 Filed 10-25-94; 11:47 
am]
BILLING CODE 6705-01-P

FEDERAL ELECTION COMMISSION 
"FEDERAL REGISTER" NUMBER: 94-26206. 
PREVIOUSLY ANNOUNCED DATE AND TIME: 
Thursday, October 27,1994, at 10:00
a.m., meeting open to the public.
THE FOLLOWING ITEM WAS ADDED TO THE 
AGENDA: Advisory Opinion 1994-30: 
Edward D. Feigenbaum on behalf of 
Conservation Concepts, Inc. (continued 
from meeting of October 20,1994).

DATE AND TIME: Tuesday, November 1, 
1994 at 10:00 a.m.
PLACE: 999 E Street, N.W., Washington,
D.C.
STATUS: T h is  m eeting w ill be closed to  
the  p u b lic .

ITEMS TO BE DISCUSSED:

Compliance matters pursuant to 2 U.S.C. 
§437g.

Audits conducted pursuant to 2 U.S.C.
§ 437g, § 438(h), and Title 26, U.S.C.

Matters concerning participation in civil 
actions or proceedings and arbitration.

Internal personnel rules and procedures or 
matters affecting a particular employee.
DATE AND TIME: Thursday, November 3, 
1994 at 10:00 a.m.
PLACE: 999 E Street, N.W., Washington, 
D.C. (Ninth Floor).
STATUS: 11118 m eeting w ill be open to  the  
p u b lic .

ITEMS TO BE DISCUSSED:
Correction and Approval of Minutes.
Final Approval of the National Voter 

Registration Form.
Regulation:
MCFL Rulemaking: Summary of Comments 

and Draff Final Rules:
Candidate Debates (11 CFR 110.13,114.4(f)) 
Candidate Appearances on Educational 

Institution Premises (11 CFR 114.4(c)(7)J 
Voting Records (11 CFR 114.4(c)(4))
Voter Guides (11 CFR 114.14(c)(5))
Voter Drives (11 CFR 114.4(d) and 

114.3(c)(4))
Voter Communications (11 CFR 114.4(c)(2),

0»
Administrative Matters.

PERSON TO CONTACT FOR INFORMATION: 
Ron Harris, Press Officer, Telephone: 
(202) 219-4155.
Delores Hardy,
A dm inistrative A ssistant.
[FR Doc. 94-26788 Filed 10-25-94; 3:09 pm] 
BILUNG CODE 6715-01-M

SECURITIES AND EXCHANGE COMMISSION
Notice is hereby given, pursuant to 

the provisions of the Government in the 
Sunshine Act, Pub. L. 94-409, that the 
Securities and Exchange Commission 
will hold the following meetings during 
the week of October 31,1994.

An open meeting will be held on 
Tuesday, November 1,1994, at 10:00
a.m., in Room 1C30. A closed meeting 
will be held on Wednesday, November
2,1994, at 10:00 a.m.

Commissioners, Counsel of the 
Commissioners, the Secretary to the

Commission, and recording Secretaries 
will attend the closed meeting. Certain 
staff members who have an interest in 
the matters may also be present.

The General Counsel of the 
Commission, or his designee, has 
certified that, in his opinion, one or 
more of the exemptions set forth in 5 
U.S.C. 552b(c) (4), (8), (9)(A) and (10) 
and 17 CFR 200.402(a) (4), (8>, (9)(i) and 
(10), permit consideration of the 
scheduled matters at a closed meeting.

Commissioner Roberts, as duty 
officer, voted to consider the items 
listed for the closed meeting in a closed 
session.

The subject matter of the open 
meeting scheduled for  Tuesday, 
November 1,1994, at 10:00 ami., will 
be:

1. Consideration of whether to adopt Rule 
3 a l2 - l l  under the Securities Exchange Act 
of 1934 ("Exchange Act") exempting debt 
securities listed on a national securities 
exchange from the restrictions on borrowing 
of Section 8(a) and most of the proxy, 
shareholder communications, and 
information statement rules of Sections 14(a), 
14(b), and 14(c) of the Exchange Act. In 
addition, consideration of whether to adopt 
amendments providing for the automatic 
effectiveness of Form 8-A registration 
statements for listed debt securities and the 
elimination of the filing fee associated with 
Form 8-A registration statements for listed 
debt. For further information, please contact 
Beth Stekler at (202) 942-0190; with regard 
to issues relating to the proxy jules or Form 
8-A, contact Joseph P. Babits at (202) 942- 
2910.

2. Consideration of whether to propose 
amendments that would: (1) Expand the 
categories of legal proceedings involving 
directors, executive officers, controlling 
persons, significant shareholders and 
specified others, required to be discussed in 
various filed documents; (2) extend the 
reporting period for such disclosure from the 
current five years to 10 years; (3) conform 
provisions of forms and schedules that 
currently require disclosure of legal 
proceedings; and (4) add legal proceedings 
disclosure provisions to registration 
statement forms used by registered 
investment companies. For further 
information, please contact Jim Budge at 
(202) 942-2846.

3. Consideration of whether to issue a 
concept release requesting comments on 
modernization of the regulation of public- 
utility holding companies. The concept 
release relates to the Commission’s thorough 
réévaluation of the Public Utility Holding 
Company Act of 1935 as a result of 
developments in recent years. For further 
information, please contact Joanne C. 
Rutkowski at (202) 942-0545.
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The subject matter of the closed 
meeting scheduled for Wednesday, 
November 2,1994, at 10:00 a.m., will 
be:

In s titu t io n  o f  a d m in is t r a t iv e  p ro c e e d in g s  o f  
an e n fo rc e m e n t n a tu re .

In s titu t io n  o f  in ju n c t iv e  a c t io n s .
S e ttle m e n t o f  a d m in is t r a t iv e  p ro c e e d in g s  

of an e n fo rc e m e n t n a tu re .
S e ttle m e n t o f  in ju n c t iv e  a c t io n .
O p in io n s .

At times, changes in Commission 
priorities require alterations in the 
scheduling of meeting items. For further 
information and to ascertain what, if 
any, matters have been added, deleted 
or postponed, please contact: The Office 
of the Secretary (202) 942-7070.

Dated: October 24,1994.
Jonathan G. Katz,
Secretary.
[FR Doc. 94-26696 Filed 10-24-94; 4:25 pm] 
BILUNG CODE 8010-01-M
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Corrections Federal Register 
Vol. 59* Now 207 

Thursday, October 27, 1994

This section of the FEDERAL REGISTER 
contains editorial corrections of previously 
published Presidential, Rule, Proposed Rule, 
and Notice documents. These corrections are 
prepared by the Office of the Federal 
Register. Agency prepared corrections are 
issued as signed documents and appear in 
the appropriate document categories 
elsewhere in the issue.

DEPARTMENT OF ENERGY

Federai Energy Regulatory 
Commission

[Docket No. ER94-1673-000, et al.]

PECO Energy Company, et al.; Electric 
Rate and Corporate Regulation Filings

Correction

In notice document 94-24964 
beginning on page 51425 in the issue of 
Tuesday, October 11,1994 make the 
following correction:

On page 51426, in the first column, 
under entry 5., the Docket No. should 
read “[Docket No. ER94-1677-000]”.
BILLING CODE 1505-01-D

DEPARTMENT OF ENERGY

Federal Energy Regulatory 
Commission

[Docket No. RP94-420-000]

Proposed Changes in FERC Gas Tariff; 
Boundary Gas, Inc.

Correction

In notice document 94-24969 
appearing on page 51431 in the issue of 
Tuesday, October 11,1994 the Docket 
No. was omitted and should read as set 
forth above.
BILLING CODE 1506-01-D

SECURITIES AND EXCHANGE 
COMMISSION

[Release No. 34-34729; File No. SR-NSCC- 
94-16]

Self Regulatory Organizations; 
National Securities Clearing 
Corporation; Notice of Filing of 
Proposed Rule Change Modifying 
Comparison Procedures tor Corporate 
Bond and Unit Investment Trust 
Transactions and Modifying the Fee 
Structure for Correction Fees
Correction

In notice document 94-24517 
beginning on page 50634 in the issue of 
Tuesday, October 4,1994 make the 
following correction:

On page 50636, in the first column, 
above the FR Doc. fine, the signature 
was omitted and should read as set forth 
below.
Margaret H. McFarland,
Deputy Secretary.
BILLING CODE 1505-01-D
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 600
[Docket No. 85N-0506]

RIN 0905-AB53

Adverse Experience Reporting 
Requirements for Licensed Biological 
Products

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Final rule.

SUMMARY: The Food and Drug 
Administration (FDA) is amending the 
regulations to require manufacturers of 
licensed biological products (hereinafter 
referred to as licensed manufacturers) to 
report to FDA within 15 working days 
all adverse experiences associated with 
the use of a biological product that are 
both serious and unexpected; any 
significant increase in the frequency of 
a serious, but expected adverse 
experience; periodically, all other 
adverse experiences; and product 
distribution and disposition data. FDA 
is taking this action to provide a 
mechanism under which licensed 
manufacturers would inform the agency , 
on a timely basis, of any unanticipated 
safety problems with marketed 
biological products.
EFFECTIVE DATE: This regulation is 
effective December 27,1994.
ADDRESSES: Copies of Form FDA-3500A 
may be obtained from the Center for 
Biologies Evaluation and Research 
(HFM-210), Food and Drug 
Administration, 1401 Rockville Pike, 
suite 200N, Rockville, MD 20852-1448. 
Additional copies of the form may be 
obtained from the Consolidated Forms 
and Publications Distribution Center, 
3222 Hubbard Rd., Landover, MD 
20785. Copies of the VAERS form may 
be obtained from the Vaccine Adverse 
Event Reporting System (VAERS) by 
calling 1-800-822-7967.

All reports required by this regulation 
pertaining to nonvaccine biological 
products should be sent to the Center 
for Biologies Evaluation and Research 
(address above). All reports required by 
this regulation pertaining to vaccines 
should be sent to VAERS, P.O. Box 
1100, Rockville, MD 20849-1100.
FOR FURTHER INFORMATION CONTACT:
Paula S. McKeever, Center for Biologies 
Evaluation and Research (HFM-635), 
Food and Drug Administration, 1401 
Rockville Pike, Rockville, MD 20852- 
1448,301-594-3074.
SUPPLEMENTARY INFORMATION:

I. Introduction
In the Federal Register of April 24, 

1979 (44 FR 24233), FDA made 
available for public comment a draft 
proposed regulation that would require 
the maintenance of records and 
submission of reports of adverse 
experiences involving licensed 
biological products. After evaluating the 
comments received and analyzing other 
information, FDA issued a proposed 
regulation (hereinafter referred to as. the 
1990 proposal) and notice of availability 
of a draft guideline in the Federal 
Register of March 29,1990 (55 FR 11611 
and 11655, respectively). The 1990 
proposal was to require all 
manufacturers of licensed biological 
products to submit the following reports 
to FDA: (1) Alert reports within 15 
working days of receipt of adverse 
experiences associated with the use of a 
licensed biological product that are both 
“serious and Unexpected,” and of any 
“significant increase in frequency” of an 
adverse experience that is both “serious 
and unexpected;” and (2) periodic 
reports of all adverse experiences, 
including both serious and nonserious 
adverse experiences, that are not 
included in a 15-day Alert report. The 
statutory authority for promulgating 
these regulations was described in detail 
in the preamble to the 1990 proposal (55 
FR 11611 at 11613). The agency 
provided 60 days for interested persons 
to submit written comments on the 1990 
proposal.

Prior to promulgation of this final 
rule, only adverse experiences 
associated with certain childhood 
vaccines (see 53 FR 10565, April 1,
1988) and fatalities resulting from blood 
collection or transfusion (§ 606.170 (21 
CFR 606.170)) were required to be 
reported to FDA for biological products. 
Although many manufacturers of other 
types of biological products voluntarily 
submit adverse experience reports to 
FDA, there has not necessarily been 
consistent or complete reporting from 
all licensed manufacturers.

In the Federal Register of June 3,1993 
(58 FR 31596), FDA issued a notice 
announcing the availability of a new 
form for reporting adverse events and 
product problems with human drug 
products, biologic products, medical 
devices, special nutritional products, 
and other products regulated by FDA. 
One version of the form (FDA Form 
3500) was made available for use by 
health professionals for voluntary 
reporting; the other version of the form 
(FDA Form 3500A) was made available 
for use by user facilities, distributors, 
and manufacturers for reporting that is 
required by statute or by FDA

regulation. The new form is part of an 
FDA MEDWATCH program which is 
intended to consolidate and simplify 
reporting of adverse events and product 
problems for all FDA-regulated 
products.

Many of the comments received in 
response to the 1990 proposal, while 
having merit, if implemented would 
require changes to the regulations 
^governing the reporting of adverse 
experiences for biologic products which 
would cause these requirements to 
diverge significantly from the 
requirements and reporting program for 
drugs as provided in §§ 310.305 and 
314.80 (21 CFR 310.305 and 314.80)). 
Such a divergence would be contrary to 
the MEDWATCH program which is 
intended, in part, to enhance 
consistency in the reporting and 
collection of information on adverse 
experiences related to FDA-regulated 
products. Rather than making such 
significant changes in this final rule, 
FDA is issuing a notice of proposed 
rulemaking elsewhere in this issue of 
the Federal Register which would 
appropriately amend the requirements 
in §§310.305, 312.32 (21 CFR 312.32), 
and 314.80 for reporting of adverse 
experiences related to human drugs and 
the requirements in this final rule 
(§§ 600.80 and 600.81) for reporting 
adverse experiences related to biological 
products. Later in this preamble, in 
response to a number of public 
comments which request significant 
changes to the regulations, FDA refers to 
the proposed rule which provides a 
more substantial discussion of the 
issues involved.

Elsewhere in this issue of the Federal 
Register, FDA is also announcing the 
availability of a guideline entitled “The 
Guideline for Adverse Experience 
Reporting for Licensed Biological 
Products” (referred to as “guideline” in 
this final rule). The guideline discusses 
in detail the reports required by this 
rule, and provides guidance concerning 
some appropriate means of meeting the . 
reporting requirements.
II. Highlights of the Final Rule

This final rule establishes procedures 
under §§ 600.80 and 600.81 for licensed 
manufacturers to inform FDA about 
adverse experiences that are associated 
with the use of a licensed biological 
product and about biological product 
distribution. These procedures are 
intended to support the agency’s efforts 
to protect the public safety by providing 
the agency with the information 
necessary for effective postmarket 
surveillance of biological products. This 
final rule requires licensed 
manufacturers of biological products to j
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submit various reports to the agency and 
specifies the timeframes for submission 
ofthese reports. The reports are: (1) 
Fifteen-day Alert reports, (2) increased 
frequency alert reports, (3) periodic 
adverse experience reports and (4) 
distribution reports. The timeframes and 
contents of these adverse experience 
reports were the subject of numerous 
comments, which are discussed below.
In addition to the reporting 
requirements, the final rule specifies 
record-keeping requirements, provides 
for exemptions of two categories o f 
biological products* provides a 
disclaimer regarding causality, and 
provides for license revocation if 
licensed manufacturers fail to establish 
and maintain records and submit the 
required reports. In addition, this final 
rule provides procedures, under 
§ 600.90, for applying for waivers from 
any of the reporting requirements.

The requirements in this final rule are 
consistent with existing requirements in 
§§314.80 and 314.81 (21 CFR 314.81) 
regarding approved new drug products, 
except when differences are necessary 
to accommodate laws, terminology, 
procedures, and characteristics unique 
for biological products.
A. Scope

The new procedures apply to all 
licensed manufacturers of biological 
products and any person, other than the 
licensed manufacturer of a biological 
product, whose name appears on the 
label of a licensed biological product as 
a manufacturer, packer, distributor, 
shared manufacturer, joint 
manufacturer, or a participant in 
divided manufacturing.
B. Form at

The format of § 600.80 has been 
revised from what was proposed to be 
consistent with § 314.80. FDA believes 
that the revised format will reduce the 
burden for manufacturers following the 
regulations for both drug and biological 
products.
HI. Comments on the Proposed Rule 
and FDA Responses

FDA received 15 letters of comment 
on the proposed rule. Most letters 
contained numerous comments on 
various areas of the proposed rule. Four 
of these comments supported 
codification of the reporting 
requirements for adverse experiences 
associated with biological products. 
Other comments either addressed 
particular paragraphs in the proposed 
regulation or dealt with the effect of the 
regulation on a particular type of 
biological product. In addition to the 
amendments discussed below, editorial

changes were made throughout the rule. 
A summary of these comments and the 
agency’s responses follow:
A. General Comments
1. Consistency With Section 314.80

Two comments on § 600.80 
recognized the reporting issues unique 
to biological products and were 
supportive of both the 1990 proposal 
and the draft guideline for recognizing 
the differences between drugs and 
biological products. In contrast, four 
comments requested that FDA not 
deviate from the rules and guidelines 
applicable to drugs and requested that 
the regulations for reporting adverse 
experiences for biological products 
mirror the regulations for drugs.

FDA intends these rules to be 
consistent with other agency initiatives 
and requirements regarding adverse 
experience reporting for drugs and 
medical devices wherever practical.
This is demonstrated by the new 
adverse experience reporting Form 
FDA-3 500A, which, with the exception 
of adverse experience reports associated 
with vaccines, is to be used for reporting 
of adverse events associated with drugs, 
biologies, and certain other products 
regulated by FDA. The final rule 
contains requirements unique to 
biological products only when 
necessary to accommodate the laws 
applicable only to biological products, 
such as vaccines, or to accommodate 
special characteristics of biological 
products.
2. Agency Review of Adverse 
Experience Reports r

One comment requested that the unit 
of FDA responsible for receiving adverse 
experience reports for drugs continue to 
be responsible for the adverse 
experiences for biologies to assure 
consistency of interpretation of the 
regulations and dissemination of 
information within FDA.

The agency intends to maintain 
consistency between the Center for 
Biologies Evaluation and Research 
(CBER) and the Center for Drugs 
Evaluation and Research (CDER) in the 
interpretation of the regulations, 
especially with respect to terminology.
A separate unit was created with the 
responsibilities related to postmarketing 
surveillance of licensed biological 
products because the agency recognizes 
that these products can present different 
safety concerns due to inherent 
differences in the products. In addition, 
the National Childhood Vaccine Injury 
Act of 1986 (NCVIA) mandated specific 
reporting requirements for 
manufactures nf certain vaccines and

for health care providers administering 
those vaccines. VAERS was established 
to receive these required reports, as well 
as reports on other vaccines. The 
VAERS program is administered jointly 
by FDA and by the Centers for Disease 
Control and Prevention (CDC) and 
replaces previous vaccine reporting 
systems within both agencies. Section 
600.80(c) has been amended in the final 
rule to reflect the change of address for 
submitting reports due to the 
reorganization and relocation of CBER.
3. Clarification of Overlap Between the 
Vaccine Adverse Event Reporting 
System and § 600.80

Comments were received requesting 
clarification of overlap between the 
requirements of NCVIA and the 
regulations.

NCVIA created a new Title XXI of the 
Public Health Service Act (the PHS Act). 
Section 2125 of the PHS Act (42 U.S.C. 
300aa-25) requires health care providers 
who administer certain vaccines and 
manufacturers of the vaccines to report 
specified adverse experiences, occurring 
within specified time intervals after 
administration of the vaccines.. These 
adverse experience reports are 
submitted to VAERS, which is jointly 
managed by FDA and CDC and became 
operational: on November 1,1990. A 
form VAERS—1 was developed for these 
reports. When the requirements set forth 
in both § 600.80 and NCVIA necessitate 
reporting of an adverse event, licensed 
manufacturers of vaccines are not 
required to submit duplicate reports to 
VAERS and FDA. Submission of the 
report to VAERS is sufficient. However, 
licensed manufacturers of vaccines must 
comply with the regulations in § 600.80. 
Therefore, any requirements in these 
regulations that are in addition to those 
specified in the NCVIA must be 
satisfied. For example, although NCVIA 
does not specify the time periods for 
submission of adverse experience 
reports, the time periods set forth in 
§ 600.80 apply to reports being 
submitted to VAERS.
4. Requests for Waivers

Six comments requested waivers from 
the reporting requirements for specific 
types of adverse experiences or for 
certain categories of biological products. 
These requests for waivers were with 
respect to parts or all of the 
requirements of proposed §600.80. In 
addition, one comment requested that 
the final rule specify the provisions for 
requesting a waiver.

The agency agrees that the provisions 
for a waiver should be specified in the . 
final rule and has added a new § 600.90 
describing the procedures for requesting
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a waiver. Section 600.90 is similar to 
§ 314.90 (21 CFR 314.90), the provision 
for waivers for drugs or antibiotics. 
Manufacturers and other interested 
persons should submit requests for 
waivers as provided in §600.90 of the 
final rule.
5. Economic Assessment

One comment requested clarification 
of FDA’s estimate of the cost of 
complying with the reporting 
requirements of the proposed rule of 
approximately $255,490. The company 
estimates that its cost in labor and 
overhead would be approximately 
$40,000. In contrast, another comment 
stated that the company did not 
anticipate that this reporting 
requirement would significantly alter 
the manner in which companies would 
share their postmarketing information 
with FDA.

The agency's assessment of cost was 
made over 4 years ago when both the 
number of approved biological products 
was fewer and costs somewhat less. In 
addition, thè agency’s figures did not 
take into account overhead and other 
costs associated with basic 
manufacturing practices. Every 
responsible manufacturer and 
distributor, regardless of the type of 
product manufactured, implements a 
means to receive inquiries about the 
quality and adverse effects of its 
products as good manufacturing 
practices and as an accepted part of 
doing business. Therefore, this cost has 
not been included in assessing the cost 
of this regulation. The costs assessed for 
this regulation only related to the 
specific costs incurred by the 
requirements in the regulation which 
are in addition to customary business 
practice. The costs of the regulation are 
for preparation of the specific reports 
and analyses required by the regulation 
and do not include the normal operating 
and overhead costs of doing business. 
The revised economic assessment is 
discussed at the end of this preamble.
B. D efinitions Section 600.80(a)
1. Adverse Experience

Four comments requested 
clarification of the definition of 
“adverse experience” in proposed 
§ 600.80(a), particularly the phrase 
“significant failure of expected 
pharmacological action * * * whether or 
not considered product related.” One 
comment stated that the word 
“significant” has one meaning in the 
definition of “adverse experience” and 
another statistical meaning in the usage 
of the term “increased frequency” in 
proposed § 600.80(c)(l)(ii) and

requested that the word be used 
consistently with the same meaning 
throughout the regulation. Another 
comment requested a definition of 
“significant failure” as used in the 
definition of adverse experience. One 
comment requested that the definition 
be amended to require reporting of 
changes in failure rates instead of any 
significant failure. One comment gave 
the following examples of incidents that 
would be considered an adverse 
experience with any significant failure: 
a patient who dies of acute myocardial 
infarction in spite of thrombolytic 
therapy; or a patient who dies of 
congestive heart failure despite diuretic 
therapy, i.e., deaths from progression of 
the indicated disease. One comment 
stated that it concurs with the agency’s 
definition of “adverse experience” 
because it does not include “loss of 
response” as an adverse experience. The 
comment goes on to state that loss of 
immunity over time from a vaccine is 
not logically an adverse event.

The agency agrees.that the word 
“significant” when used in this context 
is a source of confusion and ambiguity. 
To eliminate this source of confusion 
and to encourage the reporting of all 
adverse experiences, FDA revised 
§ 314.80 to delete the word “significant” 
from the definition of “adverse 
experience” in the reporting 
requirements for drugs (see 57 FR 
17950, April 28,1992) and is revising 
the definition of “adverse experience” 
in this final rule by deleting the word 
“significant.”

The agency is retaining the proposed 
language in the definition of “adverse 
experience” instead of adopting the 
suggestion to require reporting only of 
changes in failure rate because a 
“change in failure rate” can only be 
determined retrospectively. A change in 
failure rate is to be reported in an 
increased frequency report; however, a 
failure of éxpected pharmacological 
action that causes a serious and 
unexpected adverse experience in 
humans should be reported within 15 
days regardless of the rate of such 
reports.

The agency believes that the examples 
given may or may not indicate a “failure 
of expected pharmacological action.” 
For example, patients with congestive 
heart failure often have irreparable 
kidney damage which even the most 
potent diuretics cannot overcome. In 
such a situation congestive heart failure 
would not be a failure of expected 
pharmacologic action. However, the 
extent of pre-existing kidney damage 
and the degree to which kidney failure 
may be expected would be 
demonstrable through kidney function

tests prior to medication. Therefore, 
FDA is not amending the definition of 
adverse experience as requested.

The agency agrees partially with the 
comment regarding “loss of response. ” 
If loss of immunity over time is the 
expected pharmacologic action of the 
vaccine, then it is not an adverse 
experience. If loss of immunity is due to 
a patient’s compromised immune 
system, this also would not be 
considered an adverse experience. 
However, loss of immunity due to an 
unexpected failure of the pharmacologic 
action of the vaccine, thereby leaving 
recipients susceptible to a 
communicable disease, is an adverse 
experience and should be reported. The 
guideline points out that for purposes of 
adverse events reporting, “lack of 
effect” is generally synonymous with 
“failure to produce the expected 
pharmacologic action.” Certain products 
are indicated for immunization through 
a recommended course of several doses 
to achieve a specified level of antibody 
titer to provide seroprotection. In this 
case, “lack of effect” is synonymous 
with “failure to produce the expected 
pharmacologic action” only when 
adequate seroconversion is not achieved 
following the final dose.
2. Blood Components

One comment noted that the language 
in the proposed §600.80(l)(l)and 
preamble refers to blood components 
yet the section of the CFR upon which 
thesexemption is predicated (§ 606.170) 
refers to blood products. The comment 
specifically asked whether albumin and 
immunoglobulin are exempt from the 
rule and requested clarification of the 
meaning of blood component in 
§ 600.80(a).

FDA is clarifying the regulations by 
adding in § 600.80(a) of the final rule a 
reference to 21 CFR 606.3(c), which 
defines a “Blood Component” as “that 
part of a single-donor unit of blood 
separated by physical or mechanical 
means.” The exemption in §600.80(1), 4 
for reporting adverse experiences 
associated with blood components, does 
not include products derived from 
pooled blood such as albumin or 
immunoglobulin. Therefore, albumin 
and immunoglobulin are biological 
products subject to this rule.

In a future issue of the Federal 
Register FDA intends to propose 
revisions to §606.170, concerning 
reports related to blood collection or 
transfusion.
3, Disability

Two comments requested that a 
definition for “disability” be included 
in § 600.80(a) as the phrase
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"permanently disabling” is used in the 
definition of “serious.”

The agency agrees that the term 
"disability” should be defined and is 
proposing a definition in the notice of 
proposed rulemaking found elsewhere 
in this issue of the Federal Register.
4. Increased Frequency

Four comments on proposed 
§ 600.80(a) requested clarification of the 
definition for “increased frequency.”
Two comments stated that the proposed 
definition of “increased frequency,” as 
an increase in the rate of occurrence, is 
misleading inasmuch as the rate of 
occurrence cannot be determined by a 
spontaneous reporting system. Two 
comments requested that the definition 
of increased frequency take into account 
an adjustment for product exposure.

The agency agrees with these 
comments and is revising the definition 
in § 600.80(a) as follows: “Increased 
frequency means an increase in the rate 
of occurrence of a particular adverse 
biological product experience, after 
appropriate adjustment for exposure to 
the biological product.”
5. Life Threatening

One comment requested that a 
definition for “life threatening” be 
included, similar to that found in 21 
CFR 312.32.

The agency agrees and is proposing a 
definition of “life threatening” in the 
notice of proposed rulemaking found 
elsewhere in this issue of the Federal 
Register.
6. Serious

Three comments noted discrepancies 
between the preamble, § 600.80(a) of the 
proposed rule, reporting form FDA- 
1639, and the draft guideline regarding 
the meaning of the term “serious.” The 
discrepancies consisted of differences in 
scope regarding the reportability of 
overdose, prolonged hospitalization, 
and severe disability.

To clarify the discrepancies 
concerning “overdose,” the agency 
reevaluated the definition of “serious!’ 
to determine whether all overdoses 
should be included in the definition and 
determined that not all overdoses are 
serious.

In resolving the discrepancies in the 
definition of “serious” regarding 
inpatient hospitalization, the agency 
determined that prolonged inpatient 
hospitalization should be included as a 
serious adverse event. FDA is proposing 
a revision of the definition of “serious” 
to exclude the term “overdose” and to 
include “requires or prolongs inpatient 
hospitalization” in the notice of

proposed rulemaking found elsewhere 
in this issue of the Federal Register.

The term “disability” is discussed in 
section III.B.3 of this preamble.
7. Significant

One comment requested that a 
definition for the word “significant” 
which compensates for changes in use 
patterns be included in § 600.80(a). The 
comment is in reference to the use of the 
term “significant” in the increased 
frequency alert reports.

The agency agrees in part with this 
comment. The agency considers 
“significant” in this context to mean a 
noticeable or measurable increase in 
frequency after adjustment for 
documented changes in use patterns. 
However, the agency is not codifying 
this definition in § 600.80(a) because 
“significant” may have a different 
meaning in a different context within 
adverse experience reporting. The 
guideline provides clarifying examples 
utilizing a formula and table to 
determine if there is a significant 
increase in frequency of an adverse 
experience.
8. Clarification Between Product Defects 
and Adverse Experiences

One comment requested clarification 
regarding the definitions in § 600.80(a) 
for adverse experiences and the 
reporting of product defects.

The definition of “adverse 
experience” in § 600.80(a) specifies that 
the adverse experience must be 
“associated with the use of a biological 
product in humans * * Therefore, 
product defects either discovered in the 
manufacturing process or not associated 
with an adverse experience in humans 
are not subject to this regulation. These 
defects may be reportable under good 
manufacturing practice regulations 
covered in 21 CFR 600.14. However, 
product defects which result in an 
adverse experience in a human are 
subject to reporting under § 600.80.
C. Review  o f  A dverse Experiences 
Section 600.8(b)
1. Reported by Scientific Papers or 
Competitors

One comment on proposed 
§ 600.80(b) stated that to place 
responsibility on the licensed 
manufacturer for review of all adverse 
experience information pertaining to its 
product from any source, including 
published and unpublished scientific 
papers, is both time consuming and 
possibly open to abuse by competitors. 
The comment went on to state that if an 
unsubstantiated mailing from a 
competitor alleged “adverse or

unexpected experiences,” the licensed 
manufacturer becomes subject to the 
entire 15-day alert procedures, 
including the need to conduct, if not 
actually report to FDA, the followup 
investigation. One comment asked the 
agency to specify the degree of vigor 
that licensed manufacturers should use 
to pursue reports of adverse experiences 
in the scientific literature.

Section 600.80(b) is not intended to 
require licensed manufacturers to 
discover every published and 
unpublished report on its product. 
However, once a report of an adverse 
experience is made known to the 
licensed manufacturer, it is the licensed 
manufacturer’s responsibility to comply 
with the requirements in § 600.80 
regardless of the source of the adverse 
experience report. It is acceptable for 
the licensed manufacturer to come to 
the conclusion that the mailing or 
publication alleging an adverse 
experience is false or misleading and 
report this conclusion to the agency. In 
some cases the agency may take 
appropriate regulatory action against 
persons preparing a false or misleading 
report of an adverse experience.
2. Lack of Response Reports

One comment on proposed 
§ 600.80(b) stated that “lack of 
response” complaints from consumers 
do not have sufficient validity to aid in 
decisionmaking and therefore should 
not be submitted to FDA. Another 
comment requested that “lack of 
response” should not be submitted for 
single patient incidents but limited to 
studies.

The agency believes that all reports of 
“lack of response” for single patient 
incidents should be reviewed and 
submitted by the licensed manufacturer. 
Complaints from consumers should be 
verified with the patient’s health-care 
provider, if possible, prior to being 
submitted to FDA.
D. C larification o f  Reporting * 
Requirem ents Section 600.80(c)
1. Terminology

Two comments on proposed 
§ 600.80(c) requested clarification of 
terminology between the term 
“applicant” used in § 314.80 and the 
term “manufacturer” used in proposed 
§ 600.80. One comment preferred the 
term “licensee” for this regulation 
regarding biological products.

The agency uses the term “licensed 
manufacturer” in these rules because it 
presents a more accurate representation 
of those required to comply with these 
regulations. These rules are being 
promulgated for the purpose of
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gathering postmarketing surveillance 
information, which will occur after 
product licensing.

2. Responsibilities

Two comments requested clarification 
of responsibilities for joint 
manufacturers, shared manufacturers, 
divided manufacturers, and contractual 
manufacturers so that duplicate adverse 
experience reports are not submitted. 
One comment requested that, in order to 
avoid duplicate reporting or failures to 
report adverse experiences, the agency 
should add language similar to 
§ 314.80(c)(l)(iii). Another comment 
requested that the agency specify the 
reporting requirements of a 
nonapplicant.

FDA recognizes that manufacturing of 
a biological product can be shared or 
divided among a number of business 
establishments. In the Federal Register 
of November 25,1992 (57 FR 55544), 
FDA published a notice that discussed 
cooperative manufacturing 
arrangements for licensed biological 
products. In addition, 21 CFR 600.12(e) 
requires that “each participating 
manufacturer shall furnish to the 
manufacturer who prepares the product 
in final form for sale, barter or exchange, 
a copy of all records relating to the 
manufacturing operations performed by 
such participating manufacturer insofar 
as they concern the safety, purity and 
potency of the lots of the product 
involved, * * * .” Other requirements 
regarding divided manufacturing are 
contained in 21 CFR 610.63, which 
requires that “If two or more 
establishments participate in the 
manufacture of a product, the name, 
address, and license number of each 
must appear on the package label, and 
on the label of the container if capable 
of bearing a full label.”

The agency is clarifying the reporting 
requirements in § 600.80(c)(l)(iii) by 
substituting the term “licensed 
manufacturer” for the term 
“manufacturer.” The agency intends 
that the manufacturer licensed to 
prepare the final product for 
commercial distribution has the primary 
responsibility for reporting adverse 
experiences to FDA. To prevent 
duplicate reports, language has been 
added to § 600.80(c)(l)(iii) in this final 
rule to clearly delineate the 
responsibilities of the licensed 
manufacturer of the final product and 
other persons whose names may appear 
on the product label.

E. Reporting Requirem ents Section  
600.80(c)
t . Failure of Pharmacologic Action

One comment on proposed § 600.80(c) 
requested that FDA not require single 
patient adverse experience forms for 
each failure of expected 
pharmacological action. The comment 
suggested that increased frequency 
analyses should not be performed on 
spontaneous lack of response reports 
because it is not possible for an 
appropriate baseline to be constructed 
using either domestic or foreign 
spontaneous reports in this setting.

FDA believes that the use of single 
patient adverse experience reporting 
forms provides the agency with 
information that may be helpful in 
assessing whether there is a need for 
further investigation of the reported lade 
of response. The agency also believes 
that increased frequency analyses and 
reports are useful to serve as an 
indicator that an investigation is needed 
to explore the issue further.
2. Followup Reports to 15-day Alerts

Two comments regarding proposed 
§ 6Q0.80(c)(l)(i) questioned the need for 
a report that briefly describes the steps 
taken to seek additional information 
about an adverse event and the reasons 
why such information could not be 
obtained. The comments stated that the 
proposed language placed an additional 
burden on licensed manufacturers by 
requesting not only that they make 
every effort to obtain such information 
but also that they write a report 
describing such efforts.

Under § 600.80(c) licensed 
manufacturers will be required to seek 
additional information and document 
the steps taken to comply with the rule 
in a manner consistent with § 314.80(c). 
The agency is not, at this time, 
specifying the format for this 
documentation. The agency must be 
able to verify the licensed 
manufacturer’s efforts and advise 
licensed manufacturers of additional 
steps that should be pursued to retrieve 
the necessary information when 
appropriate. The proposed rule stated 
that this report should not be submitted 
to the agency unless so requested but 
should be maintained in the licensed 
manufacturer’s files. This requirement 
differs from § 314.80(c)(l)(i). The agency 
believes it would reduce the burden for 
manufacturers who produce both 
biologies and drugs if § 600.80(c)(l)(i) is 
consistent with § 314.80(c)(l)(i). 
Therefore, the sentence in proposed 
§ 6G0.80(c)(l)(i), “This report should be 
retained by the manufacturer in its files 
but not submitted as a followup to FDA

unless so requested” has been deleted. 
Further discussion of changing the final 
disposition of these reports is included 
in the notice of proposed rulemaking 
found elsewhere in this issue of the 
Federal Register.
3. Increased Frequency Analysis

Two comments on proposed
§ 600.80(c)(1)(h) requested information 
regarding the utility of increased 
frequency analysis. These comments 
suggest that the analysis is not of the 
increased frequency of adverse 
experiences but rather the analysis is of 
the increased frequency of reports of 
adverse experiences. One comment 
requested that the agency develop 
improved methods for determining 
increased frequency that would account 
for fluctuations in reporting.

FDA agrees that increased frequency 
of adverse experience reports does not 
necessarily correlate with an increase in 
adverse experiences. Case reports are 
used to alert the agency about areas 
which may need further investigation. 
FDA takes into account the fact that 
reporting rates vary over time in 
postmarketing surveillance when 
analyzing the reporting rate for an 
individual biologic. FDA does not 
assume that an increase in incidence of 
adverse experiences will automatically 
trigger an increase in reports of adverse 
experience. Nor does the agency assume 
that an increase in the number of reports 
of adverse experiences necessarily 
indicates an increase in incidence of 
adverse experiences. The agency 
believes that an increase in reporting 
rates, when taken into account with 
other relevant information, may indicate 
that an epidemiologic investigation is 
needed to explore the situation further.
4. Periodic Reports

Three comments on proposed 
§ 600.80(c)(2) noted a discrepancy on 
when the reporting period begins. One i 
comment requested that the interval for i 
periodic reporting be extended to 
annually rather than quarterly. One 
comment requested that the agency 
extend the time for submitting periodic j 
reports from 30 to 60 days after the end 
of the reporting period.

FDA believes that the reports need to 
be submitted in a timely manner 
because the public is continuing to be 
exposed to the products. Accordingly, ] 
FDA is retaining the proposed time 
schedule for submitting periodic reports 
in this final rule. In the notice of 
proposed rulemaking published 
elsewhere in this issue of the Federal 
Register, FDA is proposing to amend the 
regulations regarding when the 
reporting period begins and to amend
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the schedule for submitting periodic 
reports.
5, Schedule for Submitting Reports

Four comments on proposed 
§600.8G(c)(2)(i) requested that the 
agency limit reporting requirements 
(other than 15-day alerts) to the first 3 
or 10 years of marketing. These 
comments stated that the initial 
postmarketing period would provide the 
most benefit and that after an initial 
period these reports would offer little 
benefit and would be a burden to the 
agency and the licensed manufacturer.

FDA believes that there is a need for 
licensed manufacturers to continually 
monitor adverse experiences. The length 
of time a product is marketed does not 
guarantee that it will not be implicated 
in latent adverse experiences that were 
not recognized previously. Novel 
adverse experiences can occur when a 
biological product is used 
concomitantly with another drug or 
biological product. In addition, a 
product that has been on the market for 
many years can be implicated in adverse 
experiences that were either previously 
undetected or unknown in the scientific 
community. For these reasons, this 
requirement for periodic review and 
submission of reports of adverse 
experiences is necessary for the public 
safety. However, the licensed 
manufacturer can request a waiver 
under § 600.90 in order to decrease or 
eliminate the periodic reporting 
requirements for older products with a 
proven safety record.

Under § 600.80{c)(2)(i) the agency 
may also require more frequent reports 
for products if appropriate; for example, 
products with special safety or efficacy 
concerns. Similarly the agency may 
require less frequent reports or no 
reports for products with a history of 
continual safety.
6. Effect of Significant Change in 
Manufacturing on Reporting 
Requirements

One comment on proposed 
§60G.80(c){2){i) expressed concern that 
significant changes in the 
manufacturing process, as provided in 
the Product License Application (PLA), 
may lead FDA to require that the 
frequency of the periodic reports be 
maintained as quarterly reports. The 
example given in the comment was for 
influenza virus vaccine. The comments 
questioned whether this product would 
be considered a new product annually 
due to its inherent strain changes.

Influenza vaccine is an example of a 
product for which more frequent reports 
may be appropriate. The agency 
considers the influenza vaccine to he a

new product annually because 
variations in influenza strains make it 
necessary to reformulate the influenza 
vaccine each year.

In the past, there have been many 
reports of adverse experiences 
associated with the influenza vaccine, 
including reports of Guillain-Barre 
Syndrome and false positive test results 
for other viral markers. In situations 
such as this, the agency may require 
more frequent reporting which will help 
it assess the magnitude and accuracy of 
reports of adverse experiences. In 
§ 600.80(c)(2)(i) FDA may upon written 
notice extend or reestablish the 
requirement that a licensed 
manufacturer submit quarterly reports, 
or require that the license manufacturer 
submit reports under this section at 
different times than those stated.
Prompt reporting of these adverse 
experiences will make it easier to either 
recall a problem lot or discredit a false 
rumor.
7. Requirement for Negative Periodic 
Reports

Two comments on proposed 
§ 600.80(c)(2) requested that the ag'ency 
clarify the discrepancy between the 
proposed rule and the draft guideline 
regarding periodic reports for products 
that had no adverse experiences 
reported. The proposed rule did not 
require periodic reports for products 
that had no adverse experiences 
reported. The guideline asked that a 
letter be sent stating that no adverse 
experiences were reported. These 
comments also stated that the negative 
report is an “undue burden.”

The guideline has been changed to be 
consistent with the final rule in not 
requiring negative reporting at this time. 
However, the agency believes that the 
negative reports are appropriate for the 
agency to determine that the licensed 
manufacturer is focusing attention on 
whether there have been adverse 
experiences reported to FDA. Therefore, 
requirements regarding submission of 
negative reports are included in the 
notice of proposed rulemaking found 
elsewhere in this issue of the Federal 
Register.

8. Tabular Line Listing in Periodic 
Reports

Three comments on proposed 
§ 600.80(c)(2)(ii)(C) regarding the tabular 
listing of adverse experiences required 
in the periodic reports stated that the 
requirements to list the patient’s 
identification number, age, sex, and 
adverse experience terms in the tabular 
listing were viewed as unnecessary and 
excessive. Also noted were 
discrepancies regarding the tabular

listing requirements between the 
guideline and the proposed rule.

The agency agrees that the age and sex 
are not necessary in the tabular listing. 
However, the agency believes that the 
adverse experience terms should be 
included in such a listing. The tabular 
line listing is intended to provide a 
synopsis of individual case histories 
previously submitted, to assist FDA in 
identifying potential issues and 
individual case histories for further 
review. The agency is amending 
§ 600.80(c)(2) to require only the 
licensed manufacturer’s patient 
identification number and adverse 
experience terms in the tabular listing.
9. Submission of Labeling

Two comments on proposed 
§ 600.8Q(c)(2)(ii)(E) requested that the 
agency not require licensed 
manufacturers to submit with periodic 
reports a copy of the most current 
labeling, including container labels, 
carton labels, package inserts, and other 
materials distributed with the product. 
In addition, the comments stated that 
the current labeling is reviewed by FDA 
before use and licensed manufacturers 
should not be required to repeatedly 
submit this information with periodic 
reports. One comment stated that the 
only labeling useful for evaluating 
adverse experience reports is the 
package insert, unless the product is 
sold over-the-counter, then submission 
of directions for consumers on the 
container label may be justified.

The agency agrees with the comments 
and is amending §600.80(c)(2)(ii)(C) of 
the final rule to require “a history of 
actions taken since the last report 
because of adverse experiences (for 
example, labeling changes or studies 
initiated).” This ensures that the review 
of the adverse experiences is conducted 
in the context of the latest information 
available.
10. Submission of Distribution Data

Ten comments related to various 
aspects of the requirements in proposed 
§ 600.80(c)(2)(iv) for submission of 
distribution data for licensed biological 
products. Two comments stated that the 
request for foreign distribution data is a 
heavy burden. Three comments stated 
that the requirement to report dose 
distribution data is difficult and 
inappropriate for certain types of 
products and that this information is not 
required in § 314.80 for drugs. Two 
comments disagreed with a statement in 
the preamble that the quantity of a 
product distributed enables EDA to 
estimate more accurately the incidence 
of a product’s adverse effects. The 
comments reasoned that distribution
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data do not determine how much 
product is actually used. One comment 
questioned FDA’s ability to keep the 
distribution information confidential. 
One comment stated that the proposed 
schedule for distribution reports places 
a hardship on manufacturers as it 
required quarterly reports for new 
biological products, annual reports for 
biological products licensed more than 
3 years, and annual reports for drugs. 
Another comment requested guidance 
on the preferred format for distribution 
data. The agency agrees that foreign 
distribution data should not be required 
for biological products. Although the 
agency agrees that distribution data do 
not accurately estimate the incidence of 
a product’s adverse effects, it is 
information needed to help FDA 
determine whether further study is 
needed. FDA, on its own initiative, is 
amending the final rule to parallel the 
drug regulations format by moving the 
requirements to submit distribution data 
to § 660.81. The agency has revised the 
schedule for submitting distribution 
reports in § 600.81 of the final rule. The 
reports will now be due on the 
semiannual and annual anniversary of 
the licensing of the product. Licensed 
manufacturers that believe that the 
requirements for submission of 
distribution data are inappropriate for 
certain types of products may request a 
waiver under § 600.90, as discussed 
elsewhere in this preamble. Until a 
waiver is granted the provisions 
specified in the final rule are applicable.
F. Review o f Scientific Literature

One comment on § 600.80(d) 
requested that submission of reports 
from scientific literature be limited to 
those articles where the author believes 
the product is associated with the 
experience; i.e., “reasonable causation” 
by the author should be used in 
determining what adverse experiences 
from the literature need to be reported 
to FDA.

The agency believes that reports of 
adverse experiences in the literature 
where the author clearly states that the 
licensed manufacturer’s product is not 
the cause do not need to be reported. 
Reports in the scientific literature where 
no conclusion is reached regarding 
causality should be further investigated 
by the licensed manufacturer and 
reported to FDA if the adverse 
experience is associated or remains 
possibly associated with the licensed 
biological product. The licensed 
manufacturer should document the 
information that determines the cause to 
be other than product related and retain 
this documentation.

G. Reporting Form FDA-1639
Five comments on proposed 

§ 600.80(f) concerned the use of Form 
FDA-1639 for reporting adverse 
experiences. One comment stated that 
the form is inappropriate for their 
biological products, one comment asked 
that the form be updated, one comment 
requested that Form FDA-1639 be 
retained for VAERS reporting as well as 
for adverse experience reporting for 
drugs and biological products. Two 
comments questioned whether an 
approved alternate form for reporting 
adverse experiences for drugs must be 
resubmitted to CBER for approval. One 
comment requested that the agency not 
allow implementation of an alternative 
reporting form as it will cause a 
hardship in computerization of adverse 
experience data across the biological 
and pharmaceutical product lines. This 
comment requested that the same form 
(Form FDA-1639)*be used for all 
adverse experience reports regardless of 
the nature of the product.

FDA has designed a new adverse 
experience reporting form (Form FDA- 
3500A) which, with the exception of 
reporting adverse experiences 
associated with vaccines, is ordinarily 
to be used to report under §§ 310.305, 
312.32, 314.80, 600.80, and parts 803 
and 807 regarding drugs, biological 
products, and devices, respectively. The 
new form will simplify and consolidate 
the reporting of adverse events and 
product problems and will enhance 
agency-wide consistency in the 
collection of postmarketing data. Any 
computer-generated forms will have to 
be submitted to MEDWATCH, 5600 
Fishers Lane, Rockville, MD 20852- 
9787, for approval to use in complying 
with this final rule. As one comment 
suggested, alternative formats will make 
computerization of adverse experience 
data across product lines difficult. 
Therefore, a licensed manufacturer 
should submit adequate justification for 
an alternative format.

Form FDA-3500A is referenced in 
§ 600.80(f) of the final rule. The term 
“form designated by FDA” is used 
throughout the remainder of the final 
rule to accommodate any future changes 
in the form itself. For vaccines the 
designated form for reporting adverse 
experiences is Form VAERS-1. The 
form for VAERS is discussed in a 
published report in M orbidity and 
M ortality W eekly R eport (see MMWR, 
39:730-733, 1990).
H. Reporter Identification

One comment on proposed 
§ 600.80(h) requested that if the reporter 
is the patient (or relative) that his or her

name not be listed on the adverse 
experience form.

The agency concurs with this request 
for adverse experience reporting for 
licensed biological products other than 
vaccine-associated experiences being 
reported in accordance with NCVIA. 
Under NCVIA it would be appropriate 
to include the patient’s name in the 
report because copies of this report may 
be made available to the vaccinee or 
legal representative of the vaccinee. For 
adverse experience reporting of licensed 
biological products other than vaccines 
being reported under NCVIA, the report 
should not include the name of the 
patient, but should assign a unique code 
number to each report. For adverse 
experience reporting of biological 
products, patient identifiers are not 
releasable to the public under FDA’s 
public information regulations (21 CFR 
part 20). Section 600.80(h) is amended 
to reflect that VAERS reports are subject 
to the CDC Privacy Act System.
I. Unique Code Number

One comment concerning proposed 
§ 600.80(h) requested that the agency 
increase the number of characters in the 
unique code number assigned to each 
report from eight characters in length to 
nine characters.

The agency encourages consistency by 
designating in the final rule a number of 
characters to be used, to simplify 
preparing and processing the reports. To 
allow some flexibility, note that 
§ 600.80(h) in the final rule recommends 
but does not require use of a code 
number of eight characters or less.
/. R ecordkeeping

Two comments on proposed 
§ 600.80(i) related to the length of time 
a licensed manufacturer is required to 
keep adverse experience records. One 
comment requested clarification 
regarding whether form letters sent by 
the licensed manufacturer to the adverse 
experience reporter must be retained 10 
years; another comment requested that 
the recordkeeping be limited to i  year 
past the involved product’s expiration 
date.

FDA believes that 10 years is a 
reasonable time to maintain such 
records. This requirement corresponds 
with existing regulations for drug 
products. If a form letter to the reporter 
is the documentation that the licensed 
manufacturer sought additional 
information about an adverse 
experience, then the form letter must be 
maintained in the file for 10 years. Any 
letters which are part of the 
correspondence regarding an adverse 
experience reporting must be 
maintained in the file for 10 years.



Federal Register / Vol. 59, No. 207 /  Thursday, October 27, 1994 /  Rules and Regulations 54041

£ Exemptions
FDA has determined that § 600.80(1) 

should be amended to clarify that 
licensed manufacturers of in vitro 
diagnostic products, including assay 
systems for the detection of antibodies 
op antigens to retroviruses, report 
adverse experiences under the device 
reporting regulations. The best way to 
monitor product defects with these 
licensed biological devices is for them 
to be reported under the Medical 
Devices: Medical Device User Facility, 
Distributor, and Manufacturer 
Reporting, Certification, land 
Registration Regulations (see 56 FR 
60024, November 26,1991). To 
eliminate any confusion over how to 
report product defects with these 
products, the final rule is amended to 
state specifically that in vitro 
diagnostics, including assays to detect 
antibodies or antigens to retroviruses 
(such as HIV-1 and HIV-2), are exempt 
from this rule but are subject to the 
device reporting regulations.
IV. Analysis of Impacts

FDA has examined the impacts of the 
proposed rule under Executive Order 
12866 and the Regulatory Flexibility Act 
(Pub. L. 96-354). Executive Order 12866 
directs agencies to assess all costs and 
benefits of available regulatory 
alternatives and, when regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety, 
and other advantages; distributive 
impacts; and equity). The agency 
believes that this final rule is consistent 
with the regulatory philosophy and 
principles identified in the Executive 
Order. In addition,.the final rule is not

a significant regulatory action as defined 
by the Executive Order and so is not 
subject to review under the Executive 
Order.

The Regulatory Flexibility Act 
requires agencies to analyze regulatory 
options that would minimize any 
significant impact of a rule on small 
entities. The final rule codifies adverse 
experience reporting for biological 
products currently being practiced by 
licensed manufacturers on a voluntary 
basis. FDA believes that the information 
collection resulting from postmarket 
surveillance required by this final rule 
will be of benefit to the public health. 
FDA has prepared a Threshold 
Assessment to estimate the cost to 
comply with the final rule by the 
regulated industry. The estimation by 
FDA for the total annual cost to industry 
is $3,937,164. The agency certifies that 
the final rule will not have a significant 
economic impact on a substantial 
number of small entities. Therefore, 
under the Regulatory Flexibility Act, no 
further analysis is required.
V. Environmental Impact

The agency has determined under 21 
CFR 25.24(a)(8) that this action is of a 
type that does not individually or 
cumulatively have a significant effect on 
the human environment. Therefore, 
neither an environmental assessment 
nor an environmental impact statement 
is required.
VI. Paperwork Reduction Act of 1980

Sections 600.80 and 600.81 of this 
final rule contain information collection 
requirements which are subject to 
review by the Office of Management and 
Budget (OMB) under the Paperwork 
Reduction Act of 1980. The title, 
description, and respondent description

of the information collection are shown 
below with an estimate of the annual 
reporting and recordkeeping burden. 
Included in the estimate is die time for 
reviewing instructions, searching 
existing data sources, gathering and 
maintaining the data needed, and 
completing and reviewing the collection 
of information.

Title: Adverse Experience Reporting 
Requirements for Licensed Biological 
Products.

D escription: FDA is charged with the 
responsibility for determining that a 
biological product meets the statutory 
standards for safety, purity, and potency 
for initial and continued licensure. To 
carry out this mandate, the agency 
needs to be informed whenever a 
manufacturer of a licensed biological 
product receives or otherwise becomes 
aware of information about adverse 
experiences associated with the use of 
its product. Only if FDA is provided 
with such information will it be able to 
evaluate the risk, if any, associated with 
a biological product and take whatever 
action is necessary to reduce or 
eliminate the public’s exposure. FDA is 
taking this action to provide a 
mechanism under which manufacturers 
would inform the agency, on a timely 
basis, of any unanticipated safety 
problems with marketed biological 
products. This action is similar to 
initiatives taken by FDA regarding new 
drugs and medical devices.

D escription o f  Respondents: 
Businesses or other for-profit and small 
businesses or organizations.

As required by the Paperwork 
Reduction Act, FDA has submitted a 
copy of this rule to OMB with a request 
that it approve these information 
collection requirements.

Estimated Total Annual Reporting Burden

Section Number of Respondents Total Annual Responses Hours Per Response Total Hours

600.81 63 175.12698 11,033 1.0 11,033

Estimated Total Annual Recordkeeping Burden

Section No. of Recordkeepers Annual Hours Per Recordkeeper Total Recordkeeping 
Hours

„ v- 600.80(i) 63 0.5 31.5

This final rule also contains 
information collection requirements 
contained in § 600.80(c) that have been 
approved by OMB under OMB No. 
0910-0291 with a total of 11,033 hours. 
It is estimated that the information 
requirements for this section under this

final rule will add 11,064.5 hours to the 
burden estimate.

List of Subjects in 21 CFR Part 600

Biologies, Reporting and 
recordkeeping requirements.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act, the Public 
Health Service Act, and under authority 
delegated to the Commissioner of Food 
and Drugs, 21 CFR part 600 is amended 
as follows:
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PART 600—BIOLOGIC A L PRODUCTS: 
GENERAL

1. The authority citation for 21 CFR 
part 600 is revised to read as follows:

Authority: Secs. 201, 501, 502, 503, 505, 
510, 519, 701, 704 of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 321, 351, 352, 
353, 355, 360, 360i, 371, 374); secs. 215, 351, 
352, 353, 361, 2125 of the Public Health 
Service Act (42 U.S.C. 216, 262,263, 263a, 
264, 300aa-25).

2. A new subpart D consisting of 
§§600.80, 600.81, and 600.90 is added 
to read as follows:
Subpart D—Reporting of Adverse 
Experiences
Sec.
600.80 Postmarketing reporting of adverse 

experiences.
600.81 Distribution reports.
600.90 Waivers.

Subpart D—Reporting of Adverse 
Experiences

§ 600.80 Postmarketing reporting of 
adverse experiences.

(a) D efinitions. The following 
definitions of terms apply to this 
section:

A dverse experience means any 
adverse event associated with the use of 
a biological product in humans, whether 
or not considered product related, 
including the following: an adverse 
event occurring in the course of the use 
of a biological product in professional 
practice; an adverse event occurring 
from overdose of the product, whether 
accidental or intentional; an adverse 
event occurring from abuse of the 
product; an adverse event occurring 
from withdrawal of the product; and 
any failure of expected pharmacological 
action.

B lood Component for this purpose has 
the same meaning as defined in 
§ 606.3(c) of this chapter.

Increased frequency  means an 
increase in the rate of occurrence of a 
particular adverse biological product 
experience, e.g., an increased number of 
reports of a particular adverse biological 
product experience after appropriate 
adjustment for biological product 
exposure.

Serious means an adverse experience 
associated with the use of a biological 
product that is fatal or life-threatening, 
is permanently disabling, requires 
inpatient hospitalization, or is a 
congenital anomaly, cancer, or 
overdose.

U nexpected means an adverse 
biological product experience that is not 
listed in the current labeling for the 
product and includes an event that may 
be symptomatically and

pathophysiologically related to an event 
listed in the labeling, but differs from 
the event because of greater severity or 
specificity. For example, under this 
definition, hepatic necrosis would be 
unexpected (by virtue of greater 
severity) if the labeling only referred to 
elevated hepatic enzymes or hepatitis. 
Similarly, cerebral thromboembolism 
and cerebral vasculitis would be 
unexpected (by virtue of greater 
specificity) if die labeling only listed 
cerebral vascular accidents.

(b) Review o f  adverse experiences.
Any person having a product license 
under § 601.20 of this chapter shall 
promptly review all adverse experience 
information pertaining to its product 
obtained or otherwise received by the 
licensed manufacturer from any source, 
foreign or domestic, including 
information derived from commercial 
marketing experience, postmarketing 
clinical investigations, postmarketing 
epidemiological/surveillance studies, 
reports in the scientific literature, and 
unpublished scientific papers.

(c) Reporting requirem ents. The 
licensed manufacturer shall report to 
FDA adverse experience information, as 
described in this section. The licensed 
manufacturer shall submit two copies of 
each report described in this section for 
non vaccine biological products, to the 
Center for Biologies Evaluation and 
Research (HFM—210), Food and Drug 
Administration, 1401 Rockville Pike, 
suite 200 N., Rockville, MD 2085^- 
1448. Submit all vaccine adverse 
experience reports to: Vaccine Adverse 
Event Reporting System (VAERS), P.O. 
Box 1100, Rockville, MD 20849—1100. 
FDA may waive the requirement for the 
second copy in appropriate instances.

(1) Fifteen-day Alert reports, (i) The 
licensed manufacturer shall report each 
adverse experience that is both serious 
and unexpected, regardless of source, as 
soon as possible but in any case within 
15 working days of initial receipt of the 
information. These reports are required 
to be submitted, for non vaccine 
biological products, on a form 
designated by FDA or a suitable format 
containing all of the data elements in 
the FDA designated reporting form, and, 
for vaccines on a VAERS form. The 
licensed manufacturer shall promptly 
investigate all adverse experiences that 
are the subject of these 15-day Alert 
reports and shall submit followup 
reports within 15 working days of 
receipt of new information or as 
requested by FDA. If additional 
information is not obtainable, a 
followup report may be required that 
describes briefly the steps taken to seek 
additional information and the reasons 
why it could not be obtained. These 15-

day Alert reports and followups to them 
are required to be submitted under 
separate cover and may not be included, 
except for summary or tabular purposes, 
in a periodic report.

(ii) The licensed manufacturer shall 
review periodically (at least as often as 
the periodic reporting cycle) the 
frequency of reports of adverse 
biological product experiences that are 
both serious and expected and reports of 
therapeutic failure (lack of effect), 
regardless of source, and report any 
significant increase in frequency as soon 
as possible but in any case within 15 
working days of determining that a 
significant increase in frequency exists. 
Upon written notice, FDA may require 
that licensed manufacturers review the 
frequency of reports of serious, expected 
adverse biological product experiences 
at intervals different than the periodic 
reporting cycle. Reports of a significant 
increase in frequency are required to be 
submitted in narrative form (including 
the time period on which the increased 
frequency is based, the method of 
analysis, and the interpretation of the 
results), rather than using the form 
designated by FDA. Fifteen-day Alert 
reports based on increased frequency 
are required to be submitted under 
separate cover and may not be included, 
except for summary purposes, in a 
periodic report.

(iii) The requirements of paragraphs
(c)(l)(i) and (c)(l)(ii) of this section, 
concerning the submission of Fifteen- 
day Alert reports, shall also apply to any 
person other than the licensed 
manufacturer of the final product whose 
name appears on the label of a licensed 
biological product as a manufacturer, 
packer, distributor, shared 
manufacturer, joint manufacturer, or 
any other participant involved in 
divided manufacturing. In order to 
avoid unnecessary duplication in the 
initial and followup submission of 
reports to FDA, the obligations of a 
manufacturer other than the licensed 
manufacturer, may be met by submitting 
all reports to the licensed manufacturer 
of the final product. If a manufacturer 
other than the licensed manufacturer 
elects to submit reports to the licensed 
manufacturer rather than to FDA, it 
shall submit each report to the licensed 
manufacturer within 3 working days of 
its receipt, and the licensed 
manufacturer shall then comply with 
the requirements of this section. Under 
this circumstance, the manufacturer 
shall maintain a record of this action 
which shall include:

(A) A copy of all adverse biological 
product experience reports submitted to 
the licensed manufacturer,
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(B) Date the report was received by 
the manufacturer,

(C) Date the report was submitted to 
the licensed manufacturer,

(D) Name and address of the licensed 
manufacturer.

(iv) Each report submitted under this 
paragraph shall bear prominent 
identification as to its contents, i.e., “15- 
day Alert report” or “15-day Alert 
report--followup. ”

(2) Periodic adverse experience 
reports. (1) The licensed manufacturer 
shall report each adverse experience not 
reported under paragraph (c)(l)(i) of this 
section at quarterly intervals, for 3 years 
from the date of issuance of the product 
license, and then at annual intervals.
The licensed manufacturer shall submit 
each quarterly report within 30 days of 
the close of the quarter (the first quarter 
beginning on the date of issuance of the 
product license) and each annual report 
within 60 days of the anniversary date 
of the issuance of the product license. 
Upon written notice, FDA may extend 
or reestablish the requirement that a 
licensed manufacturer submit quarterly 
reports, or require that the licensed 
manufacturer submit reports under this 
section at different times than those 
stated. Followup information to adverse 
experiences submitted in a periodic 
report may be submitted in the next 
periodic report.

(ii) Each periodic report shall contain:
(A) A narrative summary and analysis 

of the information in the report and an 
analysis of the 15-day Alert reports 
submitted dining the reporting interval 
(all 15-day Alert reports being 
appropriately referenced by the licensed 
manufacturer’s patient identification 
number, adverse reaction term(s), and 
date of submission to FDA);

(B) A form designated for Adverse 
Experience Reporting by FDA for each 
adverse experience not reported under 
paragraph (c)(l)(i) of this section (with 
an index consisting of a line listing of 
the licensed manufacturer’s patient 
identification number and adverse 
reaction term(s)); and

(C) A history of actions taken since 
the last report because of adverse 
experiences (for example, labeling 
changes or studies initiated).

(iii) Periodic reporting, except for 
information regarding 15-day Alert 
reports, does not apply to adverse 
experience information obtained from 
postmarketing studies (whether or not 
conducted under an investigational new 
drug application), from reports in the 
scientific literature, and from foreign 
marketing experience.

(d) Scientific literature. (1) A 15-day 
Alert report based on information from 
the scientific literature shall be

accompanied by a copy of the published 
article. The 15-day Alert reporting 
requirements in paragraph (c)(l)(i) of 
this section (i.e., serious, unexpected 
adverse experiences) apply only to 
reports found in scientific and medical 
journals either as case reports or as the 
result of a formal clinical trial. The 15- 
day Alert reporting requirements in 
paragraph (c)(l)(ii) of this section (i.e., 
a significant increase in frequency of a 
serious, expected adverse experience or 
of a therapeutic failure) apply only to 
reports found in scientific and medical 
journals either as the result of a formal 
clinical trial, or from epidemiologic 
studies or analyses of experience in a 
monitored series of patients.

(2) As with all reports submitted 
under paragraph .(c)(l)(i) of this section, 
reports based on the scientific literature 
shall be submitted on the reporting form 
designated by FDA or comparable 
format as prescribed by paragraph (f) of 
this section. In cases where die licensed 
manufacturer believes that preparing the 
form designated by FDA constitutes an 
undue hardship, the licensed 
manufacturer may arrange with the 
Division of Biostatistics and 
Epidemiology (HFM-210) for an 
acceptable alternative reporting format.

(e) Postm arketing studies. (1)
Licensed manufacturers are not required 
to submit a 15-day Alert report under 
paragraph (c) of this section for an 
adverse experience obtained from a 
postmarketing clinical study (whether 
or not conducted under a biological 
investigational new drug application) 
unless the licensed manufacturer 
concludes that there is a reasonable 
possibility that the product caused the 
adverse experience.

(2) The licensed manufacturer shall 
separate and clearly mark reports of 
adverse experiences that occur during a 
postmarketing study as being distinct 
from those experiences that are being 
reported spontaneously to the licensed 
manufacturer.

(f) Reporting form s. (1) Except as 
provided in paragraphs (c)(l)(ii), and
(f)(3) of this section, the licensed 
manufacturer shall complete the 
reporting form designated by FDA 
(FDA-3500A, or, for vaccines, a VAERS 
form) for each report of an adverse 
experience.

(2) Each completed form should jefer 
only to an individual patient or single 
attached publication.

(3) Instead of using a designated 
reporting form, a licensed manufacturer 
may use a computer-generated form or 
other alternative format (e.g., a 
computer-generated tape or tabular 
listing) provided that:

(i) The content of the alternative 
format is equivalent in all elements of 
information to those specified in the 
form designated by FDA; and

(ii) the format is approved in advance 
by MEDWATCH: The FDA Medical 
Products Reporting Program; or, for 
alternatives to the VAERS Form, by the 
Division of Biostatistics and 
Epidemiology.

(4) Copies of the reporting form 
designated by FDA (FDA-3500A) for 
nonvaccine biological products may be 
obtained from the Center for Biologies 
Evaluation and Research (address 
above). Additional supplies of the form 
may be obtained from the Consolidated 
Forms and Publications Distribution 
Center, 3222 Hubbard Rd., Landover,
MD 20785. Supplies of the VAERS form 
may be obtained from VAERS by calling 
1-800-822-7967.

(g) M ultiple reports. A licensed 
manufacturer should not include in 
reports under this section any adverse 
experiences that occurred in clinical 
trials if they were previously submitted 
in the product license application. If a 
report refers to more than one biological 
product marketed by a licensed 
manufacturer, the licensed 
manufacturer should submit the report 
to the license for the product listed first 
in the report.

(h) Patient privacy. For nonvaccine 
biological products, a licensed 
manufacturer should not include in 
reports under this section the names 
and addresses of individual patients; 
instead, the licensed manufacturer 
should assign a unique code number to 
each report, preferably not more than 
eight characters in length. The licensed 
manufacturer should include the name 
of the reporter from whom the 
information was received. The names of 
patients, health care professionals, 
hospitals, and geographical identifiers 
in adverse experience reports are not 
releasable to the public under FDA’s 
public information regulations in part 
20 this of chapter. For vaccine adverse 
experience reports, these data will 
become part of the CDC Privacy Act 
System 09-20-0136, “Epidemiologic 
Studies and Surveillance of Disease 
Problems.” Information identifying the 
person who received the vaccine or that 
person’s legal representative will not be 
made available to the public, but may be 
available to the vaccinee or legal 
representative.

(i) R ecordkeeping. The licensed 
manufacturer shall maintain for a period 
of 10 years records of all adverse 
experiences known to the licensed 
manufacturer, including raw data and 
any correspondence relating to the 
adverse experiences.
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(j) Guideline. FDA has prepared a 
guideline for the submission of reports 
of adverse experiences and suggested 
followup investigation of reports.

(k) Revocation o f license. If a licensed 
manufacturer fails to establish and 
maintain records and make reports 
required under this section with respect 
to a licensed biological product, FDA 
may revoke the product license for such 
a product in accordance with the 
procedures of § 601.5 of this chapter.

(l) Exem ptions. Manufacturers of the 
following listed products are not 
required to submit adverse experience 
reports under this section:

(1) Whole blood or components of 
whole blood.

(2) In vitro diagnostic products, 
including assay systems for the 
detection of antibodies or antigens to 
retroviruses. These products are subject 
to the reporting requirements for 
devices.

(m) D isclaim er. A report or 
information submitted by a licensed 
manufacturer under this section (and 
any release by FDA of that report or 
information) does not necessarily reflect 
a conclusion by the licensed 
manufacturer or FDA that the report or 
information constitutes an admission 
that the biological product caused or 
contributed to an adverse effect. A 
licensed manufacturer need not admit, 
and may deny, that the report or 
information submitted under this 
section constitutes an admission that 
the biological product caused or 
contributed to an adverse effect. For

purposes of this provision, this 
paragraph also includes any person 
reporting under paragraph (c)(l)(iii) of 
this section.

§ 600.81 D istribution reports.

The licensed manufacturer shall 
submit information about the quantity 
of the product distributed under the 
product license, including the quantity 
distributed to distributors. The interval 
between distribution reports shall be 6 
months. Upon written notice, FDA may 
require that the licensed manufacturer 
submit distribution reports under this 
section at times other than every 6 
months. The distribution report shall 
consist of the bulk lot number (from 
which the final container was filled), 
the fill lot numbers for the total number 
of dosage units of each strength or 
potency distributed (e.g., fifty thousand 
per 10-milliliter vials), the label lot 
number (if different from fill lot 
number), labeled date of expiration, 
number of doses in fill lot/label lot, date 
of release of fill lot/label lot for 
distribution at that time. If any 
significant amount of a fill lot/label lot 
is returned, include this information. 
Disclosure of financial or pricing data is 
not required. As needed, FDA may 
require submission of more detailed 
product distribution information. Upon 
written notice, FDA may require that the 
licensed manufacturer submit reports 
under this section at times other than 
those stated. Requests by a licensed 
manufacturer to submit reports at times

other than those stated should be made 
as a request for a waiver under § 600.90.

§600.90 Waivers.
(a) A licensed manufacturer may ask 

the Food and Drug Administration to 
waive under this section any 
requirement that applies to the licensed 
manufacturer under §§ 600.80 and 
600.81. A waiver request under this 
section is required to be submitted with 
supporting documentation. The waiver 
request is required to contain one of the 
following:

(1) An explanation why the licensed 
manufacturer’s compliance with the 
requirement is unnecessary or cannot be 
achieved,

(2) A description of an alternative 
submission that satisfies the purpose of 
the requirement, or

(3) Other information justifying a 
waiver.

(b) FDA may grant a waiver if it finds 
one of the following:

(1) The licensed manufacturer’s 
compliance with the requirement is 
unnecessary or cannot be achieved,

(2) The licensed manufacturer’s 
alternative submission satisfies the 
requirement, or

(3) The licensed manufacturer’s 
submission otherwise justifies a waiver.

Dated: October 13,1994.
William K. Hubbard,
Interim  Deputy Com m issioner fo r  Policy.
[FR Doc. 94-26482 Filed 10-26-94; 8:45 am] 
BILUNG CODE 4160-01-F
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 20,310, 312, 314, and 600 
[Docket No. 93N-0181]

Adverse Experience Reporting 
Requirements for Human Drug and 
Licensed Biological Products

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Proposed rule.

SUMMARY: The Food and Drug 
Administration (FDA) is proposing to 
amend its current adverse experience 
reporting regulations for human drug 
products and for licensed biological 
products to provide consistency with 
the elements of FDA Form 3500A and 
require the use of this new reporting 
form; revise certain definitions and 
reporting periods and formats as 
recommended by the International 
Conference on Harmonization of 
Technical Requirements for Registration 
of Pharmaceuticals for Human Use (ICH) 
and the World Health Organization’s 
Council for International Organizations 
of Medical Sciences (CIOMS); require 
applicants or manufacturers, packers, 
and distributors to develop written 
procedures for monitoring and reporting 
adverse experiences; state that reports of 
adverse experiences that are forwarded 
by FDA to the applicant or 
manufacturer, packer, and distributor 
should not be resubmitted to the agency; 
and make other revisions to the 
regulations to provide uniformity in 
adverse experience reporting for human 
drug products and licensed biological 
products. These changes would simplify 
and facilitate the reporting of adverse 
experiences and would enhance 
agencywide consistency in the 
collection of postmarketing adverse 
experience data. In addition, FDA is , 
proposing to amend the requirements 
for clinical study design and conduct 
and the sponsor reporting requirements 
in the investigational new drug 
application (IND) regulations. These 
amendments are intended to provide 
more complete and accurate information 
that would enable sponsors, 
investigators, and FDA to determine 
serious toxicities of investigational 
drugs more expeditiously during 
clinical studies.
DATES: Submit written comments by 
January 25,1995. The agency proposes 
that any final rule that may issue based 
on this proposal become effective 30 
days after its date of publication in the 
Federal Register.

ADDRESSES: Submit written comments 
to the Dockets Management Branch 
(HFA-305), Food and Drug 
Administration, rm .1 -2 3 ,12420 
Parklawn Dr., Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT:

Concerning human drug products: 
Howard P. Muller, Center for Drug 
Evaluation and Research (HFD- 
362), Food and Drug 
Administration, 7500 Standish PL, 
Rockville, MD 20855, 301-594- 
1049.

Concerning licensed biological 
products: Paula S. McKeever,
Center for Biologies Evaluation and 
Research (HFM-635), Food and 
Drug Administration, 1401 
Rockville Pike, suite 200N, 
Rockville, MD 20852-1448, 301- 
594-3074.

SUPPLEMENTARY INFORMATION:

I. Background
In the Federal Register of June 3,1993 

(58 FR 31596), FDA announced the 
availability of a new form for reporting 
adverse events and product problems 
with medications, devices, and other 
FDA-regulated medical products. This 
form is available in two versions. One 
version of the form (FDA Form 3500) is 
to be used by health professionals for 
voluntary reporting; the other version of 
the form (FDA Form 3500A) is to be 
used by applicants or manufacturers 
(including licensed manufacturers of 
licensed biological products), and other 
persons subject to mandatory reporting 
requirements under FDA regulations. 
Under existing regulations, drug 
manufacturers, packers, and distributors 
and applicants for new drug products 
and generic drug products must report 
adverse events under §§310.305 and 
314.80 (21 CFR 310.305 and 314.80). 
Elsewhere in this issue of the Federal 
Register, FDA is issuing a final rule 
establishing new § 600.80. This section 
makes licensed manufacturers of 
biological products subject to certain 
reporting requirements.

The new form is part of FDA’s 
Medical Products Reporting Program 
(MedWatch) and is designed to 
encourage and facilitate the reporting of 
adverse events and product problems 
for most FDA-regulated human medical 
products by the entire health care 
community, including manufacturers, 
distributors, user facilities, and health 
professionals. FDA issued the new form 
to simplify and consolidate the 
reporting of suspected adverse events 
and product problems with human drug 
products, biologies, and medical 
devices, as well as the reporting of 
adverse events with other FDA-

regulated medical products, such as 
dietary supplements. FDA has found 
that, under the current system, there is 
some confusion about what to report to 
the agency and that the existing 
assortment of reporting forms and 
systems can interfere with the efficient 
reporting of suspected problems. FDA 
has attempted to clarify and simplify 
adverse event reporting with the new 
form by eliminating redundant or 
nonessential elements and by clarifying 
those areas that have caused confusion.

FDA Form 3500A replaces current 
Form FDA-1639, as well as most other 
adverse event and product problem 
reporting forms currently required by ■: 
the agency. Adverse events associated 
with vaccines will continue to be 
reported through the FDA and Centers 
for Disease Control and Prevention 
Vaccine Adverse Event Reporting 
System (VAERS). FDA is proposing to 
amend the adverse experience reporting 
requirements for human drug products 
and for licensed biological products to ! 
be consistent with the elements of FDA 
Form 3500A.

In developing FDA Forms 3500 and 
3500A, the agency considered several 
recommendations from ICH and CIOMS. 
These organizations were formed to 
facilitate international consideration of 
issues, particularly safety issues, 
concerning the use of both foreign and 
domestic data in the development and 
use of drugs and biological products. 
ICH has worked to promote the 
harmonization of technical 
requirements for the registration of ; 
pharmaceutical products among three 
regions: The European Union, Japan, j  
and the United States. ICH has prepared j 
a draft guideline specific to parts of this 
issue entitled: “Clinical Safety Data 
Management: Definitions and Standards j 
for Expedited Reporting.” In the Federal 
Register of July 9,1993 (58 FR 37408), 
FDA published this draft guideline for 
public comment. Several CIOMS 
working groups have worked to * 
coordinate and standardize the 
international reporting of postmarketing 
adverse drug reactions by 
pharmaceutical manufacturers to 
regulatory authorities. CIOMS Working 
Group II has proposed an international 
system of standardized time intervals, j 
formats, and inclusion criteria in order 
to lessen confusion and reduce 
preparation time among manufacturers 
and to enable them to report 
postmarketing adverse experiences mori 
rapidly, efficiently, and effectively 
(Refs. 1 and 2). FDA believes that many 
changes recommended by CIOMS and 
ICH would result in more effective 
reporting of serious adverse experiences 
to regulatory authorities worldwide.

J
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|FDA is proposing to amend the adverse 
[experience reporting requirements for 
[human drug products and licensed 
[biological products in part to be 
[consistent with certain standardized 
[definitions, procedures, an3 formats 
[proposed by these international 
[organizations.

FDA is also proposing to amend the 
requirements for clinical study design 
and conduct and the sponsor reporting 

[requirements in the IND regulations. 
These amendments are intended to 

| provide more complete and accurate 
information that would enable sponsors, 
investigators, and FDA to determine 
serious toxicities of investigational 
drugs more expeditiously during 
clinical studies. A clinical study of 
fialuridine (FIAU) resulted in several 

[instances of severe liver and pancreatic 
[injury and five deaths, beginning in 
[June 1993. This incident prompted FDA 
to establish a task force to see whether 

1 the data available before the study gave 
i any suggestion of the serious toxicity 
that emerged, and whether some 
differences in process or behavior by 
investigators and sponsors might have 
made it possible or more likely for them 
to have anticipated the toxicity in the 

i 1993 study. The proposed IND 
1 amendments contained in this 
document are largely the result o f  

! recommendations by this task force.
II. Description of the Proposed Rule
A. Replacem ent o f  Form  FDA-1639 and  
How to Obtain Copies o f  FDA Form  
350QA

FDA’s existing regulations at 21 CFR 
20.112,319.305, and 314.80 refer to 

[ Form FDA-1639. The agency is 
[ proposing to amend these regulations to 
[ replace references to Form FDA-1639 
I with new FDA Form 3500A. This 
; change is necessary because new FDA 
i Form 3500A replaces Form FDA-1639 
' (58 FR 31596).

The existing regulations at 
§§ 310.305(d)(4) and 314.80(f)(4)) also 
provide an address where a person may 
obtain copies of Form FDA-1639. FDA 
is proposing to amend these regulations 
to state where a person can obtain 

: copies of FDA Form 3500A. Ten or 
| fewer copies of FDA Form 3500A and a 
I copy of die instructions for completing 
the form can be obtained from the 
Division of Epidemiology and 
Surveillance (HFD-730), Center for Drug 

[ Evaluation and Research, Food and 
Drug Administration, 5600 Fishers 
Eane, Rockville, M B 20857. Large 

| numbers of copies (greater than 10» 
copies) may be obtained by writing to 
die Consolidated Forms and 
Publications Distribution Center,

Washington Commerce Center, 3222 
Hubbard Rd., Landover, MD 20785.
B. D efinitions o f  “Data Lock-Point” and  
“International Birth D ate”

FDA is proposing to amend 
§§ 314.80(a) and 600.80(a) to define the 
terms “data lock-point” and 
“international birth date.” The “data 
lock-point” is the end of the reporting 
period (cutoff date) for data to be 
incorporated into a specific 
postmarketing adverse experience 
periodic report. On this date, the data 
available to the reporter are held for 
review and evaluation by the applicant 
or licensed manufacturer prior to being 
submitted to FDA. The international 
birth date is the date that the first 
regulatory authority in the world 
approved the human drug or biological 
product for marketing. As explained 
further in section II.E. of this document, 
each 6-month anniversary of the 
international birth date is the data lock- 
point for data to be incorporated into a 
specific postmarketing adverse 
experience periodic report.

The proposed rule would define these 
terms because they describe the 
standardized international reporting 
period developed by CIOMS for 
submitting postmarketing adverse 
experience reports. CIOMS developed 
this standardized reporting period to 
lessen confusion and to ¡enable 
applicants and licensed manufacturers 
to prepare and submit similar reports of 
adverse experiences to regulatory 
authorities. It would also reduce 
preparation time among applicants and 
licensed manufacturers because it 
eliminates varying due dates presently 
required for submitting postmarketing 
adverse experience reports to regulatory 
authorities worldwide. FDA believes the 
CIOMS reporting schedule, which 
decreases reporting rates currently 
required by FDA for drug and licensed 
biological products for the first 3 years 
of marketing from every 3 months to 
every 6 months and increases it 
thereafter from every 12 months to every 
6 months, permits adequate time for 
reporters to make periodic submissions 
to regulatory authorities. In addition, 
the agency believes that the proposed 
reporting frequency is sufficient to 
notify FDA of potential postmarketing 
safety problems that do not require 
expedited reporting.
C. D efinition o f  “Serious"

FDA’s existing adverse experience 
reporting regulations (21 CFR 
310.305(b)(4), 312.32(a), 314.80(a), and 
600.80(a)) define a serious adverse 
experience as one that is “fatal or life- 
threatening, is permanently disabling,

requires inpatient hospitalization, or is 
a congenital anomaly, cancer, or 
overdose.” Consistent with new FDA 
Form 3500A and with recommendations 
by the ICH and CIOMS, the proposed 
rule would amend this definition to 
read as follows:

Serious means an adverse drug experience 
occurring at any dose that is fatal or life- 
threatening, results in persistent or 
significant disability/incapacity, requires or 
prolongs inpatient hospitalization, 
necessitates medical or surgical intervention 
to preclude permanent impairment of a body 
function or permanent damage to a body 
structure, or is a congenital anomaly.

The agency is proposing to remove 
“cancer” from the definition because 
cancer would most often be reported 
under the other broader elements in the 
definition. For example, cancer may be 
reported as life-threatening or requiring 
inpatient hospitalization. Other diseases 
or conditions that may be life- 
threatening or require hospitalization, 
such as heart disease or myocardial 
infarction, have not been identified as 
separate elements in previous 
definitions, and the agency believes it is 
not necessary to single out cancer.

The proposed amendment would also 
remove “overdose” from the definition 
of serious. Reports of overdoses that had 
serious outcomes would still be 
reported under the other broader 
elements in the definition. Reports of 
overdoses that did not lead to outcomes 
defined as serious would provide the 
agency with less critical safety 
information.

By adding the phrase “occurring at 
any dose” after “adverse drug 
experience” in the definition, the 
agency will ensure that a serious 
adverse experience at any dose, whether 
it is the labeled dose or a different dose, 
including an overdose or an underdose, 
should be reported.

FDA is also proposing to clarify the 
phrase “is permanently disabling” by 
substituting “results in persistent or 
significant disability/incapacity.” This 
change is intended to clarify that a 
disability need not be permanent to be 
considered a serious adverse 
experience.

The proposed amendments would 
also modify the phrase “requires 
inpatient hospitalization” to read 
“requires or prolongs inpatient 
hospitalization.” This change is 
intended to cover those situations where 
a serious adverse experience occurs 
while the patient is already 
hospitalized, and the adverse 
experience prolongs the patient’s 
hospital stay.

FDA is also proposing to add the 
phrase “necessitates medical or surgical 
intervention to preclude permanent
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impairment of a body function or 
permanent damage to a body structure.” 
The agency believes such events should 
be considered serious adverse 
experiences and should be reported. 
This change is also consistent with 
ICH’s proposed definition of a serious 
adverse event. FDA notes that a serious 
adverse experience would not include 
the discontinuation of therapy, changes 
in dosage, or routine treatment with a 
prescription medication.
D. D efinitions o f  “D isability” and “Life- 
Threatening”

The proposed rule would amend 
§$ 310.305(b), 314.80(a), and 600.80(a' 
to define the terms “disability” and 
“life-threatening.” These terms further 
explain what constitutes a serious 
adverse experience. “Disability” means 
a substantial disruption of one’s ability 
to carry out normal life functions. “Life- 
threatening” means that the patient was, 
in the view of the initial reporter, at 
immediate risk of death from the 
adverse experience as it occurred. It 
does not include an adverse experience 
that, had it occurred in a more serious 
form, might have caused death. For 
example, product-induced hepatitis that 
resolved without evidence of hepatic 
failure would not be considered life- 
threatening even though hepatitis of a 
more severe nature can be fatal. 
Similarly, an allergic reaction resulting 
in angioedema of the face would not be 
life-threatening, even though 
angioedema of the larynx, allergic 
bronchospasm, or anaphylaxis can be 
fatal. FDA believes these definitions 
will help enable reporters to determine 
when a serious adverse experience 
occurs.
E. Periodic A dverse Experience Reports

Current regulations (§§ 314.80(c)(2)(i) 
and 600.80(c)(2)(i)) require the 
submission of periodic postmarketing 
reports at quarterly intervals for 3 years 
from the date of approval of the 
application, and then annually. 
Quarterly reports must be submitted 
within 30 days of the close of the 
quarter (the first quarter beginning on 
the date of U.S. approval of the 
application); each annual report must be 
submitted within 60 days of the date of 
U.S. approval of the application.

FDA is proposing to revise this 
schedule by requiring the submission of 
periodic postmarketing adverse reaction 
reports every 6 months. The first 6- 
month anniversary of the international 
birth date after the application is 
approved in the United States is the 
data lock-point for the first periodic 
reporting term. Each subsequent 6- 
month anniversary of the international

birth date is the data lock-point for 
subsequent periodic reporting terms for 
that particular product. The proposed 
rule would require periodic reports to 
be submitted to FDA within 45 days 
after the data lock-point. For example, a 
product approved by FDA, or licensed, 
if a biological product, on June 15, with 
an international birth date of April 1, 
would have its first data lock-point on 
October 1, which is less than 6 months 
after FDA approval, but which is the 6- 
month anniversary of the international 
birth date. Therefore, the first periodic 
report would be for the period of June 
15 to October 1 and would be due at 
FDA by November 14, The second 
periodic report would cover October 2 
to April 1 and would be due to the 
agency no later than May 15.

The proposed rule would create the 
same reporting schedule based on the 
international birth date and data lock- 
point for licensed biological product 
distribution reports under § 600.80(c)(3).

This new reporting schedule is 
consistent with the standardized 
international reporting period proposed 
by the CIOMS II Working Group. This 
working group has recommended that 
all international regulatory authorities 
accept the same reporting schedule in 
order to lessen confusion and reduce 
preparation time by manufacturers, 
rather than the current system of 
varying due dates. FDA believes the 
CIOMS reporting schedule, which 
decreases reporting rates currently 
required by FDA for drug and licensed 
biological products for the first 3 years 
of marketing from every 3 months to 
every 6 months and increases reporting 
rates thereafter from every 12 months to 
every 6 months, permits adequate time 
for reporters to make nonexpedited 
submissions to regulatory authorities. In 
addition, FDA believes that the 
proposed reporting frequency is 
sufficient to alert the agency to potential 
postmarketing safety problems that are 
not within the categories requiring 15- 
day “Alert reports.”

Applicants and licensed 
manufacturers who wish to submit 
periodic postmarketing adverse 
experience reports at different intervals 
could, under proposed §§ 314.80(c)(2)(i) 
and 600.80(c)(2)(i), submit a request for 
a waiver under 21 CFR 314.90 or 600.90 
to alter the reporting intervals for these 
periodic reports.

Proposed §§ 314.80(c)(2)(i) and 
600.80(c)(2)(i) would also amend the 
reporting requirements for periodic 
postmarketing adverse experience 
reports to state that, in cases where the 
applicant or licensed manufacturer has 
received no reports of adverse 
experiences dining a reporting period,

the applicant or licensed manufacturer 
should submit a copy of the current 
approved labeling and a letter to the 
agency in place of a periodic 
postmarketing adverse experience 
report. The letter should identify the 
product, the application number, and 
the reporting period, and state that no 
adverse experience reports were 
received dining that reporting period.

Sections 314.80(c)(2)(ii) ana 
600.80(c)(2)(ii) set forth the contents 
currently required for a periodic report: 
(1) A narrative summary and analysis of 
the information in the report and an 
analysis of the 15-day postmarketing 
Alert reports submitted during the 
reporting interval; (2) a report 
describing each adverse experience not 
previously reported; and (3) a history of 
actions taken since the last periodic 
report. FDA is proposing to amend these 
regulations to provide a more extensive 
list of contents for a periodic 
postmarketing adverse experience 
report, as follows:
1. Title Page, Table of Contents, and 
Introduction

This section would provide a 
summary of the periodic report with 
page references to detailed data and 
information.
2. Applicant’s Core Safety Data Sheet

The applicant’s core safety data sheet 
would be a document prepared by the 
applicant that contains all relevant 
safety information, including adverse 
drug experiences, which the applicant 
believes should be listed for the drug in 
all countries where the drug is 
marketed. It may be used by the 
applicant as the reference document by 
which an adverse drug experience is 
judged to be expected or unexpected for 
purposes of this postmarketing periodic 
report. For all other determinations of 
whether an adverse drug experience is 
expected or unexpected, the definition 
in §§ 314.80(a) or 600.80(a) would 
apply.

FDA recognizes that the 
postmarketing periodic report may be 
submitted by the applicant to multiple 
countries and the product may have 
different approved labels in the different 
countries. The use of the applicant’s 
core safety data sheet as the reference 
document for determining whether an 
adverse drug experience is expected or 
not may result in some overreporting of 
unexpected adverse events that actually 
are expected by the U.S. approved 
product label. This is because the 
approved label for the United States 
may have more safety information 
included in it than the manufacturer’s 
core safety data sheet.
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An applicant may also use the 
approved U.S. label as the reference by 
which expected and unexpected adverse 
drug experiences are determined for the 
postmarketing periodic report. If an 
applicant chooses to use the approved 
U.S- label for this purpose, it must 
clearly be stated in this section of the 
report. In all instances, if an adverse 
event is not listed in the U.S. label, but 
is in the manufacturer’s core safety data 
sheet, this shall be clearly noted in the 
“Overall safety evaluation” (see section 
II.E.8. of this document).

This section would also highlight 
clearly any changes and the reasons for 
the changes in the applicant’s core 
safety data sheet since the previous 
postmarketing periodic report.

3. The Product’s Marketing Status

This section would contain, in tabular 
form, a chronological history of the 
marketing status of the product 
worldwide (all regulatory and marketing 
decisions affecting the product) from the 
date it was first approved through its 
current status. Approvals or 
applications voluntarily withdrawn for 
safety reasons would have to be 
included. The product would be listed 
by chemical (U.S. Adopted Names, 
international nonproprietary names, or 
proper name in accordance with 
“Chemical Abstracts Nomenclature 
Standards”) and brand name(s).

4. Regulatory Actions for Safety Reasons

This section would identify in 
narrative form the reasons for significant 
regulatory authority or manufacturer- 
initiated actions taken anywhere in the 
world, or to be taken imminently, for 
safety reasons during the reporting 
period. This would include, for 
example, application withdrawal or 
license suspension or failure to renew, 
distribution restrictions, clinical trial 
suspension, labeling changes due to 
significant safety concerns, dosage 
modifications, or pharmaceutical 
changes.

5. Patient Exposure

This section would include the 
product’s domestic and foreign 
marketing distribution data during the 
reporting period. This information 
would be used to calculate the extent of 
patient exposure. The method used by 
the manufacturer to estimate patient 
exposure would always be described 
and would include the total number of 
dosage units of each dosage form and 
strength or potency (e.g., 100,000/5- 
milligram tablets, 50,000/10-milliliter 
vials).

6. Individual Case Histories
These reports would be presented in 

line listing format with the following 10 
columns: country, source, age, gender, 
dose, duration of treatment (prior to 
event), time to onset, description of 
reaction (as reported), outcome (e.g., 
fatal, resolved), other comments (e.g., 
manufacturer’s report number). This 
fonnat is consistent with that suggested 
by CIOMS. In addition, a tabular 
summary of the number of adverse 
events by body system maybe included. 
The individual case reports would 
consist of adverse drug experiences that 
are: (a) Serious, unexpected reports from 
published or unpublished clinical 
studies where it has been concluded 
that there is a reasonable possibility that 
the drug or licensed biological product 
caused the adverse experience; (b) 
serious, expected or unexpected 
spontaneous adverse drug experience 
reports and nonserious, unexpected 
spontaneous adverse experience reports 
received directly by the applicant or 
licensed manufacturer from the initial 
reporter or received by the applicant or 
licensed manufacturer from a drug 
regulatory authority, both U.S. or 
foreign; and (c) serious, expected or 
unexpected individual published case 
histories and nonserious, unexpected 
individual published case histories.
This section would end with an analysis 
by the reporter, in narrative form, of the 
cases submitted. The applicant or 
licensed manufacturer would also attach 
to the end of the postmarketing periodic 
report a completed FDA Form 3500A for 
all U.S. spontaneous reports of adverse 
experiences except those not to be 
included in the periodic report as 
specified in proposed §§ 314.80(c)(l)(i) 
and (c)(l)(ii) and 600.80(c)(l)(i) and 
(c)(l)(ii), or those sent by FDA to the 
applicant or licensed manufacturer.
7. Safety Studies

This section would analyze and 
discuss fully and critically all 
toxicological, clinical, and 
epidemiological studies containing 
important safety information.
8. Overall Safety Evaluation

This section would provide critical 
analysis, of the safety information 
provided in the periodic report as it 
pertains to serious unexpected 
reactions, increased frequencies of 
known toxicity, reactions listed in the 
manufacturer’s core safety data sheet 
but not included in the U.S. label, drug 
or licensed biological product 
interactions, overdose, drug or licensed 
biological product abuse, experiences 
during pregnancy or lactation, chronic

treatment, pediatric or geriatric 
treatment, and new safety issues. For 
each of these areas, any absence of 
significant information would be 
reported. The evaluation would indicate 
whether the safety profile of the product 
remains consistent with cumulative 
experience to date and with the 
previous manufacturer’s core safety data 
sheet. The evaluation would specify any 
action recommended and the reasons for 
such recommendations.
9. Other Information

This section would consist of 
important information received after the 
data lock-point. It may include 
significant new cases or followup data 
that affect the interpretation or 
evaluation of existing reports.
10. FDA Form 3500A

This section would consist of a 
completed FDA Form 3500A for each 
spontaneous U.S. adverse drug 
experience not reported under 
paragraphs (c)(l)(i) and (c)(l)(ii) in 
§§314.80 and 600.80.
11. Location of Adverse Experience 
Records

This section would identify the 
current address(es), including street, 
city, State, and zip code, where all 
adverse experience reports and records 
are maintained.

This revised list of contents for 
periodic postmarketing adverse 
experience reports is generally 
consistent with the international system 
of standardized positmarketing periodic 
reporting procedures and formats 
proposed by the CIOMS II Working 
Group. This standardization would 
allow applicants and licensed 
manufacturers to prepare a single 
postmarketing periodic report of adverse 
experiences fyr regulatory authorities 
worldwide. The agency also believes 
that the proposed rule would improve 
reporting and would enhance FDA’s 
ability to monitor potential 
postmarketing safety problems.

As a result of this proposed revised 
list of contents for periodic 
postmarketing adverse experience 
reports, FDA is proposing to remove 
§§ 314.80(c)(2)(iii) and 600.80(c)(2)(iii). 
These sections state that periodic 
reporting does not apply to information 
obtained from postmarketing studies, 
reports in the scientific literature, and 
foreign marketing experience. The 
proposed revised list of contents would 
include such information.
F. IND A m endm ents

FDA regulations governing the use of 
investigational drugs in clinical
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investigations are contained in part 312 
(21 CFR part 312). In order to conduct 
a clinical investigation using an 
investigational drug, a sponsor must 
first submit an IND, described in 
§ 312.23, which contains, among other 
things, a description of the drug, the 
results of preclinical studies intended to 
show that the drug can be introduced 
into humans with reasonable safety, and 
a proposed protocol for the 
investigation. This protocol provides a 
description of all aspects of the study, 
including the identity and qualifications 
of the investigators conducting the 
study, procedures and criteria for 
selecting subjects, the amount of the 
drug to be administered, die duration of 
use, the observations to be made to 
assess the effects of the drug, and the 
clinical procedures, laboratoiy tests, and 
other measures carried out to minimize 
risk to the patient. After die iND 
becomes effective and the 
investigational drug is being 
administered to human subjects, the 
sponsor is required under § 312.32 to 
make both telephone and written safety 
reports on serious and unexpected 
adverse experiences associated with the 
administration of the drug, as well as 
written reports only, on other serious 
adverse events associated with 
administration of the drug. Under 
current § 312.33, the sponsor is also 
required to submit an annual report 
containing significant safety and other 
information. If FDA concludes that a 
study would place sub jects at 
unreasonable and significant risk, FD A 
may place a study on clinical bold. This 
means that the drug may not be 
administered to subjects until the hold 
is lifted (see §312.42). FDA may also 
terminate the study under § 312.44 
based on such safety concerns.

FDA is concerned that these IND 
reporting requirements may not be 
adequate to protect against some 
unexpected adverse events. For 
example, there is a potential for such 
events to be disguised by patient 
conditions that might lead the 
investigator to conclude that the 
experimental drug was not implicated 
in those events. The agency believes 
that certain modifications in the way 
clinical investigations are conducted 
and reported may help to ensure that 
drug toxicity is detected as early as 
possible. A recent internal task force 
that examined an incident that involved 
a fatal drug toxicity that was not 
detected in early trials has 
recommended improvements in IND 
reporting that the agency is 
incorporating into this proposal for 
public consideration. These

improvements, as explained below, are 
intended to provide more frequent and 
more complete evaluations of 
potentially serious adverse effects so 
that drug-related events can be detected 
earlier by sponsors, investigators, and 
FDA.

A clinical study of a nucleoside 
analog, FLAU, resulted in several 
instances of severe liver injury and five 
deaths, beginning in June 1993. The 
study involved 15 subjects with chronic 
hepatitis B virus infection. FLAU had 
been considered a highly promising 
agept without recognized serious 
toxicity. This incident prompted FDA to 
establish a task force to see whether the 
data available prior to the study gave 
any suggestion of the serious toxicity 
that emerged. The task force examined 
data from the 1993 FIAU study as well 
as data from previous studies on FIAU 
and a closely related drug conducted by 
another sponsor. The data from these 
previous studies was, or should have 
been, available to the sponsor of the 
1993 FIAU study. The task force was 
also to determine whether some 
differences in process or behavior by 
investigators and sponsors might have 
made it possible or more likely to have 
anticipated die toxicity. The proposed 
IND amendments contained in this 
document are largely the result of 
recommendations by the task force (Ref. 
3). .

Focusing on hepatic and pancreatic 
adverse events, the task force reviewed 
die data and data analyses that were 
available to investigators, sponsors, and 
FDA at the start of the study to 
determine whether improvements in the 
rules governing design, analysis, and 
reporting of data from clinical studies 
were warranted. Th® task force found a 
number of observations and events that 
suggested an association between FIAU 
and hepatic and/or pancreatic 
abnormalities. However, none of these 
events was attributed by the sponsors or 
investigators to FIAU. Rather, each 
event, even when recognized as 
temporally related to a study, was 
attributed by investigators and sponsors 
to other factors, such as concomitant 
drug administration and/or concurrent 
illness. The task force found that an 
overview of the data, in which deaths 
and serious adverse experiences were 
analyzed cumulatively, and, with the 
hypothesis that the events were drug 
related, was not produced and thus was 
not available for use by the sponsors, 
the principal investigators, or FDA 
reviewers. Rather, the analyses 
performed focused on each individual 
event and determined a plausible 
explanation, other than drug toxicity, 
for each occurrence. The task force

recommended that, to detect similar 
patterns of events reflecting toxicity in ] 
future studies, sponsors should conduct • 
cumulative analyses with a systematic ! 
consideration of the possibility that the 
adverse events are caused by the 
investigational drug.

The proposed IND amendments 
would apply to all investigational 
studies conducted under part 312. 
However, FDA invites comments from j 
the public and industry on whether any 
or all of the proposed requirements 
should apply only to certain IND’s, 
whose selection could be determined by 
application of criteria that could be 
included in these regulations, or only to 
certain phases of drug testing.
1. Clinical Study Design

FDA is proposing to amend the 
requirements governing IND format and 
content in §312.23. Under current 
§ 312.23(a)(6), an IND must contain the 
protocols for each planned study, 
including information such as a 
statement of the study’s objectives and 
purpose, the criteria for patient 
selection and exclusion, a description of 
the study design, 4he method for 
determining the dose(s) to be 
administered and the duration of 
individual patient exposure to the drug, 
and a description of clinical procedures, 
laboratory tests, or other measures to be 
taken to monitor the effects of the drug 
in human subjects and to minimize risk.

In several instances, FDA’s FIAU task 
force found that deaths and serious 
hepatic and pancreatic injuries that 
appear in retrospect to have been related 
to FIAU were attributed by investigators 
and sponsors to the subjects’ underlying 
disease or to other drugs the subjects 
were taking for their conditions. The 
task force made several 
recommendations intended to improve 
the likelihood that clinical Studies will 
identify, early in drug development, 
drug toxicity that mimics the underlying 
disease or the toxicity of concomitant 
medications. These recommendations 
include: (1) Choosing study designs and 
safety endpoints that increase a study’s 
ability to distinguish drug toxicity from 
underlying disease or other drug 
toxicity; (2) prospectively identifying 
observations that will trigger certain 
actions by investigators; and (3) 
summarizing safety data at regular 
intervals with systematic considerations 
of the possibility that adverse events are 
drug related. The proposed rule would 
create new § 312.23(a)(6)(iii)(h) to 
require that the protocols describe any 
adverse clinical or laboratory outcomes 
in the study that are to be immediately 
reported to the sponsor. These 
reportable events might include death.



Federal Register / Voi. 59, No. 207 /  Thursday, October 27, 1994 / Proposed Rules 54051

any life-threatening event, or any other 
serious event that might reflect potential 
drug toxicity, as suggested by 
preclinical data, and include abnormal 
laboratory results falling outside of a 
specified range. The identified events 
and abnormal laboratory values are to 
include those that focus attention on 
toxicity that may target the same organs 
and body systems as the underlying 
disease or concomitant medications. 
Under the proposal, these events would 
be reported to the sponsor even if they 
are potentially attributable to the 
patient’s underlying disease or 
concomitant medications. Proposed 
§312.23(a)(6)(iii)(h) would also require 
instructions for investigators, such as 
reporting requirements, remeasurement 
or challenge procedures, or 
discontinuation of the drug in response 
to identified events.

The task force also recommended that 
sponsors consider the use of a control 
group (for example, placebo, active 
control, or historical control) in studies 
that focus on safety when the 
underlying disease process is likely to 
produce adverse events that might be 
confused with drug toxicity. The task 
force concluded that such controls 
would help detect some adverse events. 
Consequently, proposed 
§ 312.23(a)(6)(iii)(i) states that sponsors 
should consider tha use of a formal 
control group when the underlying 
disease is likely to produce adverse 
events that might be confused with drug 
toxicity.

The task force also recommended that 
sponsors attempt to estimate the 
expected incidence of death and serious 
adverse events in the study population 
that arise from the underlying disease or 
concomitant medications used to treat 
the disease. This recommendation is 
reflected in proposed new 
§ 312.23(a)(6)(iii}(/) that would require 
sponsors to provide such estimates. 
Under the proposal, any deaths or 
adverse events that exceed the estimates 
would create the presumption that the 
events are associated with use of the 
investigational drug, and the sponsor 
would be required to submit a written 
safety report to FDA.

The task force found that the followup 
periods in some of the FIAU and related 
studies were too short to detect some of 
the adverse events that occurred 
because significant adverse events 
sometimes occurred weeks to months 
after dosing with FIAU endecLThe task 
force recommended that all protocols 
contained in the IND include an explicit 
description of the length and type of 
followup to be performed so that the 
agency may review the followup 
procedures (task force report at 57).

Accordingly, FDA is proposing to add 
new § 312.23(a)(6)(iii)(k) to require that 
the protocol section of an IND specify 
and justify the length and type of 
followup for subjects after the 
conclusion of dosing. The justification 
may be brief; for example, a reference to 
a study of a similar drug with the same 
followup period. The followup period 
would ensure that clinical studies are 
adequately designed to detect drug 
toxicity that occurs after the conclusion 
of drug dosing The sponsor would 
propose an appropriate followup period 
based on preclinical data, experience 
with other members of the drug class, 
the drug’s mechanism of action, and 
prior human experience. The intensity 
of the followup may change with time; 
e.g., a full evaluation might be 
scheduled for 2 weeks postdosing, with 
a telephone followup for possible 
serious events at a later time.
Ordinarily, in Phase 1 and 2 studies, 
telephone followup should occur at 3 
months after the dosing is completed, 
but alternative timeframes and 
procedures can be proposed by the 
sponsor. For some drugs, like FIAU, a 
review of available data may suggest 
that the minimum followup period 
should be longer than 3 months.

Current regulations in § 312.56 
require sponsors to review and evaluate 
the evidence relating to a drug’s safety 
and effectiveness as it is obtained from 
investigators. The regulations also 
require sponsors to report safety 
information to FDA. The task force 
observed that in the FIAU study 
sponsors may not have had available 
adequate resources to evaluate safety 
data reported by investigators. The 
proposed rule would amend § 312.56(c) 
to require sponsors, in addition to 
reviewing and evaluating safety and 
effectiveness information, to develop a 
safety monitoring and evaluation 
program before starting clinical trials. 
This provision is intended to ensure 
that sponsors have or will develop 
adequate resources to evaluate safety 
data reported by investigators and is 
consistent with the task force’s 
recommendations (see task force report 
at 57). Consistent with this proposed 
requirement, FDA is also proposing in 
new § 312.23(a)(3)(v) that an IND 
contain a description of any safety 
monitoring and evaluation program.
This description would be in addition to 
the introductory statement and general 
investigational plan that are required 
under current regulations.
2. Safety Reports

FDA is proposing several 
amendments to the requirements for 
IND safety reports in § 312.32. FDA is

proposing to alter the period for 
submitting written safety reports, under 
§ 312.32(c)(l)(i) and (d)(3), from 10 
working days to 15 calendar days, and 
for submitting safety reports by 
telephone, under § 312.32(c)(2), from 3 
working days to 7 calendar days, FDA 
is also proposing to allow telephone 
safety reports to be made by facsimile 
transmission as well as orally by 
telephone. These changes will give 
sponsors additional time to gather 
appropriate data to help interpret the 
reports before submitting these reports. 
FDA believes the extended time period 
would be sufficient to alert the agency 
to potential safety problems, especially 
because of the new investigational 
reporting requirements the agency is 
proposing.

Proposed § 312.32(c) would also 
permit sponsors to submit IND safety 
reports to the agency by using FDA 
Form 3500A. If FDA determined that 
insufficient data were submitted on 
FDA Form 3500A, the agency could 
require additional narrative data to be 
submitted. As explained elsewhere in 
this proposal, this amendment is 
consistent with the proposal to use this 
form for postmarketing reporting of 
human ding and licensed biological 
product adverse experiences.

FDA is also proposing to amend the 
disclaimer contained in § 312.32(e) to 
emphasize that safety information 
submitted to FDA are not to be 
considered admissions of causation or 
liability. The proposal would substitute 
the word “part” for “section” so that the 
revised disclaimer would clearly apply 
to all safety information submitted 
under part 312. Summaries of such 
safety information would not constitute 
a statement or admission that there was 
a causal link between the administration 
of the drug and the subsequent adverse 
event.
3. Semiannual Reports

FDA is proposing to amend the 
periodic reporting requirements in 
§ 312.33 by adding, in addition to the 
annual report, a semiannual death and 
serious adverse experiences report. This 
change is intended to ensure that 
reports of deaths and other serious 
adverse experiences in all clinical 
studies are collected and reviewed in a 
timely and comprehensive manner, and 
that the possibility of drug relatedness 
is always considered.

Under current regulations, sponsors 
must report deaths and serious and 
unexpected adverse experiences within 
3 or 10 working days only if the events 
are associated with the use of the drug. 
“Associated with the use of the drug” is 
defined to mean that there is a



54052 Federal Register / Vol. 59, No. 207 / Thursday, October 27, 1994 / Proposed Rules

reasonable possibility that the 
experience may have been caused by the 
drug (see 312.32(a)). Deaths and a 
summary of serious adverse experiences 
that occur in a clinical trial that the 
sponsor concludes are not associated 
with use of the drug must be reported 
only in an IND annual report. The task 
force found that many adverse 
experiences occurring during the FIAU 
study that appear, in retrospect, to have 
been drug related were not reported in 
safety reports, although, at times, they 
were reported in the annual report as 
attributable to causes other than FIAU.

The proposed rule, therefore, would 
create a new “semiannual report” to 
require, among other things, the 
submission of reports of all deaths, 
serious adverse experiences, and study 
discontinuations resulting from an 
adverse experience, whether expected 
or unexpected and whether or not there 
was thought to be a possibility that the 
death or adverse experience was caused 
by the drug. In these twice yearly 
reports, sponsors would also report all 
deaths and serious adverse experiences 
that occurred during the trial or within 
the prescribed followup period. The 
report would include data not only from 
studies conducted under the IND, but 
also data from all premarketing studies 
of the drug conducted worldwide, with 
an analysis of all unexpected deaths, 
serious adverse experiences, and study 
discontinuations thought to be related to 
the study drug from foreign 
postmarketing clinical trials and from 
foreign postmarketing spontaneous or 
required reporting systems. Serious 
adverse events should include 
laboratory changes that result in 
discontinuation or that are identified in 
the study protocol as reportable events. 
Sponsors would present these data both 
for the 6-month reporting interval and 
cumulatively, and submit an analysis of 
the data. The agency would expect the 
analysis to conform generally to the 
evaluation of deaths, serious adverse 
experiences, and discontinuations in the 
section entitled “Integrated Summary of 
Safety Information” in FDA’s 
“Guideline for the Format and Content 
of the Clinical and Statistical Sections of 
New Drug Applications.” FDA also 
recommends that the sponsor employ, 
in preparing the analysis, at least one 
individual who had no involvement in 
conducting the clinical study. The 
proposal would also require a sponsor 
to conduct a “worst-case” analysis of 
the safety data, presuming that observed 
adverse events were the result of 
toxicity from the investigational drug, 
and then attempt to refute this 
presumption, with appropriate data and

evaluations (task force report at 59). The 
analysis should include estimates of the 
rate of an analyzed event occurring 
spontaneously in the population and 
specific analyses of cases.

The sponsor would submit the 
semiannual report for the 6-month 
period following the day the IND goes 
into effect, and for each 6-month period 
thereafter, until the end of the followup 
period specified in the protocol. The 
report would be due within 60 days of 
the end of the reporting period. The 
semiannual safety report that is due 
during the same period as the annual 
report would be submitted with the 
annual report.

The task force recommended (task 
force report at 59) that FDA require the 
submission of all available autopsy 
reports and medical reports concerning 
all deaths reported in these semiannual 
reports, because, in at least one instance 
during the FIAU study, the cause of 
death originally reported was not fully 
consistent with the autopsy and 
terminal medical reports later obtained 
for that subject. Proposed § 312.33(b)(2) 
would require the submission of these 
reports and would require the sponsor 
to clarify any inconsistencies between 
these reports and the cause of death 
reported to FDA by the sponsor. FDA is 
proposing this requirement to help 
ensure that reports covering deaths 
submitted to the agency are complete 
and accurate.

Under proposed § 312.33(b)(3), at the 
request of the sponsor, or on its own 
initiative, FDA may modify certain 
semiannual reporting requirements 
where, for example, the clinical study 
endpoint is mortality or where the study 
is blinded and full compliance with the 
reporting requirement would require 
breaking the blind. FDA is proposing 
this provision because studies vary 
concerning the nature and seriousness 
of the disease to be treated, the number 
of subjects exposed to the drug, and the 
general pace at which the drug’s 
development proceeds.
4. Special Safety Summary

In new § 312.37(a), FDA also proposes 
an additional mechanism to allow the 
agency to obtain safety data on 
investigational drugs and summaries of 
these data not otherwise obtained 
through other reporting requirements if, 
and when, these data are necessary. 
Most investigational drugs do not 
present unusual safety concerns, so that 
the safety data contained in the 6-month 
and annual reports, as well as the IND 
safety reports submitted under § 312.32, 
would provide adequate information to 
allow FDA to observe drug safety. Some 
drugs, however, may raise significant

safety concerns either anticipated or 
unanticipated, so that more 
comprehensive data on events that do 
not meet the definition of a serious 
adverse reaction as well as those that do 
are needed. Events that might trigger 
this heightened scrutiny include agency 
experience with similar drugs, animal 
toxicity study results, and information 
derived from IND safety, annual, or 
semiannual reports. As recommended 
by the task force (task force report at 59 
and 60), the proposed regulation is 
drafted in general language to allow the 
agency, in consultation with the 
sponsor, flexibility in determining when 
a report should be required and what 
information it should contain. This 
flexibility is considered necessary 
because the specifics of the safety 
summary may vary from study to study. 
FDA anticipates that the safety summary 
will generally not only contain the 
results of the cumulative analysis of 
deaths and serious adverse experiences 
contained in the 6-month report, but 
also an analysis of related events of 
lesser seriousness.

Although the task force recommended 
that FDA require safety summaries 
unless an exemption had been granted 
to the sponsor, FDA is proposing to 
require safety summaries only for those 
studies or products where the agency 
has determined that a specific need for 
them exists. FDA would generally 
expect safety summaries to be submitted 
within 30 days after they are requested; 
however, the agency recognizes that in 
cases where large amounts of data are 
required to be summarized and those 
data are not readily available or easily 
summarized, a longer period of time 
may be necessary to prepare the 
summary.
5. Final Clinical Study Report

Information about FIAU risks and 
benefits that the sponsor might have 
derived from the process of collecting 
and analyzing study results was delayed 
or never developed because final reports 
were not required for the earlier clinical 
studies of FIAU and FIAC (a closely 
related nucleoside analog). Thus, FDA is 
proposing in § 312.37(b) to require 
sponsors to submit, when required by 
FDA, a final report or study summary of 
a clinical study. FDA anticipates that 
final reports usually will not be 
necessary. Instituting requirements for 
semiannual reporting of deaths, serious 
adverse experiences, and 
discontinuations, and for 
summarization of all safety data will 
largely fulfill the need for more careful 
monitoring and analysis of potential 
drug toxicity during drug testing. In 
some cases, however, it may still be
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valuable to have available an analysis of 
the results of particular trials; e.g., to 
provide data on the likely effectiveness 
of a drug for purposes of weighing risks 
against likely benefits to study subjects. 
The proposal wouldrequire final clinical 
study reports to be submitted within 90 
days of a request from FDA, but 
provides for exceptions under 
extraordinary circumstances.
6..Clinical Holds

Section 312.42 currently allows FDA 
to delay a proposed clinical 
investigation or to suspend an ongoing 
investigation under certain 
circumstances. Under the proposal, FDA 
would amend § 312.42 to allow the 

, agency to place an investigation on 
clinical hold if the sponsor fails to 
submit a special safety summary or final 
clinical study report. If the same or a 
closely related drug is the subject of a 
concurrent investigation, conducted by 
the same sponsor, proposed 
§312.42(b)(l)(v) would require safety 
summaries from all investigations or the 
agency could place any of the 
investigations on clinical hold. FDA 
believes this is appropriate because data 
from all studies involving the drug or 
closely related drugs may help FDA 
evaluate the safety of each study.
7. Termination

FDA is also proposing in 
§ 312.44(b)(l)(viii) to amend the 
regulations regarding termination so 
that failure to submit a semiannual 
report would be grounds for terminating 
an IND. Failure to submit an annual 
report is already grounds for terminating 
an IND, and FDA is aware of no reason 
why semiannual and annual reports 
should be treated differently in this 
matter.

FDA consider^ that failure to 
implement an adequate safety 
monitoring and evaluation program, as 
described in proposed 21 CFR 312.56(c), 
would be grounds for either a clinical 
hold under § 312.42 or a termination of 
the IND under § 312.44, since failure to 
have a program in place would mean 
that “[hjuman subjects are or would be 
exposed to an unreasonable and 
significant risk of illness or injury,” 
which is currently grounds for either a 
clinical hold or termination.
8. Review of Ongoing Investigations

FDA is also proposing to amend 
§ 312.64(b) to require investigators to 
submit safety data to sponsors necessary 
to allow sponsors to comply with the 
other proposed safety reporting 
requirements, such as the proposed 
semiannual report. The proposed 
amendment would require the

investigator to comply with safety 
reporting requirements established in 
the protocol for the study. Current 
§ 312.64(b) requires investigators to 
report adverse effects if they may 
reasonably be regarded as caused by, or 
probably caused by, the drug. If the 
adverse effects are alarming, they are to 
be reported to the sponsor immediately. 
These provisions are being retained as 
minimal requirements which must be 
met, even if the protocol does not 
require the events to be reported.
G. Written Procedures fo r  M onitoring 
A dverse Experiences

FDA is also proposing to amend 
§§ 310.305(a) and 314.80(b) for 
marketed human drug products and 
§ 600.80(b) for licensed biological 
products to require applicants or 
manufacturers, packers, and distributors 
to develop written procedures for the 
surveillance, receipt, evaluation, and 
reporting of adverse experiences to 
FDA. This requirement would improve 
postmarketing surveillance by 
applicants or manufacturers and would 
enhance an applicant’s or 
manufacturer’s ability to evaluate and 
report adverse experiences to the 
agency. FDA believes that this provision 
would not impose a new burden on 
applicants and manufacturers, because 
it codifies a practice that is already 
customary and usual in the 
pharmaceutical industry for handling 
adverse experiences. Based on field 
inspections, FDA is aware that many 
manufacturers already have written 
procedures for the receipt, evaluation, 
and reporting of adverse experiences to 
FDA. The agency also notes that the 
current good manufacturing practice 
(CGMP) regulations for finished 
pharmaceuticals, which apply to 
manufacturers of all marketed humafr 
drug and biological products, require 
written procedures describing the 
handling of all written and oral 
complaints regarding a drug product (21 
CFR 211.198).

Furthermore, the agency’s “Guideline 
For Postmarketing Reporting of Adverse 
Drug Experiences” (Ref. 4), which 
provides guidance on adverse drug 
experiences reported under §§ 310.305 
and 314.80, states (at page 17) that:

Each applicant should develop 
standardized, formal procedures for the 
surveillance, receipt, evaluation, and 
reporting of ADE’s to FDA. * * * All 
applicants should develop procedures that 
allow expedited adverse experience report 
handling, and the applicant should keep on 
file documentation of due diligence.

Elsewhere in this issue of the Federal 
Register FDA is announcing the 
availability of a guideline entitled 
“Guideline for Adverse Experience

Reporting for Licensed Biological 
Products.” This guideline discusses the 
reports required by § 600.80 and 
provides guidance concerning 
appropriate means of meeting the 
reporting requirements.
H. Resubm ission o f Reports R eceived  
From FDA

Under the Med Watch program, FDA 
will transmit reports of spontaneously 
reported serious adverse experiences 
received by the agency to the applicant, 
manufacturer, packer, or distributor (as 
appropriate) on an expedited basis. 
Consequently, FDA is proposing to 
revise §§ 310.305(c), 314.80(b), and 
600.80(b) to state that applicants or 
manufacturers, packers, and distributors 
should not resubmit to the agency 
reports of adverse experiences that the 
agency has forwarded to them. In 
addition, FDA is proposing to revise 
§§314.80(c)(l)(i) and 600.80(c)(l)(i) to 
remove the phrase “regardless of 
source” from the description of which 
adverse experiences are reported to 
FDA. These revisions are intended to 
reduce duplicate reporting of adverse 
experiences to the agency, consistent 
with the reporting instructions in new 
FDA Form 3500A. FDA notes, however, 
that applicants or manufacturers, 
packers, and distributors receiving 
reports forwarded to them by FDA are 
required to handle these reports as they 
would any others and that followup, if 
obtained, is to be sent to the agency as 
specified in the regulation. These 
followup reports should be included, 
where appropriate, in the postmarketing 
adverse experience periodic report.

FDA is also proposing that applicants 
and licensed manufacturers incorporate 
into any safety analysis (i.e., periodic 
reports, increased frequency reports) the 
expedited reports received from FDA, 
whether or not additional followup 
information was obtained, and any 
information received through Freedom 
of Information requests.
I. Other Revisions to the Reporting 
Requirem ents

FDA is proposing to remove 
§§ 314.80(c)(2)(iii) and 600.80(c)(2)(iii). 
These paragraphs state that periodic 
reporting for non-15-day Alert reports 
does not apply to adverse drug 
experience information obtained from 
postmarketing studies and reports in the 
scientific literature and from foreign 
marketing experience. FDA is proposing 
to remove these paragraphs because this 
information would now be required 
under the proposed revisions to the 
contents of a periodic report.

Current regulations, at 
§ 314.80(c)(l)(ii), require applicants and,
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at § 600,8Q(c)(l)ii), licensed 
manufacturers to “review periodically 
(at least as often as the periodic 
reporting cycleJ” the frequency of 
reports of adverse experiences and 
report any significant increase in 
frequency to FDA. Similarly, current 
§ 310.305(c)(4) requires manufacturers, 
packers,and distributors to “review 
periodically (at least once each year)’* 
the frequency of reports of adverse 
experiences and report any significant 
increase in frequency to FDA. In order 
to provide consistency with the 
proposed semiaimual reporting 
requirements for periodic adverse 
experience reports under §§ 314.80 and 
600.80, FDA is proposing to amend 
§ 310*.305 to require manufacturers, 
packers, and distributors to review 
periodically, at least twice each year, 
the frequency of adverse experience 
reports for the purposes of making 
increased frequency reports to FDA.

FDA is also proposing to amend 
§§ 310.305(c) and 314.80(c) by 
reorganizing, renumbering, and retitling 
the paragraphs in these sections to 
distinguish between postmarketing 1 5 - 
day Alert reports, followups to 
postmarketing 15-day Alert reports, and 
increased frequency reports. The 
proposed amendments would also 
distinguish between the reposting 
intervals for postmarketing 15-day Alert 
reports and the revised intervals 
proposed for postmarketing periodic 
reports^

FDA is also proposing to amend 
§§ 310.305(c)(1) through (cl(4) and 
314.80(cKlJ(i), through (e)(l)Civ) to alter 
the period for submitting postmarketing 
“15-day" Alert reports from 15 working 
days to 15 calendar days. This change 
should decrease misunderstandings 
with the reporting requirements as all 
timeframes would now be stated in 
terms of calendas days. In addition, this 
change would increase consistency 
between the premarketing and 
postmarketing reporting requirements.

FDA is also proposing to amend 
§§ 310.305(c)(2), 314.a0(c)(l)(iih and 
600.80(c)(l)(ii) to require applicants or 
manufacturers, packers, and distributors 
who have been unable to obtain 
additional information about adverse 
experiences that axe the subject of 
postmarketing 15-day Alert reports to 
maintain records of their attempts to 
seek additional information. These 
proposed revisions will help ensure that 
applicants or manufacturers are making 
good faith efforts to investigate adverse 
experiences that are the subject of 
postmarketing 15-day Alert reports.

Finally, FDA is proposing to amend 
§§ 310.305(d)(3)(ii) and 314.8Q(fK3](n) 
to instruct applicants or manufacturers,

packers« and distributors that, before 
using an alternative reporting form 
instead of FDA Form 3500A, they must 
obtain approval from MedWatch: The 
FDA Medical Products Reporting 
Program, 5600 Fishers Lane, Rockville, 
MD 20852-9787. Current regulations 
require prior approval from the Division 
of Epidemiology and Surveillance for 
human drug products.
/. Distribution R eports

As stated earlier, the proposed rule 
would change the reporting interval for 
licensed biological product distribution 
reports to be consistent with the 
suggested CIQMS standardized 
reporting period for postmarketing 
adverse drug experience periodic 
reports. Licensed biological product 
distribution reports would be based cm 
the international birth date and data, 
lock-point. The proposal would also 
remove § 600.81 and move the 
regulatory requirements for Licensed! 
biological product distribution reports 
to § 600.80(c)(3).
K. M ultiple R eports

FDA is proposing to amend 
§ 600.80(g) concerning multiple reports 
by adding information pertaining to a 
licensed biological product for which a 
licensed manufacturer holds more than 
one biological product license. This 
revision would be consistent with the 
requirements in §314.80(g).
L  G uidelines

FDA is proposing to amend 
§§ 314.80(0 and 600.80(0 to indicate 
where guidelines for the submission of 
adverse experience reports may be 
obtained. In addition, FDA is adding 
this information in § 3 10.305(g) for the 
submission of adverse experience 
reports for prescription drugs without 
an approved application. For human 
drug products, the guidelines may be 
obtained from the CDER Executive 
Secretariat Staff (HFD-8), Center for 
Drug Evaluation and Research, Food 
and Drug Administration, 7500 Standish 
PL, Rockville, MD 20855, and for 
licensed biological products from the 
Congressional and Consumer Affairs 
Branch (HFM-12), Center for Biologies 
Evaluation and Research, Food and 
Drug Administration, 1401 Rockville 
Pike, suite 200N, Rockville, MD 20852- 
1448. -
M. P roposed im plem entation S chem e

FDA proposes that any final rule that 
may issue based on this proposal 
become effective 30 days after its date 
of publication in the Federal Register. 
All applications for human drug or 
licensed biological products approved

on or after the effective date of any final 
regulation would be subject to the 
periodic reporting time periods based 
on the international birth date. All 
human drug and licensed biological 
product applications approved before 
the effective date of any final regulation 
would use the U.S. approval date as the 
international birth date.

III. Request for Comments
Interested persons may, on or before 

January 25,1995, submit to the Dockets 
Management Branch (address above) 
written comments regarding this 
proposal. Two copies of any comments 
are to be submitted, except that 
individuals may submit one copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heeding of this document. Received 
comments may be seen in the office 
above between 9  a.m. and 4 p m , 
Monday through Friday.

IV. Environmental Impact
The agency has determined under 21 

CFR 25.24(a)(8) that this action is of a 
type that does not individually or 
cumulatively have a significant effect on 
the human environment. Therefore, 
neither an environmental assessment 
nor an environmental impact statement 
is required.

V. Analysis of Impacts
FDA has examined the impacts of the 

proposed rule under Executive Order 
12866 and the Regulatory Flexibility Act 
(Pub. L. 96-354). Executive Order 12866 
directs agencies to assess all costs and 
benefits of available regulatory 
alternatives and, when regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety 
and other advantages; distributive 
impacts; and equity). The agency 
believes that this proposed rule is 
consistent with the regulatory 
philosophy and principles identified m 
the Executive Order. In addition, the 
proposed rule is not a significant 
regulatory action as defined by the 
Executive Order and so is not subject to 
review under the Executive Order.

The economic costs imposed on the 
industry as a result of this proposed rule 
are the costs associated with reporting 
deaths, serious adverse experiences, or 
clinical study discontinuations. 
Reporting burdens on the industry 
resulting from FDA regulations are 
analyzed under the Paperwork 
Reduction Act of 1980. Based on an 
estimated total of 480,602 annual 
burden hours, FDA has estimated that
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the total annual reporting cost to the 
industry as a result of this proposed rule 
would be $ 24,030,100 (the estimated 
per hour cost to the industry is $ 50).
In addition, the rule may increase 
certain nonpaperwork activities. For 
example, added costs may result i f  the 
formal control groups suggested in 
§312.23 (a) (6)(iii)(i) prompts additional 
clinical trial control arms, or if  the 
implementation of the followup plan 
required in § 312.23(a)(6)(iii)(k) 
provokes more elaborate monitoring 
procedures. At this time, FDA cannot 
predict the extent of these actions, but 
welcomes public comment on issues 
regarding the scope or cost of these 
activities.

The Regulatory Flexibility Act 
requires agencies to analyze regulatory 
options that would minimize any 
significant impact of a rule on small 
entities. The agency certifies that the 
proposed rule w ill not have a significant 
economic impact on a substantial 
number of small entities. Therefore, 
under the Regulatory Flexibility Act, no 
further analysis is required.

VI. Paperwork Reduction Act of 1980
This proposed rule contains 

information collection requirements 
which are subject to review by the 
Office of Management and Budget 
(OMB) under the Paperwork Reduction 
Act of 1980. The title, description, and 
respondents of the information 
collection requirements are shown 
below.

Title: Adverse Experience Reporting 
Requirements For Human Drug and- 
Licensed Biological Products.

D escription : FDA is proposing to 
amend its current adverse experience 
reporting requirements to replace 
current Form FD A -1639 with new FDA 
Form 3500A ; to revise certain 
definitions and reporting periods and 
formats; to require applicants or 
manufacturers, packers, and distributors 
to develop written procedures for 
iponitoring and reporting adverse 
experiences; and to make other 
revisions to provide uniformity to the 
reporting regulations. These changes 
would sim plify and facilitate the 
reporting of adverse events and product 
problems under a single form and help 
harmonize international adverse event 
reporting requirements. In addition,
FDA is proposing to amend the sponsor 
reporting requirements in  part 312.

D escription  o f  R espon den ts : 
Businesses or other for profit and small 
businesses or organizations.

The burden hours for §§ 310.305 and 
314.80 are approved under OMB 
information collection number 0 9 1 0 -  
0230. The burden hours for § 600.80 
have been submitted to OMB for 
approval and can be found elsewhere in 
this issue of the Federal Register. FDA 
estimates no change in the burden hours 
that have already been approved. OMB 
has approved use of the new form, 
under OMB information collection 
number 0910—0291, through December 
1994. The new recordkeeping

requirements under § 310.305(c)(2), 
314 .80(c j(l)(ii) , and 600.80(c)(l)(ii), that 
applicants or manufacturers, packers, 
and distributors maintain records of 
unsuccessful attempts to obtain 
additional followup information on 15- 
day “Alert reports,” would be negligible 
and would result in  no change in the 
burden hours that have already been 
approved.

The new requirements under 
§§ 310.305(a), 314.80(b), and 600.80(b), 
that applicants or manufacturers, 
packers, and distributors develop 
written procedures for the surveillance, 
receipt, evaluation, and reporting of 
adverse experiences, would not impose 
a new burden because they codify a 
practice that is already customary and 
usual in the pharmaceutical industry for 
handling adverse experiences.

The more extensive list of contents for 
the periodic postmarketing adverse 
experience report, in  proposed 
§§ 314.80(c)(2)(ii) and 600.80(c)(2)(ii), 
would result in an increased reporting 
burden on the industry. As indicated in 
the accompanying chart, the proposed 
periodic reporting requirements would 
require, on an average, 19 additional 
hours for respondents to prepare.

The proposal would also increase the 
reporting requirements for sponsors 
under part 312. As indicated in the 
accompanying chart,'the proposed 
amendments to part 312 would result in 
an increase of 167,900 burden hours on 
the industry.

E stim a ted  T otal Annual R e p o r tin g  B urden

Section Number of 
respondents

Responses
per

respondent
Total annual 
responses

Hours per re­
sponse Total hours

312.23(a)(3) and (a)(6)........... .................................. 1,623 1 1,623 4 6,492
312.33(b) ................................ 1,517 2.6 3,944 40 157,760
312.37(a) ............................ 152 1 152 16 2,432
312.37(b) ............................... . 152 1 152 8 1,216
314.80(c)(2) .......................... 528 30.50 16,106 19 306,014
600.80(c)(2) .............. ......... ....... 63 5.58 352 19 6,688

Total :............................... 480,602

As required by section 3504(h) of the 
Paperwork Reduction Act of 1980, FDA 
has submitted a copy of this proposed 
rule to OMB for its review of these 
information collection requirements. 
Other organizations and individuals 
desiring to submit comments regarding 
the burden estimate or any aspects of 
these information collection 
requirements, including suggestions for 
reducing the burden, should direct them 
to FDA’s Dockets Management Branch 
(address above) and to the Office of 
Information and Regulatory Affairs,

OMB, rm. 3208, New Executive Office 
Bldg., Washington, DC 20503, Attn: 
Desk Officer for FDA.

VII. References

The following references have been 
placed on display in the Dockets 
Management Branch (address above) 
and may be seen by interested persons 
between 9 a.m. to 4 p.m., Monday 
through Friday.

1. “International Reporting of Adverse 
Drug Reactions,” Final Report of the CIOMS 
Working Group, 1990.

2. “International Reporting of Periodic 
Drug Safety Update Summaries,” Final 
Report of the CIOMS Working Group II, i992.

3. “Fialuridine: Hepatic and Pancreatic 
Toxicity,” FDA Task Force Report, November 
12,1993.

4. “Guideline for Postmarketing Reporting 
of Adverse Drug Experiences,” FDA, Center 
fpr Drug Evaluation and Research, March 
1992.
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List of Subjects 
21 CFR Part 20

Confidential business information, 
Courts, Freedom of information, 
Government employees.
21 CFR Part 310

Administrative practice and 
procedure, Drugs, Labeling, Medical 
devices, Reporting and recordkeeping 
requirements.
21 CFR Part 312

Drugs, Exports, Imports, 
Investigations, Labeling, Medical 
research. Reporting and recordkeeping 
requirements, Safety.
21 CFR Part 314

Administrative practice and 
procedure, Confidential business 
information * Drugs, Reporting and 
recordkeeping requirements;
21 CFR Part 600

Biologies, Reporting and 
recordkeeping requirements.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act, the Public 
Health Service Act, and raider authority 
delegated to the Commissioner of Food 
and Drugs, it is proposed that 21 CFR 
parts 20, 310,312 ,314, and 600 be 
amended as follows:

PART 20—PUBLIC INFORMATION

1. The authority citation*for 21 CFR 
part 20 continues to read as follows:

Authority: Secs. 201-903 of the Federal 
Food, Drug, and Cosmetic Act C21 U.S.C. 
321-393); secs. 301, 302, 303, 307, 310,311, 
351 ,352 ,354-360F, 361,362,1701-1706, 
2101 of the Public Health Service Act (42 
U.S.C. 241, 242, 242a, 2421, 242n, 243, 262, 
263, 263b-263n, 264, 265, 300u-300u-5, 
300aa-li; 5 U.S.C. 552; 18 U.S.C. 1905.

1 20.112 [Amended]
2. Section 20.112 Voluntary drug 

experience reports subm itted by  
physicians and hospitals is amended in 
paragraph (a) by removing the words 
“Form FDA-1639” and adding in their 
place “FDA Form 3500”.

PART 310—NEW DRUGS

3. The authority citation for 21 CFR 
part 310 continues to read as follows:

Authority: Secs. 201 ,3Ô1, 501,502, 503, 
505, 506., 507, 512-516,520, 601(a), 701,704, 
705, 721 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 321, 331, 351, 352, 
353, 355, 356, 357, 360b-360f, 360j, 361(a), 
371, 374, 375, 379e); secs. 215, 301, 302(a), 
351, 354-360F of the Public Health Service 
Act (42 U.S.C. 216, 241, 242(a), 262, 263b- 
263n).

4. Section. 310.305 is amended by 
adding a new sentence at the end of the 
concluding text of paragraph (ah by 
revising paragraphs (b), (c), (d)(3)(ii), 
and (d)(4); by removing in paragraph 
(d)(1) the words “Form FDA-1639 
(Adverse Reaction Report}” and adding 
in their place “FDA Form 35QQA”;.by 
removing in paragraph (d)(2), the 
introductory text of paragraph (d)(3),, 
and paragraph (d)(3)(i) the words “Form 
FDA-1639” and adding in their place 
“FDA Form 35QQA”;by removing in 
paragraph (f)(1) the words “paragraph 
(c)(5)” and adding in their place the 
words “paragraph (c)(4)”; and by 
redesignating paragraph (g) as paragraph
(h) and by adding new paragraph (g) to 
read as follows;

§ 310.305 Records and reports concerning 
adverse drug, experiences on marketed 
prescription drugs for human use without 
approved1 new drug applications.

(a) * * * Manufacturers, packers, and 
distributors shall also develop written 
procedures for the surveillance, receipt, 
evaluation, and reporting of adverse 
drug experiences to FDA.

(d) D efinitions. The following 
definitions of terms apply to this 
section:

(1) FDA means the Food and Drug 
Administration.

(2) A dverse drug experience means 
any adverse event associated with the 
use of a drug in humans, whether or not 
considered drug related, including the 
following: An adverse event pccurring 
in the course of the use of a drug 
product in professional practice; an 
adverse event occurring from drug 
overdose; an adverse event occurring 
from drug withdrawal; and any failure 
of expected pharmacological action.

(3) D isability m eans a substantial 
disruption of a person's ability to carry 
out normal life functions.

(4) Increased frequ ency  means an 
increase in the rate of occurrence of a 
particular adverse drug experience, e.g., 
an increased number of reports of 
particular adverse drug experience after 
appropriate adjustment for drug 
exposure.

(5) Life-threatening  means that the 
patient was, in the view of the initial 
reporter, at immediate risk of death from 
the adverse drug experience as it 
occurred. It does not include an adverse 
drug experience that, had it occurred in 
a more serious form, might have caused 
death. For example, product-induced 
hepatitis that resolved without evidence 
of hepatic failure would not be 
considered life-threatening even though 
hepatitis of a more severe nature can be 
fataL Similarly, an allergic reaction 
resulting in angioedema of the face

would not be life-threatening, although 
angioedema of the larynx, allergic 
bronchospasm , or anaphylaxis, can be 
fatal.

(6) Serious means an adverse drug 
experience occurring at any dose that is 
fatal or life-threatening, results in 
persistent or significant disability/ 
incapacity, requires or prolongs 
inpatient hospitalization, necessitates 
medical or surgical intervention to 
preclude permanent impairment of a 
body function or permanent damage to 
a body structure, or is a congenital 
anomaly.

(7) U nexpected  means an adverse 
drug experience that is not listed in the 
current labeling for the drug product 
and includes an event that may be 
symptomatically and:
pathophysiologically related to an event 
listed in the labeling, but differs from 
the event because of greater severity or 
specificity. For example, under this 
definition, hepatic necrosis would be 
unexpected (by virtue erf greater 
severity) if the labeling only referred to 
elevated hepatitic enzymes or hepatitis. 
Similarly, cerebral thromboembolism 
and cerebral vasculitis would be 
unexpected (by virtue of greater 
specificity) if the labeling only listed 
cerebral vascular accidents.

(c) Reporting requirem ents. Each 
person identified in paragraph fclflj of 
this section shall report to FDA adverse 
drug experience information' as 
described in this section and shall 
submit one copy of each report to the 
Division of Epidemiology and 
Surveillance (HFD-730), Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857.

(1) Postm arketing 15-D ay “Alert 
reports”, (i) Any person whose name 
appears on the label of a marketed 
prescription drug product as its 
manufacturer, packer, or distributor 
shall report to FDA each adverse drug 
experience received or otherwise 
obtained that is both serious and 
unexpected as soon as possible, but in 
any case, within 15 calendar days of 
initial receipt of the information. Each 
report shall be accompanied1 by a copy 
of the current labeling for the drug 
product.

(ii) A person identified in paragraph 
(c)(1) (if of this section is  not required to 
submit a 15-day “Alert report” for an 
adverse drug experience obtained from 
a postmarketing study (whether or not 
conducted under an investigational new 
drug application) unless the applicant 
concludes that there is a reasonable 
possibility that the drug caused the. 
adverse experience.
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(2) Postm arketing 15-Day “Alert 
reports”—follow up. Each person 
identified in paragraph (c)(l)(i) of this 
section shall promptly investigate all 
serious, unexpected adverse drug 
experiences that are the subject of these 
15-day postmarketing Alert reports and ' 
shall submit followup reports within 15 
calendar days of receipt of new 
information or as requested by FDA. If 
additional information is not obtainable, 
records should be maintained of the 
unsuccessful steps taken to seek 
additional information.

(3) Increased frequ en cy report. Each 
person identified in paragraph (c)(l)(i) 
of this section shall review periodically 
(at least twice each year) the frequency 
of reports of adverse drug experiences 
that are both serious and expected and 
reports of therapeutic failure (lack of 
effect), received or otherwise obtained, 
and report any significant increase in 
frequency as soon as possible, but in 
any case within 15 calendar days of 
determining that a significant increase 
in frequency exists. Reports of a 
significant increase in frequency are 
required to be submitted in narrative 
form (including the time period on 
which the increased frequency is based, 
the method of analysis, and the 
interpretation of the results) rather than 
using FDA Form 3500A.

(4) Submission o f  reports. In order to 
avoid unnecessary duplication in the 
submission of, and followup to, reports 
required in this section, including 
reports required by paragraph (c)(3) of 
this section, a packer’s or distributor’s 
obligations may be met by submission of 
all reports of serious adverse drug 
experiences to the manufacturer of the 
drug product. If a packer or distributor 
elects to submit these adverse drug 
experience reports to the manufacturer 
rather than to FDA, it shall submit each 
report to the manufacturer within. 3 
calendar days of its receipt by the 
packer or distributor, and the 
manufacturer shall then comply with 
the. requirements of this section even if 
its name does not appear on the label of 
the drug product. Under this 
circumstance, the packer or distributor 
shall maintain a record of this action 
which shall include:

(i) A copy of each drug experience 
report.

(ii) Date the report was received by 
the packer dr distributor.

(iii) Date the report was submitted to 
the manufacturer.

(iv) Name and address of the 
manufacturer.

(5) Each report submitted to FDA 
under this section shall bear prominent 
identification as to its contents, i.e., “ 15- 
day Alert report,” “15-day Alert
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report—followup,” or “Increased 
frequency report.”

(6) A person identified in paragraph 
(c)(l)(i) of this section should not 
resubmit to FDA reports forwarded to 
that person by FDA; however, all 
followup information must be submitted 
to FDA.

(d)* * *
(3 )  *  * *
(ii) The format is agreed to in advance 

by MedWatch: The FDA Medical 
Products Reporting Program.

(4) Ten copies or fewer of FDA Form 
3500A and/or a copy of the instructions 
for completing the form may be 
obtained from the Division of 
Epidemiology and Surveillance (HFD- 
730), Center for Drug Evaluation and 
Research, Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857. More than 10 
copies of the form may be obtained by 
writing to the Consolidated Forms and 
Publications Distribution Center, 
Washington Commerce Center, 3222 
Hubbard Rd., Landover, MD 20785.
* ★  fc ,* *

(g) Guideline. FDA has prepared 
under § 10.90(b) of this chapter a 
guideline for the submission of reports 
of adverse drug experiences and 
suggested followup investigation of 
reports. Copies of this guideline may be ~ 
obtained from the CDER Executive 
Secretariat Staff (HFD-8), Center for 
Drug Evaluation and Research, Food 
and Drug Administration, 7500 Standish 
PL, Rockville, MD 20855.
* * * * ★

PART 312—INVESTIGATIONAL NEW 
DRUG APPLICATION

5. The authority citation for 21 CFR 
part 312 continues to read as follows:

Authority: Secs. 201, 301, 501, 502, 503, 
505, 506, 507, 701 of the Federal Food, Chug, 
and Cosmetic Act (21 U.S.C. 321, 331, 351, 
352, 353, 355, 356, 357, 371); sec. 351 of the 
Public Health Service Act (42 U.S.C. 262).

6. Section 312.23 is amended by 
adding new paragraph (a)(3)(v) and 
paragraphs (a) (6)(iii)(/i) through
(a)(6)(iii)(k) to read as follows:

§ 312.23 IND content and format
(а) * * *
(3) * * *
(v) A description of the safety 

monitoring and evaluation program 
developed by the sponsor in order to 
evaluate safety data reported by 
investigators.
* * * * *

(б) * * *
(iii) * * *
(ii) A description of any adverse 

clinical or laboratory outcomes in the

1994 /  Proposed Rules 54057

study that are to be reported by the 
investigators to the sponsor 
immediately. This would ordinarily 
include any death, any life-threatening 
event, any serious event that might 
reflect potential toxicity, as suggested by 
preclinical data, laboratory values that 
exceed specified limits, or any markedly 
abnormal laboratory value. The 
identified events and abnormal 
laboratory values are to include those 
that focus attention on toxicity that may 
target the same organs and body systems 
as the underlying disease or 
concomitant medications for the 
disease. The events are to be reported to 
the sponsor even if they are potentially 
attributable to the patient’s underlying 
disease or to other medications the 
patient may have received. This section 
of the protocol shall include 
instructions for the investigator 
encountering such an event, such as 
reporting requirements, a 
remeasurement or challenge procedure, 
or discontinuation of the study drug.

(/) Sponsors should consider use of a 
formal control group (for example, 
placebo, active, documented historical) 
in studies that focus on safety when the 
underlying disease is likely to produce 
serious adverse events that might be 
confused with drug toxicity.

(/) The sponsor shall estimate the 
expected incidence of deaths and 
serious adverse experiences in the study 
population that may arise from the 
underlying disease or from medications 
used to treat the underlying disease. 
Deaths or serious adverse experiences 
that exceed these estimates would create 
a presumption that the events are 
associated with the use of the 
investigational drug.

[k] The sponsor shall determine and 
include in each protocol an appropriate 
followup period and appropriate 
followup procedures based on 
preclinical data, experience with other 
members of the drug class, the drug’s 
mechanism of action, and prior human 
experience. The sponsor shall include a 
brief description of the rationale used in 
selecting the followup period and 
procedures. The intensity of the 
followup may change with time; e.g., a 
full evaluation might be scheduled for 2 
weeks after the end of drug dosing, with 
a telephone followup at a later time. 
Ordinarily, in Phase 1 and 2 studies, 
there should be at least telephone 
followup for 3 months after drug dosing 
is completed, but alternative timeframes 
and procedures can be proposed by the 
sponsor. In some cases, available 
information may dictate followup 
periods longer than 3 months.
★  * * * *



54058 Federal Register / Vol. 59, No. 207 / Thursday, October 27, 1994 / Proposed Rules

7. Section 312.32 is amended in 
paragraph (a) by revising the second 
sentence in the definition for “Serious 
adverse experience,” paragraph (c)(l)(ij, 
the first sentence in paragraph (c)(2), 
paragraph (d)(3), and in paragraph (e) by 
removing the word “section” and 
replacing it with the word “part” to read 
as follows:

§312.32 IN D safety reports.
(a) * * *
Serious adverse experience * * * A 

serious adverse drug experience means 
an experience Occurring at any dose that 
is fatal or life-threatening, results in 
permanent or significant disability/ 
incapacity, requires or prolongs 
inpatient hospitalization, necessitates 
medical or surgical intervention to 
preclude permanent impairment of a 
body function or permanent damage to 
a body structure, or is a congenital 
anomaly. * * *
★  *  *  V *  *

(c) IND safety reports—(1) Written 
reports, (i) The sponsor shall notify FDA 
and all participating investigators in a 
written IND safety report of any adverse 
experience associated with use of the 
drug that is both serious and 
unexpected. This includes notification 
of any death or other serious adverse 
experience that exceeds the estimate of 
the expected incidence of deaths and 
serious adverse experiences required 
under § 312.23(a)(6)(iii)(;‘). Such 
notification shall be made as soon as 
possible and in no event later than 15 
calendar days after the sponsor’s initial 
receipt of the information. Each written 
notification may be submitted on FDA 
Form 3500A or in a narrative form and 
shall bear prominent identification of its 
contents, i.e., “IND Safety Report.” Each 
written notification to FDA shall be 
transmitted to the FDA division of the 
Center for Drug Evaluation and Research 
or the Center for Biologies Evaluation 
and Research that has responsibility for 
review of the IND. If FDA determines 
that insufficient data were submitted on 
FDA Form 3500A, the agency may 
require further narrative data to be 
submitted.
i t  i t  i t  i t  i t

(2) Telephone safety  reports. The 
sponsor shall also notify FDA by 
telephone, either orally or by facsimile 
transmission, of any unexpected fatal or 
life-threatening experience associated 
with the use of the drug no later than
7 calendar days after the sponsor’s 
initial receipt of the information. * * *
i t  i t  i t  i t  i t

(d) * * *
(3) If the results of a sponsor’s 

investigation show that an adverse

experience not initially determined to 
be reportable under paragraph (c) of this 
section is so reportable, the sponsor 
shall report such experience in a written 
safety report as soon as possible after 
the determination is made, but in no 
event longer than 15 calendar days.
i t  ^ it i t  i t  i t

8. Section 312.33 is revised to read as 
follows:

§ 312.33 Annual and semiannual reports.
(a) Annual reports. A sponsor shall 

within 60 days of the anniversary date 
that the IND went into effect, submit a 
brief report of the progress of the 
investigation that includes:

(1) Individual study inform ation. A 
brief summary of the status of each 
study in progress and each study 
completed during the previous year.
The summary is required to include the 
following information for each study:

(1) The title of the study (with any 
appropriate study identifiers such as 
protocol number), its purpose, a brief 
statement identifying the patient 
population, and a statement as to 
whether the study is completed.

(ii) The total number of subjects 
initially planned for inclusion in the 
study, the number entered into the 
study to date, the number whose 
participation in the study was 
completed as planned, and the number 
who dropped out of the study for any 
reason.

(iii) If the study has been completed, 
or if interim results are known, a brief 
description of any available study 
results.

(2) Summary inform ation.
Information obtained during the 
previous year’s clinical and nonclinical 
investigations, including:

(i) A narrative or tabular summary 
showing the most frequent and most 
serious adverse experiences by body 
system.

(ii) A summary of all IND safety 
reports submitted during the past year.

(iii) A list of subjects who died dining 
participation in the investigation, with 
the cause of death for each subject.

(iv) A list of subjects who dropped out 
during the course of the investigation in 
association with any adverse 
experience, whether or not thought to be 
drug related.

(v) A brief description of what, if 
anything, was obtained that is pertinent 
to an understanding of the drug’s 
actions, including, for example, 
information from controlled trials, and 
information about bioavailability.

(vi) A list of the preclinical studies 
(including animal studies) completed or 
in progress during the past year and a

summary of the major preclinical 
findings.

(vii) A summary of any significant 
manufacturing or microbiological 
changes made during the past year.

(3) A description of the general 
investigational plan for the coming year 
to replace that submitted 1 year earlier. 
The general investigational plan shall 
contain the information required under 
§ 312.23(a)(3)(iv).

(4) If the investigator brochure has 
been revised, a description of the 
revision and a copy of the new 
brochure.

(5) A description of any significant 
Phase 1 protocol modifications made 
during the previous year and not 
previously reported to the IND in a 
protocol amendment.

(6) A brief summary of significant 
foreign marketing developments with : 
the drug during the past year, such as 
approval of marketing in any country or 
withdrawal or suspension from 
marketing in any country .

(7) If desired by the sponsor, a log of 
any outstanding business with respect 
to the IND for which the sponsor 
requests or expects a reply, comment, or 
meeting.

(b) Sem iannual reports. A sponsor 
shall submit a report of the progress of 
the investigation with respect to safety 
issues for the 6-month period following 
the day the IND goes into effect, and for 
each 6-month period thereafter, until 
the end of the followup period specified 
in the protocol. The report shall be due 
Within 60 days of the end of the 
reporting period. The semiannual safety 
report that is due during the same 
period as the annual report required 
under paragraph (a) of this section shall 
be submitted with the annual report. 
These semiannual reports shall include:

(1) A summary and analysis of all 
deaths, all serious adverse experiences, 
and all study discontinuations resulting 
from an adverse experience that 
occurred during the study or within the 
prescribed followup period, whether the 
deaths or adverse experiences were 
expected or unexpected and whether or 
not there is thought to be a possibility 
that the death or adverse experience or 
study discontinuation was caused by 
the drug. This summary shall include 
data not only from studies conducted 
under the IND, but also data from all 
premarketing studies of the drug 
conducted worldwide, with an analysis 
of all unexpected deaths, serious 
adverse experiences, and study 
discontinuations thought to. be related to 
the study drug from foreign 
postmarketing clinical trials and from 
foreign postmarketing spontaneous or 
required reporting systems. For
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purposes of this section, serious adverse 
events shall include laboratory changes 
identified in the study protocol as 
reportable events or that result in 
discontinuation. The sponsor shall 
present in the summary both the data 
that accumulated during the reporting 
period and cumulatively. The sponsor 
shall also submit an analysis of the data 
that assumes that the investigational 
drug is responsible for the deaths, 
serious adverse experiences, and study 
discontinuations, and refute, as feasible, 
this presumption with appropriate data 
and evaluations. The expected 
incidence of deaths and serious adverse 
experiences in the study population that 
may arise from the underlying disease 
or from medications used to treat the 
underlying disease that was estimated 
in the protocol should be considered in 
this evaluation.

(2) All available autopsy reports and 
terminal medical reports concerning all 
deaths reported in this summary, with
a discussion of any inconsistencies 
between autopsy and medical reports 
and the cause of death reported to FDA 
by the sponsor.

(3) At the request of the sponsor, or 
on its own initiative, FDA may modify 
the requirements of paragraph (b) of this 
section. A sponsor requesting such a 
modification should submit to the 
division responsible for review of the 
IND a written request for modification 
and justification for such modification. 
FDA shall issue a written response to 
the sponsor either granting or denying, 
in whole or in part, the request for 
modification.
(Collection of information requirements 
approved by the Office of Management 
and Budget under control number 0910— 
001.4) :

9, Section 312.37 is added to read as 
follows:

§312.37 Special safety summary and final 
clinical study report.

(a) Special safety summary. Upon 
request of FDA, a sponsor shall prepare 
and submit special summaries of safety 
data regarding the investigational drug. 
These summaries may include safety 
data available to the sponsor from 
previous studies of the drug and of 
closely related drugs identified in 
consultation with FDA. Examples of 
types of events that may be requested to 
be summarized include, among others, 
deaths, serious adverse experiences, 
study discontinuations for safety 
reasons, patients who reach or exceed 
safety endpoints as defined in the 
protocol, and any unusual or extreme 
changes in study subjects. The special 
safety summary shall be submitted 
within 30 days after a request by the

agency unless the sponsor demonstrates 
that extraordinary circumstances 
warrant a later date and the agency has 
agreed to that later date.

(b) Final clin ical study report. Upon 
request by FDA, a sponsor shall submit 
a final report on a clinical study. The 
final report shall be submitted within 90 
calendar days after a request by the 
agency unless the sponsor demonstrates 
that extraordinary circumstances 
warrant a later date and the agency has 
agreed to that later date.

10. Section 312.42 is amended by 
adding paragraph (b)(l)(v) to read as 
follows:

§ 312.42 Clinical holds and requests for 
modification.
* * * * *

(b) * * *
(1) * * *
(v) The sponsor has failed to submit 

a special safety summary or final 
clinical study report, as required by 
§ 312.37, for the drug that is the subject 
of the investigation. This provision 
applies to special safety summaries and 
final clinical study reports from other 
investigations on the same drug and 
special safety summaries and final 
clinical study reports requested by FDA 
for investigations on closely related 
drugs conducted by the sponsor.
* * * * * .

11. Section 312.44 is amended by 
revising paragraph (b)(l)(viii) to read as 
follows:

§312.44 Termination. 
* * * * *

Cb) * * *
(1) * * *
(viii) The sponsor fails to submit an 

accurate and timely annual or 
semiannual safety report of the 
investigations in accordance with 
§312.33.
* * * * *

12. Section 312.56 is amended by 
revising paragraph (c) to read as follows:

§ 312.56 Review of ongoing investigations.
*  *  *  *  i t

(c) Before the initiation of clinical- 
studies, the sponsor shall develop a 
safety monitoring and evaluation 
program to evaluate safety data reported 
by the investigator(s). The sponsor shall 
review and evaluate the evidence 
relating to the safety and effectiveness of 
the drug as it is obtained from the 
investigator(s). The sponsor shall make 
such reports to FDA regarding 
information relevant to the safety of the 
drug as required under §§312.32 and 
312.37. The sponsor shall make annual

and semiannual safety reports in 
accordance with § 312.33.
*  *  *  i t  *

13. Section 312.64 is amended by 
adding two sentences at the end of 
paragraph (b) to read as follows:

§ 312.64 Investigator reports.
* * * * *

(b) * * * An investigator shall report 
to the sponsor all adverse clinical and 
laboratory outcomes that are required to 
be reported under the protocol for the 
study. These reports shall be made 
within the time period specified within 
the protocol.
*  *  *  *  i t

PART 314—APPLICATIONS FOR FDA 
APPROVAL TO MARKET A NEW DRUG 
OR AN ANTIBIOTIC DRUG

14. The authority citation for 21 CFR 
part 314 continues to read as follows:

Authority: Secs. 201, 301, 501, 502, 503, 
505, 506, 507, 701, 704, 721 of the Federal 
Food, Drug, and,Cosmetic Act (21 U.S.C. 321, 
331,351,352 ,353 ,355 ,356 , 357,371, 374, 
379e).

15. Section 314.80 is amended in 
paragraph (a) by alphabetically adding 
definitions for “Data lock-point,” 
“Disability,” “International birth date, ’’ 
and “Life-threatening,” and by revising 
the definition of “Serious;” by adding 
two new sentences at the end of 
paragraph (b); by revising paragraph (c), 
the second sentence in paragraph (d)(1), 
paragraphs (f)(1), (f)(3)(ii), and (f)(4), 
and the last sentence in paragraph (1); by 
removing in paragraphs (f)(2) and the 
introductory text of paragraph (f)(3) the 
words “Form FDA—1639” and adding in 
their place the words “FDA Form 
3500A”; and by adding a new sentence 
at the end of paragraph (j) to read as 
follows:

§ 314.80 Postmarketing reporting of 
adverse drug experiences.

(a) * * *
*  *  *  *  *

Data lock-point means the date 
designated as the cutoff date for data to 
be incorporated into a specific 
postmarketing adverse drug experience 
periodic report. Data available to the 
applicant after this date will not be 
incorporated into the report, unless it 
represents important information.

D isability means a substantial 
disruption of a person’s ability to carry 
out normal life functions. 
* * * * *

International birth date means the 
date that the first regulatory authority in 
the world approved the human drug 
product for marketing.
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Life-threatening means that the 
patient was, in the view of the initial 
reporter, at immediate risk of death from 
the adverse experience as it occurred. It 
does not include an adverse experience 
that, had it occurred in a more serious 
form, might have caused death. For 
example, product-induced hepatitis that 
resolved without evidence of hepatic 
failure would not be considered life- 
threatening even though hepatitis of a 
more severe nature can be fatal. 
Similarly, an allergic reaction resulting 
in angioedema of die face would not be 
life-threatening, even though 
angioedema of the-larynx, allergic 
bronchospasm, or anaphylaxis can be 
fatal.

Serious means an adverse drug 
experience occurring at any dose that is 
fatal or life-threatening, results in 
persistent or significant disability/ 
incapacity, requires or prolongs 
inpatient hospitalization, necessitates 
medical or surgical intervention to 
preclude permanent impairment of a 
body function or permanent damage to 
a body structure, or is a congenital 
anomaly.
*  i t  i t  i t  i t

(b) * * * Applicants should not 
resubmit to FDA adverse product 
experience reports forwarded to the 
applicant by FDA; however, they should 
submit all followup information to FDA. 
Applicants shall also develop written 
procedures for the surveillance, receipt, 
evaluation, and reporting of adverse 
drug experiences.

(c) Reporting requirem ents. The 
applicant shall report to FDA adverse 
drug experience information, as 
described in this section. The applicant 
shall submit two copies of each report 
described in this section to the Central 
Document Room, Park Bldg., rm. 2-14, 
12420 Parklawn Dr., Rockville, MD 
20857. FDA may waive the requirement 
for the second copy in appropriate 
instances.

(l)(i) Postm arketing 15-day “Alert 
reports”. The applicant shall report each 
adverse drug experience that is both 
serious and unexpected as soon as 
possible but in any case within 15 
calendar days of initial receipt of the 
information. These reports shall be 
submitted on FDA Form 3500A.

(ii) Postm arketing F ifteen-day “Alert 
reports“—follow up. The applicant shall 
promptly investigate all adverse drug 
experiences that are the subject of these 
postmarketing 15-day Alert reports and 
shall submit followup reports within 15 
calendar days of receipt of new 
information or as requested by FDA. If 
additional information is not obtainable, 
records should be maintained of the

unsuccessful steps taken to seek 
additional information. These 
postmarketing 15-day Alert reports and 
followups to them shall be submitted 
under separate cover and may not be 
included, except for summary or tabular 
purposes, in a postmarketing adverse 
drug experience periodic report.

(iii) Increased frequ ency report. The 
applicant shall review periodically (at 
least as often as the periodic reporting 
cycle) the frequency of reports of 
adverse drug experiences that are both 
serious and expected and reports of 
therapeutic failure (lack of effect), 
regardless of source, and report any 
significant increase in frequency as soon 
as possible but in any case within 15 
calendar days of determining that a 
significant increase in frequency exists. 
Upon written notice, FDA may require 
that applicants review the frequency of 
reports of serious, expected adverse 
drug experiences at intervals different 
than the periodic reporting cycle. 
Reports of a significant increase in 
frequency are required to be submitted 
in narrative form (including the time 
period on which the increased 
frequency is based, the method of 
analysis, and the interpretation of the 
results), rather than using FDA Form 
3500A. 15-day Alert reports based on 
increased frequency are required to be 
submitted under separate cover and may 
not be included, except for summary 
purposes, in a periodic report.

(iv) Subm ission o f  reports. The 
requirements of paragraphs (c)(l)(i),
(c)(l)(ii), and (c)(l)(iii) of this section, 
concerning the submission of 
postmarketing 15-day Alert reports, 
shall also apply to any person (other 
than the applicant) whose name appears 
on the label of an approved drug 
product as a manufacturer, packer, or 
distributor. However, in order to avoid 
unnecessary duplication in the 
submission to FDA of reports required 
by paragraphs (c)(l)(i), (c)(l)(ii), and
(c)(l)(iii) of this section, obligations of a 
nonapplicant may be met by submission 
of all reports of serious adverse drug 
experiences to the applicant. If a 
nonapplicant elects to submit adverse 
drug experience reports to the applicant 
rather than to FDA, it shall submit each 
report to the applicant within 3 calendar 
days of its receipt by the nonapplicant, 
and the applicant shall then comply 
with the requirements of this section. 
Under this circumstance, the 
nonapplicant shall maintain a record of 
this action which shall include:

(A) A copy of the drug experience
report. ^

(B) Date the report was received by 
the nonapplicant.

(C) Date the report was submitted to 
the applicant.

(Dj Name and address of the 
applicant.

(v) Report identification. Each report 
submitted under this paragraph shall 
bear prominent identification as to its ■ 
contents, i.e., “15-day Alert report,” 
“15-day Alert report—followup,” or 
“Increased frequency report.”

(2) Periodic adverse drug experience 
reports, (i) The applicant shall report 
every 6 months each adverse drug 
experience not reported under 
paragraphs (c)(l)(i) and (c)(l)(ii) of this 
section. The periodic reporting term 
shall be based upon the international 
birth date of the human drug product.1 
The first 6-month anniversary of the 
international birth date after the 
application is approved in the United 
States is the data lock-point for the first 
periodic reporting term. Each 
subsequent 6-month anniversary of the 
international birth date is the data lock- 
point for subsequent periodic reporting 
terms for that particular product. 
Periodic reports shall be submitted to 
FDA within 45 days after the data lock- 
point. Upon written notice, FDA may 
require that the applicant submit reports 
under this section at times other than 
those stated. An applicant who wishes 
to submit periodic reports at different 
intervals must submit to FDA a request 
for a waiver under § 314.90. Followup 
information to adverse drug experiences 
submitted initially in a periodic report 
may be submitted in the next periodic 
report. If the applicant does not receive 
any adverse experience reports during 
the reposing period, the applicant shall, 
in place of a periodic report, send a 
copy of the current approved U.S. 
labeling and a letter identifying the 
product, the application number, and 
the reporting period, stating that no 
adverse drug experience reports were 
received.

(ii) Reports. Each periodic report shall 
contain:

(A) Title page, table o f  contents, and 
introduction. The introduction shall be 
a summary of the periodic report with 
page references to detailed data and 
information.

(B) A pplicant’s core safety  data sheet 
The applicant’s core safety data sheet 
shall be a document prepared by the 
applicant that contains all relevant 
safety information, including adverse 
drug experiences, which the applicant 
believes should be listed for the drug in 
all countries where the drug is 
marketed. It may be used by the 
applicant as the reference document by 
which an adverse drug experience is 
judged to be expected or unexpected for 
purposes of this postmarketing periodic



Federal Register / Vol. 59, No. 207 / Thursday, October 27, 1994 / Proposed Rules 54061

report. For all other determinations of 
whether an adverse drug experience is 
expected or unexpected, the definition 
in paragraph (a) of this section shall 
apply-

(2) FDA recognizes that the 
postmarketing periodic report may be 
submitted by the applicant to multiple 
countries and the product may have 
different approved labels in the different 
countries. The use of the applicant’s 
core safety data sheet as the reference 
document for determining whether an 
adverse drug experience is unexpected 
or not may result in some overreporting 
of unexpected adverse events that 
actually are expected by the U.S. 
approved product label. This is because 
the approved label for the United States 
may have more safety information 
included in it than the manufacturer’s 
core safety data sheet. If an adverse 
event is not listed in the U.S. label, but 
is in the manufacturer’s core safety data 
sheet, this shall be clearly noted in the 
“Overall safety evaluation” (see 
paragraph (c)(2) (ii)(H) of this section). 
This section also shall highlight clearly 
any changes and the reasons for the 
Changes in the applicant’s core safety 
data sheet since the previous 
postmarketing periodic report.

(2) An applicant may also use the 
approved U.S. label as the reference by 
which expected and unexpected adverse 
drug experiences are determined for the 
postmarketing periodic report. If an 
applicant chooses to use the approved 
U.S. label for this purpose, it shall 
clearly be stated in this section of the 
report.

(C) The product’s m arketing status. 
This section shall contain a table 
containing a chronological history of the 
marketing status of the product 
worldwide (all regulatory decisions 
affecting the product and all market 
launches) from the date it was first 
approved through its current status. 
Approvals or applications voluntarily 
withdrawn for safety reasons shall be 
included at a minimum. The product 
shall be listed by chemical (or proper 
name) and brand name(s).

(D) Regulatory actions fo r  safety  
reasons. This section shall contain a 
narrative identifying the reasons for 
significant regulatory authority or 
manufacturer-initiated actions taken 
anywhere in the world, or to be taken 
imminently, for safety reasons during 
the reporting period. This includes, for 
example, application withdrawal or 
license suspension or failure to renew, 
distribution restrictions, clinical trial 
suspension, labeling changes due to 
significant safety concerns, dosage 
modifications, or pharmaceutical 
changes.

(E) Patient exposure. This section 
shall include the product’s domestic 
and foreign marketing distribution data 
during the reporting period. This shall 
be used to calculate the extent of patient 
exposure. The method used by the 
manufacturer to estimate patient 
exposure shall always be described and 
shall include the total number of dosage 
units of each dosage form and strength 
or potency (e.g., 100,000/5-milligram 
tablets, 50,000/10-milliliter vials).

(F) Individual case histories. This 
section shall consist of individual case 
reports of adverse drug experiences 
thought possibly associated with the use 
of the drug that are:

(2) Serious, unexpected reports from 
published or unpublished clinical 
studies where the applicant has 
concluded that there is a reasonable 
possibility that the drug caused the 
adverse experience;

(2) Serious, expected or unexpected 
spontaneous adverse drug experience 
reports and nonserious, unexpected 
spontaneous adverse drug experience 
reports (causality always assumed in 
spontaneous reports) received directly 
by the applicant from the initial reporter 
or received by the applicant from a drug 
regulatory authority, both U.S. or 
foreign; and

(3) Serious, expected or unexpected, 
individual published case histories and 
nonserious, unexpected individual 
published case histories.

(4) All of these reports in paragraphs
(c)(2)(ii)(F)(2) through (c)(2)(ii)(F)(3) of 
this section shall be presented in line 
listing format with the following 10 
columns: country, source, age, gender, 
dose, duration of treatment (prior to 
event), time to onset, description of 
reaction (as reported), outcome (e.g., 
fatal, resolved), other comments (e.g., 
manufacturer’s report number). This 
format is consistent with that suggested 
by CIOMS. In addition, a tabular 
summary of the number of adverse 
events by body system may be included. 
This section shall end with an analysis 
by the reporter, in narrative form, of the 
cases submitted. The applicant shall 
also attach to the end of the 
postmarketing periodic report a 
completed FDA Form 3500A for all U.S. 
spontaneous reports of adverse drug 
experiences except those reported under 
paragraphs (c)(l)(i) and (c)(l)(ii) of this 
section, or those sent by FDA to the 
applicant. *

(G) Safety studies. This section shall 
contain an analysis and full critical 
discussion of all toxicological, clinical, 
and epidemiological studies containing 
important safety information.

(H) O verall safety  evaluation. This 
section shall contain a critical analysis •'

and full discussion of the safety 
information provided in the periodic 
report as it pertains to serious 
unexpected reactions, increased 
frequencies of known toxicity, reactions 
listed in the manufacturer’s core safety 
data sheet but not included in the U.S. 
label, drug interactions, overdose, drug 
abuse, experiences during pregnancy or 
lactation, chronic treatment, pediatric or 
geriatric treatment, and new safety 
issues. The applicant shall indicate 
when any significant information has 
not been obtained. The evaluation shall 
indicate whether the safety profile of the 
product remains consistent with 
cumulative experience to date and with 
the previous manufacturer’s core safety 
data sheet. The evaluation shall specify 
any action recommended and the 
reasons for such recommendations.

(I) Other inform ation. This section 
shall include important information 
received after the data lock-point.

(J) FDA Form 3500A. An FDA Form 
3500A shall be used for each 
spontaneous U.S. adverse drug 
experience not reported under 
paragraphs (c)(l)(i) and (c)(l)(ii) of this 
section.

(K) Location o f adverse experience 
records. The current addresses where all 
adverse experience reports and records 
are maintained.

(d) * * *
(1) * * * The 15-day reporting 

requirements in paragraph (c)(l)(iii) of 
this section (i.e., a significant increase 
in frequency of a serious, expected 
adverse drug experience, or of a 
therapeutic failure) apply only to the 
reports found in scientific and medical 
journals either as case reports or as the 
result of a formal clinical trial. * * *
* * * * *

(f) Reporting FDA Form 3500A. (1) 
Except as provided in paragraphs 
(c)(l)(iii) and (f)(3) of this section, the 
applicant shall complete FDA Form 
3500A for each report of an adverse 
drug experience.
* * * * *

(3) * * *
(ii) The format is agreed to in advance 

by MedWatch: The FDA Medical 
Products Reporting Program.

(4) Ten copies or fewer of FDA Form 
3500A and/or a copy of the instructions 
for completing the form may be 
obtained from the Division of 
Epidemiology and Surveillance (HFD- 
730), Center for Drug Evaluation and 
Research, Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857. More than 10 
copies of the form may be obtained by 
writing to the Consolidated Forms and 
Publications Distribution Center,
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Washington Commerce Center, 3222 
Hubbard Rd., Landover, MD 20785.
* * * « * *

(j) * * * Copies of this guideline may 
be obtained from the CDER Executive 
Secretariat Staff (HFD-8), Center for 
Drug Evaluation and Research, Food 
and Drug Administration, 7500 Standish 
PI., Rockville, MD 20857.
*r *  *  *  *

(1) * * * For purposes of this 
provision, the term “applicant” also 
includes any person reporting under 
paragraph (c)(l)(iv) of this section.
*  it it *  *

PART 600—BIOLOGICAL PRODUCTS: 
GENERAL

16. The authority citation for 21 CFR 
part 600 continues to read as follows:

Authority: Secs. 201, 501, 502, 503, 505, 
510, 519, 701, 704 of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 321, 351, 352, 
353, 355, 360, 360i, 371, 374); secs. 215, 351, 
352, 353, 361 of the Public Health Service 
Act (42 U.S.C 216, 262, 263, 263a, 264).

17. Section 600.80 as added in a final 
rule published elsewhere in this issue of 
the Federal Register is amended in 
paragraph (a) by alphabetically adding 
definitions for “Data lock-point,” 
“Disability,” “International birth date,” 
and “Life-threatening;” by revising the 
definition of “Serious;” by adding two 
new sentences at the end of paragraph
(b); by revising paragraph (c), the third 
sentence in paragraph (d)(1), paragraph 
(g), and the last sentence in paragraph
(m); and by adding a new sentence at 
the end of paragraph (j) to read as 
follows:

§ 600.80 Postmarketing reporting of 
adverse experiences.

(a) * * *
it it it it it

Data lock-poin t means the date 
designated as the cutoff date for data to 
be incorporated into a specific 
postmarketing adverse experience 
periodic report. Data available to the 
licensed manufacturer after this date 
will not be incorporated into the report, 
unless it represents important 
information.

D isability m eans a substantial 
disruption of a person’s ability to carry 
out normal life functions.
it it it it it

International birth date means the 
date that the first regulatory authority in 
the world approved the biological drug 
product for marketing.

Life-threatening  means that the 
patient was, in the view of the initial 
reporter, at immediate risk of death from 
the adverse experience as it occurred. It

does not include an adverse experience 
that, had it occurred in a more serious 
form, might have caused death. For 
example, product-induced hepatitis that 
resolved without evidence of hepatic 
failure would not be considered life- 
threatening even though hepatitis of a 
more severe nature can be fatal. 
Similarly, an allergic reaction resulting 
in angioedema of the face would not be 
life-threatening, even though 
angioedema of the larynx, allergic 
bronchospasm, or anaphylaxis can be 
fatal.

Serious means an adverse drug 
experience occurring at any dose that is 
fatal or life-threatening, results in 
persistent or significant disability/ 
incapacity, requires or prolongs 
inpatient hospitalization, necessitates 
medical or surgical intervention to 
preclude permanent impairment of a 
body function or permanent damage to 
a body structure, or is a congenital 
anomaly.
it it it it it

(b) * * * Licensed manufacturers 
should not resubmit to FDA adverse 
product experience reports forwarded to 
the licensed manufacturer by FDA; 
however, they should submit all 
followup information to FDA. Licensed 
manufacturers shall also develop 
written procedures for the surveillance, 
receipt, evaluation, and reporting of 
adverse experiences.

(c) Reporting requirem ents. The 
licensed manufacturer shall report to 
FDA adverse experience information, as 
described in this section. The licensed 
manufacturer shall submit two copies of 
each report described in this section for 
non vaccine biological products to the 
Center for Biologies Evaluation and 
Research (HFM-210), Food and Drug 
Administration, 1401 Rockville Pike, 
suite 200N, Rockville, MD 20852-1448. 
Submit all vaccine adverse experience 
reports to: Vaccine Adverse Event 
Reporting System (VAERS), P.O. Box 
1100, Rockville, MD 20849-1100. FDA 
may waive the requirement for the 
second copy in appropriate instances.

(l)(i) Postm arketing 15-day “Alert 
reports”. The licensed manufacturer 
shall report each adverse experience 
that is both serious and unexpected as 
soon as possible, but in any case within 
15 calendar days of initial receipt of the 
information. These reports shall be 
submitted for nonvaccine biological 
products on FDA Form 3500A, and, for 
vaccines, on a VAERS form.

(ii) Postm arketing 15-day “A lert 
reports“—follow up. The licensed 
manufacturer shall promptly investigate 
all adverse experiences that are the 
subject of these postmarketing 15-day

Alert reports and shall submit followup 
reports within 15 calendar days of 
receipt of new information or as 
requested by FDA. If additional 
information is not obtainable, records 
should be maintained of the 
unsuccessful steps taken to seek 
additional information. These 
postmarketing 15-day Alert reports and 
followups to diem shall be submitted 
under separate cover and may not be 
included, except for summary or tabular 
purposes, in a postmarketing adverse 
experience periodic report.

(iii) Increased frequ ency report. The 
licensed manufacturer shall review 
periodically (at least as often as the 
periodic reporting cycle) the frequency 
of reports of adverse biological product 
experiences that are both serious and 
expected and reports of therapeutic 
failure (lack of effect), regardless of 
source, and report any significant 
increase in frequency as soon as 
possible but in any case within 15 
calendar days of determining that a 
significant increase in frequency exists. 
Upon written notice, FDA may require 
that licensed manufacturers review the 
frequency of reports of serious, expected 
adverse biological experiences at 
intervals different than the periodic 
reporting cycle. Reports of a significant 
increase in frequency are required to be 
submitted in narrative form (including 
the time period on which the increased 
frequency is based, the method of 
analysis, and the interpretation of the 
results), rather than using the form 
designated by FDA. 15-day Alert reports 
based on increased frequency are 
required to be submitted under separate 
cover and may not be included, except 
for summary purposes, in a periodic 
report.

(iv) Subm ission o f  reports. The 
requirements of paragraphs (c)(l)(i),
(c)(l)(ii), and (c)(i)(iii) of this section, 
concerning the submission of 
postmarketing 15-day Alert reports, 
shall also apply to any person (other 
than the licensed manufacturer of the 
final product) whose name appears on 
the label of a licensed biological product 
as a manufacturer, packer, distributor, 
shared manufacturer, joint 
manufacturer, or any other participant 
involved in divided manufacturing. 
However, in order to avoid unnecessary 
duplication in the submission to FDA of 
reports required by paragraphs (c)(l)(i), 
(c)(l)(ii), and (c)(l)(iii) of this section, 
obligations of a manufacturer other than 
the licensed manufacturer, including a 
licensed manufacturer of the product 
other than in its final form, may be met 
by submission of all reports of serious 
adverse experiences to the licensed 
manufacturer of the final product. If a
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manufacturer* other than the licensed 
manufacturer, elects to submit reports to 
the licensed manufacturer rather than to 
FDA, it shall submit each report to the 
licensed manufacturer within 3 calendar 
days of its receipt, and the licensed 
manufacturer shall then comply with 
the requirements of this section. Under 
this circumstance, the manufacturer 
shall maintain a record of this action 
which shall include:

(A) A copy of all adverse biological 
product experience reports submitted to 
the licensed manufacturer.

(B) Date the report was received by 
the manufacturer other than the 
licensed manufacturer.

(C) Date the report was submitted to 
the licensed manufacturer.

(BgName and address of the licensed 
manufacturer.

(v) Report identification . Each report 
submitted under this paragraph shall 
bear prominent identification as to its 
contents, Le., “15-day Alert report,” 
“15rday Alert report—followup,” or 
“Increased frequency report.”

(2)(i) Periodic adverse experien ce 
reports. The licensed manufacturer shall 
report every 6 months each adverse 
experience not reported under 
paragraphs (c)(l)(i) and (c)(l)(ii) of this 
section. The periodic reporting term 
shall be based upon the international 
birth date of the biological product. The 
first 6-month anni versary of the 
international birth date after the 
application is approved in the United 
States is the data lock- point for the first ? 
periodic reporting term. Each 
subsequent 6-month anniversary of the 
international birth date is the data lock- 
point for subsequent periodic reporting 
terms for that particular product.
Periodic reports shall be submitted to 
FDA within 45 days after the data lock- 
p oin t. Upon written notice, F D A  may 
require that the licensed manufacturer 
submit reports under this section at 
tim es other than those stated. A licensed 
manufacturer who wishes to submit 
periodic reports at different intervals 
m u st submit to FDA a request for a 
yvaiver under § 600.90. Followup 
information to adverse experiences 
submitted in a periodic report may be 
submitted in the next periodic report. If 
the licensed manufacturer does not 
re ce iv e  any adverse experience reports 
during the reporting period, the licensed 
manufacturer shall, in place of a 
periodic report, send a copy of the 
current approved U.S. labeling and a 
le tte r  identifying the product, the 
application number, and the reporting 
period, stating that no adverse 
experience reports were received.

4Ü) Reports. Each periodic report «hat] 
contain: - , .... . . .

( A) Title page, table o f  contents, and  
introduction. The introduction shall be 
a summary of the periodic report with 
page references to detailed data and 
information.

(B ) Licensed m anufacturer's core 
safety data sheet. The licensed 
manufacturer’s core safety data sheet 
shall be a document prepared by the 
licensed manufacturer that contains all 
relevant safety information, including 
adverse experiences, which the licensed 
manufacturer believes should be listed 
for the licensed biological product in all 
countries where the licensed biological 
product is marketed. It may be used by 
the licensed manufacturer as the 
reference document by which an 
adverse experience is judged to be 
expected or unexpected for purposes of 
this postmarketing periodic report. For 
nil other determinations of whether an 
adverse experience is expected or 
unexpected, the definition in paragraph, 
(a) of this section shall apply.

(2) FDA recognizes that the 
postraarketing periodic report may be 
submitted by the licensed manufacturer 
to multiple countries and the product 
may have different approved labels in 
the different countries. The use of the 
licensed manufacturer’s core safety data 
sheet as the reference document for 
determining whether an adverse drug 
experience is unexpected or not may 
result in some overreporting of 
unexpected adverse events that actually 
are expected by the U.S. approved 
product label.-This is because the 
approved label for the United States 
may have more safety information 
included in it than the licensed 
manufacturer's core safety data sheet. If 
an adverse event is not listed in the U.S. 
label, but is in the licensed 
manufacturer’s core safety data sheet, 
this shall be dearly, noted in the 
“Overall safety evaluation” (see 
paragraph (c){2){ii)(H) of this section). 
This section also shall highlight clearly 
any changes and the reasons for the 
changes in the licensed manufacturer’s 
core safety data sheet since the previous 
postmarketing periodic report.

{2} A licensed manufacturer may also 
use the approved U.S. label as the 
reference by which expected and 
unexpected adverse experiences are 
determined for the postmarketing 
periodic report. If a licensed 
manufacturer chooses to use the 
approved U.S. label for this purpose, it 
shall clearly be stated in this section of 
the report.

(G) The product’s m arketing status. 
This section shall contain a table 
containing a  chronological history of the 
marketing status of the product 
worldwide (all regulatory decisions

affecting the product and all market 
launches) from the date, it was first 
approved through its current statics* 
Approvals or applications voluntarily 
withdrawn for safety reasons shall be 
included at a minimum. The product 
shall be listed by chemical (or proper 
name) and brand name(s).

(D ) Regulatory actions fo r  safety  
reasons. This section shall contain » 
narrative identifying the reasons for 
significant regulatory authority or 
manufacturer-initiated actions taken 
anywhere in the world, or to be taken 
imminently, for safety reasons during 
the reporting period. This includes, for 
example, licensed application 
withdrawal or license suspension or 
failure to renew, distribution 
restrictions, clinical trial suspension, 
labeling changes due to significant 
safety concerns, dosage modifications, 
or pharmaceutical changes.

(E) Patient exposure. This section 
shall include the product’s domestic 
and foreign marketing distribution data 
during the reporting period. This shall 
be used to calculate the extent of patient 
exposure. The method used by the 
licensed manufacturer to estimate 
patient exposure shall always be 
described and shall include the total 
number of dosage units of each dosage 
form and strength or potency (e g.,
100,000/5-milligram tablets, 50,000/10- 
milfiliter vials).

(E) Individual case histories. This 
section shall consist of individual case 
reports of adverse experiences thought 
possibly associated with the use of the 
licensed biological product that are:

(2) Serious, unexpected reports from 
published or unpublished clinical 
studies where the licensed manufacturer 
has concluded that there is a reasonable 
possibility that the licensed biological 
product caused the adverse experience;

(2) Serious, expected or unexpected 
spontaneous adverse experience reports 
and nonserious, unexpected 
spontaneous adverse experience reports 
(causality always assumed in 
spontaneous reports) received directly 
by the licensed manufacturer from the 
initial reporter or received by the 
licensed manufacturer from a drug 
regulatory authority, both U.S. or 
foreign; and

(3) Serious, expected or unexpected, 
individual published case histories and 
nonserious, unexpected individual 
published case histories.

(4) All of these reports under 
paragraphs (c)(2)(ii)(F)(l) through 
(c)(2)(ii)(F)(3) of this section shall be 
presented in line listing format with the 
following 10 columns: country, source, 
age, gender, dose, duration of treatment 
(prior to event), time to onset,
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description of reaction (as reported), 
outcome (e.g., fatal, resolved), other 
comments (e.g., manufacturer’s report 
number). This format is consistent with 
that suggested by CIOMS. In addition, a 
tabular summary of the number of 
adverse events by body system may be 
included. This section shall end with an 
analysis by the reporter, in narrative 
form, of the cases submitted. The 
licensed manufacturer shall also attach 
to the end of the postmarketing periodic 
report a completed FDA Form 3500A or 
VAERS form for all U.S. spontaneous 
reports of adverse experiences except 
those reported under paragraphs (c)(l)(i) 
and (c)(1)(h) of this section, or those 
sent by FDA to the licensed 
manufacturer.

(G) Safety studies. This section shall 
contain an analysis and full critical 
discussion of all toxicological, clinical, 
and epidemiological studies containing 
important safety information.

(H) Overall safety  evaluation. This 
section shall contain a critical analysis 
and full discussion of the safety 
information provided in the periodic 
report as it pertains to serious 
unexpected reactions, increased 
frequencies of known toxicity, reactions 
listed in the manufacturer’s core safety 
data sheet but not included in the U.S. 
label, licensed biological product 
interactions, overdose, licensed 
biological product abuse, experiences 
dining pregnancy or lactation, chronic 
treatment, pediatric or geriatric 
treatment, and new safety issues. The 
licensed manufacturer shall indicate 
when any significant information has 
not been obtained. The evaluation shall 
indicate whether the safety profile of the 
product remains consistent with 
cumulative experience to date and with 
the previous licensed manufacturer’s 
core safety data sheet. The evaluation 
shall specify any action recommended 
and the reasons for such 
recommendations.

(I) Other inform ation. This section 
shall include important information 
received after the data lock-point.

(J) FDA Form 3500A or VAERS Form. 
An FDA Form 3500A or VAERS form 
(for vaccines)shall be used for each 
spontaneous U.S. adverse experience

not reported under paragraphs (c)(l)(i) 
and (c)(l)(ii) of this section.

(K) Location o f  adverse experience 
records. The current addresses where all 
adverse experience reports and records 
are maintained.

(3) Distribution reports. The licensed 
manufacturer shall submit information 
about the quantity of the product 
distributed under the product license, 
including the quantity distributed to 
distributors. The interval between 
distribution reports shall be 6 months. 
The reporting term shall be based upon 
the international birth date of the 
biological product. The first 6-month 
anniversary of the international birth 
date after the application is approved in 
the United States is the data lock-point 
for the first reporting term. Each 
subsequent 6-month anniversary of the 
international birth date is the data lock- 
point for subsequent reporting terms for 
that particular product. Distribution 
reports shall be submitted to FDA 
within 45 calendar days after the data 
lock-point. Upon written notice, FDA 
may require that the licensed 
manufacturer submit distribution 
reports under this section at times other 
than every 6 months. The distribution 
report shall consist of the bulk lot 
number (from which the final container 
was filled), the fill lot numbers for the 
total number of dosage units of each 
strength or potency distributed (e.g., 
50,000/10-milliliter vials), the label lot 
number (if different from fill lot 
number), labeled date of expiration, 
number of doses in fill lot/label lot, date 
of release of fill lot/label lot released for 
distribution at that time. If any 
significant amount of a fill lot/label lot 
is returned, include this information. 
Disclosure of financial or pricing data is 
not required. As needed, FDA may 
require submission of more detailed 
product distribution information. Upon 
written notice, FDA may require that the 
licensed manufacturer submit reports 
under this section at times other than 
those stated. A licensed manufacturer 
that wishes to submit reports at times 
other than those stated should submit a 
request for a waiver under § 600.90.

(d) * * *

(1) * * * The 15-day reporting 
requirements in paragraph (c)(l)(iii) of 
this section (i.e., a significant increase 
in frequency of a serious, expected 
adverse experience or of a therapeutic 
failure) apply only to reports found in 
scientific and medical journals either as 
the results of formal clinical trial, or 
from epidemiologic studies or analyses 
of experience in a monitored series of 
patients. * * *
* * * * *

(g) M ultiple reports. A licensed 
manufacturer should not include in 
reports under this section any adverse 
experience that occurred in clinical 
trials if they were previously submitted 
as part of the license application. If a 
report applies to a licensed biological 
product for which a licensed 
manufacturer holds more than one 
biological product license, the licensed 
manufacturer should submit the report 
for the license that was first approved.
If a report refers to more than one 
biological product marketed by a 
licensed manufacturer, the licensed 
manufacturer should submit the report 
to the license for the product listed first 
in the report.
* * * * *

(j) * * * Copies of this guideline may 
be obtained from the Congressional and 
Consumer Affairs Branch (HFM—12 ), 
Center for Biologies Evaluation and 
Research, Food and Drug 
Administration, 1401 Rockville Pike, 
Rockville, MD 20852-1448.
* * * * *

(m) * * - For purposes of this 
provision, this paragraph also includes 
any person reporting under paragraph 
(c)(l)(iv) of this section.

§ 600.81 [Removed]
18. Section 600.81 Distribution 

reports (as added in a final rule 
published elsewhere in this issue of the 
Federal Register) is removed.

Dated: October 13,1994.
W illiam  K. Hubbard,
Interim Deputy Commissioner for Policy.
{FR Doc. 94-26483 Filed 10-26-94; 8:45 amf 
BILLING CODE 4160-01-F
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OFFICE OF MANAGEMENT AND 
BUDGET

Budget Rescissions and Deferrals

The Honorable Albert Gore, Ir.
President of the Senate 
Washington, D.C. 20510 
Dear Mr. President:

In accordance with the Congressional 
Budget and Impoundment Control Act of 
1974,1 herewith report seven deferrals of 
budget authority, totaling $3.5 billion.

These deferrals affect International 
Security Assistance programs as well as 
programs of the Agency for International 
Development and the Departments of Health 
and Human Services and State. The details 
of these deferrals are contained in the 
attached report 

Sincerely,
William J. Clinton 

The White House 
Washington 
October 18,1994.

Note: Identical letter sent to the Speaker of 
the House of Representatives.
BILLING CODE 3110-01-M
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CONTENTS OF SPECIAL MESSAGE 
(in thousands of dollars)

DEFERRAL BUDGET
NO- _______________ITEM ________________ AUTHORITY

Funds Appropriated to the President:
International Security Assistance:

D95-1 Economic support fund....................      53,300
D95-2 Foreign military financing grants....................   3 ,139,279
D95-3 Foreign military financing program..................  47,917
D95-4 Military-to-military contact program.................. 2 ,000

Agency for International Development:
095-5 International disaster assistance. Executive.... 169,998

Department of Health and Human Services:
Social Security Administration:

D95-6 Limitation on administrative
expenses..... ....................................... ............... 7,319

Department of State:
Bureau for Refugee Programs:

095* 7 United States emergency refugee and
migration fund....................................................  105,300

Total, deferrals................................ «............ 3 ,525,113
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Deferral No. 95-1

DEFERRAL OF BUDGET AUTHORITY 
Report Pursuant to Section 1013 of P.L. 93-344

AGENCY:
Funds Appropriated to the President New budget authority.................. $ 2.349,000,000
BUREAU:
International Security Assistance

(P.L. 103-306)
Other budgetary resources__ $ 60.727.863

Appropriation title and symbol: 

Ec * nomic support fund 1 /
Total budgetary resources...... *  2.409.727,863

114/51037
*1X1037

Amount to be deferred:
Part of year........;...... .

Entire year................ ................

« 53.300,000  

$

OVIB identification code: | Legal authority (in addition to sec. 1013):

11-1037-0-1-152 | X 1 Antideficiency Act
Grant program:

f P Other
X Yes l | No

Type of account or fund: Type of budget authority:

Annual 1 X | Appropriation

| x j Multi-year: SeDtember 30. 1996 [ | Contract authority
(expiration date)

f f Otherf x l  No-Year

Coverage:

_____ Appropriation
Account
Symbol

OMB
Identification

Code
Deferred

Amount Reported

Economic support fund..................  11X1037 11-1037-0-1-152 7,000,000
Economic support fund 114/51037 11-1037-0-1-152 46,300,000

53,300,000

JUSTIFICATION: The President is authorized by the Foreign Assistance Act of 1961, as amended, to furnish 
assistance to countries and organizations, on such terms and conditions as he may determine, in order to 
promote economic or political stability. Section 531 (b) of the Act makes the Secretary of State, in cooperation 
with the Administrator of the Agency for International Development, responsible for policy decisions and 
justifications for economic support programs, including whether there will be an economic support program for 
a country and the amount of the program for each country.

Funds are deferred pending the development of country-specific plans that assure that aid is provided in an 
efficient manner, and are reserved for unanticipated program needs. This action is taken pursuant to the 
Antideficiency Act (31 U.S.C. 1512).

Estimated Program Effect: None 

Outlay Effect: None

1/ This account was the subject of a similar deferral in FY 1994 (D94-1B).
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Deferral No. 95-2
DEFERRAL OF BUDGET AUTHORITY 

Report Pursuant to Section 1013 o f P.L. 93-344

AGENCY:
Funds Appropriated to the President New budget authority................. $ 3 .151.279.000
BUREAU:

international Security Assistance
4P.L. 103-306)

Other budgetary resources.....
Appropriations title and symbol:

Foreign military financing grants 
(FMF) 1 /

1151082

Total budgetary resources......  3 .151.279.000

Amount to be deferred:
Part of year...............................  $ 3 .139.279.000

Entire y e a r...............................

0MB identification code: Legal authority (in addition to sec. 1013):

11-1082-0-1-152 l X | Antideficiency Act
Grant program:
/ ( I Other

1 X 1 Yes No

Type of account or fund: Type of budget authority:

1 X 1 Annual | X | Appropriation

1____1 Multi-year: Contract authority
(expiration date)

1 1 No-Year l l Other

JUSTIFICATION: The President is authorized by the Arms Export Control Act to finance by grant articles and 
defense services to friendly countries. The President also is authorized by the International Narcotics Control Act 
of 1989 to provide military and law enforcement, assistance to counter illegal narcotics. These funds have been 
deferred in accordance with the provision of P.L. 103-306 requiring that funds appropriated under this heading 
be expended at the minimum rate necessary to make timely payment for defense articles and services. The 
deferral will also ensure, pending the approval of the Departments of State and Defense, that funds are used 
for the highest priority programs under this Act, including new programs that may result from developments that 
were not anticipated when these funds were requested or appropriated. This action is taken pursuant to the 
Antideficiency Act (31 U.S.C. 1512).

Estimated Program E ffort- None 

Outlay Effect: None

1/ This account was the subject of a similar deferral in FY 1994 (D94-9).
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DEFERRAL OF BUDGET AUTHORITY 
Report : ofP.L. 93-344

Deferral No. 95-3 -

AGENCY:
Funds Appropriated to the President New budget authority..............  t  47.917,000

(P.L 103-306)
Other budgetary resources..... $

BUREAU:
International Security Assistance
Appropriations till»  and symbol: 

Foreign military financing program 1 /

1151085

Total budgetary resources......  $ 47.917,000

Amount to be deferred:
i Part of year.............................  ♦ 47,917,000

Entire year...............................

OMB identification code: Legal authority (in addition to sec. 1013):

11-1085-0-1-152 j X | Antideficiency Act
Grant program:

i f 1 Other
□  Yes □ < ]  No

Type of account or fund: Type of budget authority:

[ X l Annual t  X 1 Appropriation

Multi-year: [ 1 Contract authority
(expiration date)

[ l No-Year | 1 Other

JUSTIFICATION: The President is authorized by the Arms Export Control Act to sell or finance by credit, 
loan guarantees, or grants, articles and defense services to friendly countries to facilitate the common 
defense. Under Section 2 of the Act, the Secretary of State, under the direction of the President, is 
responsible for sales made under this Act. Executive Order 11958 further requires the Secretary of State 
to obtain prior concurrence of the Secretaries of Defense and Treasury, respectively, regarding 
consistency of transactions with national security and financial policies.

As required by the Federal Credit Reform Act of Î990 , this account records the subsidy costs associated 
with the direct loans obligated arid loan guaranteesforforeign military financing committed in FY 1992 and 
beyond. The foreign military financing credit program provides loans that finance sates of defense articles, 
defense services, and design and construction services to foreign countries and international 
organizations. The subsidy amounts are estimated on a present value basis.

This action defers funds pending review of specific loans to eligible countries by the Departments of State, 
Treasury, and Defense. The review process will ensure that in each proposed program the proposed 
recipients are qualified and that the limits of available funds are not exceeded. This action is taken 
pursuant to the Antideficiency Act (31 U.S.C. 1512).

Estimated Program Effect: None 

Outlay Effect: None

1 / This account was the subject of a similar deferral in FY 1994 (D94-10).

<*
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PEFia^RAI. QF BUDGET AUTHORITY  
.Report Pursuant to Section 1013 o f P X . 9 3 -34 4  4 j

Deferral No. 95 -4

AGENCY:
Funds Appropriated to the President New budaet authority................  6 1 2 .0 00 .0 00

(P.L. 103-306)

Other budgetary resources...... $

BUREAU:

International Security Assistance
Appropriations title  and symbol: 

M ilitary-to-m ilitary contact program

1151084

Total budaetarv resources.......  4 12 .0 00 .0 00

Amount to  be deferred:

Part of year..................................  4  2 ,0 0 0 ,0 0 0

Entire year........ ...........................

0MB Identification code: Legal authority (in addition to sec. 1013):

11-1084-0-1-152 | X | Antideficiency Act
Grant program:

I ] Other
I | Yes | X  | No

Type of account or fund: Type o f budget authority:

[ X | Annual j X  | Appropriation

M ulti-year: I | Contract authority
(expiration date)

|____| No-Year l l Other

JUSTIFICATION: The President is authorized by the Defense Authorization A ct of 1995 to  conduct 
military-to-military contacts that afe  designed to encourage a dem ocratic orientation of defense 
establishments and m ilitary forces in  foreign countries. The Secretary of Defense, under the direction of 
the President,, is responsible for activities conducted under this A ct. However, the A ct requires the 
Secretary of Defense to obtain prior approval of the Secretary of State for these activities.

This action defers funds pending development of programs by the Departments of State and Defense for 
specific countries under this A ct. This action is taken pursuant to the Antideficiency A ct (31 U .S.C. 1512).

Estimated-Program E ffect: None 

Outlay Effect: None
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Deferral No. 95-5

DEFERRAL OF BUDGET AUTHORITY 
Report Pursuant to Section 1013 of P.L. 93-344

AGENCY;
Funds Appropriated to the President New budget authority............  4 1 §9 ,999,000

(P .L 103-308)

Other budoetary resources.....  4 4 .000.000

Total budaetarv resources....... 4 173.998.000

BUREAU:

Agency for International Development
Appropriations title and symbol:

International disaster assistance, 
Executive 1 /

11X1035

Amount to be deferred:
Pairt of vear..... .........................  4 169.998.000

Entire year..................................

OMB identification code: Legal authority (in addition to sec. 1013):

11-1035-0-1-151 l X | Antideficiency Act
Grant program:

I I Other
X Yes □  No

Type of account or fund: Type of budget authority;

I | Annual IX  [ Appropriation

3 ] Multi-year: I | Contract authority
_ •  : (expiration date)

[ x |  No-Year I I Other -

JUSTIFICATION: The International disaster assistance account allows the President to respond to humanitarian 
disaster relief efforts throughout the world. Funds are deferred pending the development of country-specific 
plans to ensure that aid is provided in an efficient manner to those most in need. This deferral action is taken 
pursuant to the Antideficiency Act (31 U.S.C. 1512).

Estimated Program Effect: None 

Outlay Effect: None

1 / This account was the subject of a similar deferral in FY 1994 (D94-11).
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Deferral No. 95-6

DBFERRAL OF B U D ^  AUTHORITY 
. ; Report Pursuant to Section 1013 of P.L, 93-344 -

AGENCY:
Department of Health and Human Services New budget authority................ $
BUREAU:
Social Security Administration Other budgetary resources..... $ 180.368.808
Appropriation title and symbol: 

Limitation on administrative
Total budgetary resources...... $ 180.368.808

expenses 1 / Amount to bo deferred:
Part of y e a r.............................. 4

75X8704
Entire year...... ......... $ 7.318.808

0MB identification code: Legal authority Bn addition to sec. 1013):

20-8007-0-7-651 | X |  Antideficiency Act
Grant program:

EU Other
□  Yes f x l  No

Type of account or fund: Type of budget authority: .*■> ■

*j t Annual | X | Appropriation

Multi-year:
___  (expiration date)
l X I No-Year

I j Contract authority 

~1 Other
J

JUSTIFICATION: This account includes funding for construction, renovation, and expansion of Social Security 
Trust Fund-owned headquarters and field office buildings. In addition, funds remain available for costs 
associated with acquisition of land in Colonial Park Estates adjacent to the Social Security Administration 
complex in Baltimore, MD. In FY 1995, the Social Security Administration has received an approved 
apportionment for $50,000 to cover potential upward adjustments of prior-year costs related to field office 
roof repair and replacement projects. Deferred funds are reserved for two purposes: (1} purchase of 9.8 
acres of privately-owned land consisting of 14 scattered lots within the Social Security Administration 
complex that the Federal Government made a commitment to the original owners to purchase and to pay 
relocation costs contingent upon the owners' decision to sell at some future date; and (2) construction, 
renovation, and expansion projects when a need for such projects is identified and determined to be 
necessary for the efficient operation of the Social Security Administration. This action is taken pursuant to the 
Antideficiency Act (31 U.S.C. 1512).

Estimated Program Effect: None 

Outlay Effect1 None

1/ This account was the subject of a similar deferral in FY 1 994 (D94-7A).

54073
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Deferral No. 95-7

DEFERRAL OF BUDGET AUTHORITY 
Report Pursuant to Section 1013 of P.L. 93-344

AGENCY:
Department of State New budget authority............... $ 50.000.000
BUREAU: (P.L. 103-306)
Bureau for Refugee Programs Other budgetary resources..... $ 59.700.000
Appropriation title and symbol:

Total budgetary resources...... » 109.700.000
United States emergency refugee
and migration assistance Amount to be daferred:
fund 1/ Part of year............................... a 105.300.000

11X0040 Entire year............................... $

OMB identification code: Legal authority (in addition to sec. 1013):

11-0040-0-1-151 | X | Antideficiency Act
Grant program:

~l Other
□  Yes Q ]  No

Type of account or fund: Type of budget authority:

l I Annual [X__| Appropriation

Multi-year: Contract authority
___  (expiration date)
[ X | No-Year ~~\ Other

JUSTIFICATION: Section 501(a) of the Foreign Relations Authorization Act of 1976 (Public Law 94-141) and 
Section 414(b) (1) of the Refugee Act of 1980 (Public Law 96-212) amended Section 2(c) of the Migration 
and Refugee Assistance Act of 1962 (22 U.S.C. 2601) by authorizing a fund to enable the President to 
provide emergency assistance for unexpected urgent refugee and migration needs.

Executive Order No. 11922 of June 16, 1976, allocated ail funds appropriated to the President for the 
Emergency Fund to the Secretary of State but reserved for the President die determination of assistance 
to be furnished and the designation of refugees to be assisted by the Fund.

These funds have been deferred pending Presidential decisions required by Executive Order No. 11922.
Funds will be released as the President determines assistance to be furnished and designates refugees 
to be assisted by the Fund. This deferral action is taken under the provisions of the Antideficiency Act 
(31 U.S.C. 1512).

Estimated Program Effect: None 

Outlay Effect: None

.. illip  V
1/ This account was the subject of a similar deferral in FY 1994 (D94-8A).

[FR Doc. 94-26551 Filed 10-26-94; 8:45 am|
BILUNG CODE 3110-01-C
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DEPARTMENT OF EDUCATION
[CFDA No.: 84.077]

Bilingual Vocational Training Program; 
Notice Inviting Applications for New 
Grant Awards for Fiscal Year (FY) 1995

Note to A pplicants: This notice is a 
complete application package. Together 
with the statute authorizing the program 
and applicable regulations governing 
the program, including the Education 
Department General Administrative 
Regulations (EDGAR), this notice 
contains all of the information, 
application forms, and instructions 
needed to apply for a grant under this 
competition.

Purpose o f  Program: The Bilingual 
Vocational Training Program provides 
financial assistance for bilingual 
vocational education and training for 
limited English proficient out-of-school 
youth and adults, to prepare these 
individuals for jobs in recognized 
occupations and new and emerging 
occupations.

The Bilingual Vocational Training 
Program supports the National 
Education Goal that, by the year 2000, 
every adult American will be literate 
and will possess the knowledge and 
skills necessary to compete in a global 
economy and exercise the rights and 
responsibilities of citizenship. The 
program furthers this goal by helping to 
improve vocational education and 
training for limited English proficient 
adults.

Eligible A pplicants: State agencies, 
local educational agencies, 
postsecondary educational institutions, 
private non-profit vocational training 
institutions, other non-profit 
organizations specifically created to 
serve or currently serving individuals 
who normally use a language other than 
English.

D eadline fo r  Transm ittal o f  
A pplications: December 12,1994.

D eadline fo r  Intergovernm ental 
Review: February 2,1995.

A vailable funds: $2,209,000.
Estim ated Range o f  Awards: 

$150,000-$250,000.
Estim ated Average Size o f Awards: 

$184,000.
Estim ated Number o f Awards: 12.
Note: The Department is not bound by any 

estimates in this notice.

Project Period: Up to 18 months. 
Applicable Regulations

(a) The Education Department General 
Administrative Regulations (EDGAR) as 
follows:

(1) 34 CFR Part 74 (Administration of 
Grants to Institutions of Higher

Education, Hospitals and Nonprofit i 
Organizations).

(2) 34 CFR Part 75 (Direct Grant 
Programs).

(3) 34 CFR Part 77 (Definitions that 
Apply to Department Regulations).

(4) 34 CFR Part 79 (Intergovernmental 
Review of Department of Education 
Programs and Activities).

(5) 34 CFR Part 80 (Uniform 
Administrative Requirements for Giants 
and Cooperative Agreements to Sitate 
and Local Governments).

(6) 34 CFR Part 81 (General Education 
Provisions Act—Enforcement).

(7) 34 CFR Part 82 (New Restrictions 
on Lobbying). _

(8) 34 CFR Part 85 (Governmentwide 
Debarment and Suspension 
(Nonprocurement) and 
Govemmentwide Requirements for 
Drug-Free Workplace (Grants)).

(9) 34 CFR Part 86 (Drug-Free Schools 
and Campuses).

(b) The regulations for this program in 
34 CFR Parts 400 and 427.
Content of the Application

(а) An application must—
(1) Provide an assurance that the 

activities and services for which 
assistance is sought will be 
administered by or under the 
supervision of the applicant;

(2) Propose a project of a size, scope 
and design that will make a substantial 
contribution toward carrying out the 
purpose of fise Bilingual Vocational 
Training Program;

(3) Contain measurable goals for the 
enrollment, completion, and placement 
of program participants;

(4) Include a comparison of how thè 
applicant's goals take into consideration 
any related standards and measures in 
the geographic area for the Job 
Opportunities and Basic Skills Training 
(JOBS) program (42 U.S.C. 681 e t  seq .) 
and any Job Training Partnership Act 
(JTPA) programs (29 U.S.C. 1501 etseq .) 
and any standards set by the State Board 
for Vocational Education for the 
occupational and geographic area;

(5) Describe, for each occupation for 
which training is to be provided, how 
successful program completion will be 
determined and reported to the 
Secretary in terms of the academic and 
vocational competencies to be 
demonstrated by enrollees prior to 
successful completion and any 
academic or work credentials expected 
to be acquired upon completion; and

(б) Be submitted to the State board for 
vocational education (State board) 
established under section 111 of the 
Carl D. Perkins Vocational and Applied 
Technology Education Act (the Act) for 
review and comment^ including

comment on the relationship of the 
proposed project to the State’s 
vocational education program.

(b) An applicant shall include any 
comments received under paragraph 
(a)(6) of this section with the 
application.
Invitational Priority

Under 34 CFR 75.105(c)(1) the 
Secretary is particularly interested in 
applications that meet the following 
invitational priority. However, an 
application that meets this invitational 
priority does not receive competitive or 
absolute preference over other 
applications:

Applications that include strategies 
for developing the applicant’s capacity 
to continue, expand, or build upon its 
bilingual vocational education and 
training when Federal funding under 
this competition ends, as evidenced by 
such actions as—

(a) Extending training to additional 
sites that are not funded under this 
program;

(b) Integrating the project into the 
long-term planning of the applicant;

(c) Committing funding and staffing 
for continued implementation of the 
project;

(d) Incorporating the project into the 
applicant’s organizational and program 
structure; or

(e) Establishing and strengthening 
relationships within the community, 
region, or State that will support 
continuation of the project.
Selection Criteria

The Secretary uses the following 
selection criteria to evaluate 
applications for new grants under this 
competition. The maximum score for all 
of these criteria is 100 points. The 
maximum score for each criterion is 
indicated in parentheses.

For this competition, the Secretary 
assigns the 15 points, reserved in 34 
CFR 427.20(b), as follows:
. Plan o f  operation  (34 CFR 427.21(b)). 

Five points are added to this criterion 
fo r a possible total of 20 points.

Demonstration and dissem ination  (34 
CFR 427.21(g)). Ten points are added to 
this criterion for a possible total of 20 
points.

(a) N eed. (15 points) The Secretary 
reviews each application for specific 
information that shows the need for the 
proposed bilingual vocational training 
project in the local geographic area, 
including—

(1) The employment training need of 
limited English proficient individuals to 
be met;

(2) The labor market need to be met; 
and
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(3) The relationship of the proposed 
project to other employment training 
programs in the community.

(b) Plan o f operation. (20 points)
(1) The Secretary reviews each 

application to determine the extent to 
which the project proposes measurable 
goals for student enrollment, 
completion, and placement and 
describes how the applicant sets the 
goals taking into consideration the 
standards and measures for JOBS 
programs and JTPA programs and any 
standards set by the State Board 
established under section 111 of the Act 
for the occupation and geographic area.

(2 ) The Secretary reviews each 
application to determine the extent to 
which the project defines successful 
program completion (or describes how 
successful program completion will be 
defined and reported to the Secretary) in 
a way consistent with the goals of the 
program for each occupation for which 
training is to be provided.

(3) (i) The Secretary reviews each 
application for specific information that, 
upon completion of their training, more 
than 65 percent of the trainees will be 
employed in jobs (including military 
specialties) related to their training, or 
will be enrolled for further training 
related to their training under this 
program. This information must 
correspond to the information described 
in paragraph (a) of this section.

(ii) The estimated job placement rate 
must be supported by past records, 
actual employer job commitments, 
anticipated job openings, or other 
pertinent information.

(4) The Secretary reviews each 
application for an effective plan of 
management that ensures proper and 
efficient administration of the project, 
including—

(i) Clearly defined project objectives 
that relate to the purpose of the 
Bilingual Vocational Training Program;

(ii) For each objective, the specific 
tasks to be performed in order to 
achieve the specified project objective;

(iii) How the applicant plans to use its 
resources and personnel to achieve each 
objective; and

(iv) If the applicant plans to use a 
project advisory committee, a clear plan 
for using a project advisory committee 
to assist in project development, to 
review curriculum materials, and to 
make recommendations about job 
placements.

(c) Program factors. (20 points)
(1) The Secretary reviews each

application to determine the quality of 
training to be provided, including—

(i) Provision of vocational skills 
instruction in English and the trainees’ 
native languages;

(ii) Provision of job-related English-as- 
a-second language instruction;

(iii) Coordination of the job-related 
English-as-a-second language 
instruction with the vocational skills 
instruction;

(iv) Recruitment procedures that are 
targeted towards limited English 
proficient out-of-school youth and 
adults who have the greatest need for 
bilingual vocational training;

(v) Assessment procedures that 
evaluate the language and vocational 
training needs of4he trainees;

(vi) Provision of counseling activities 
and employability skills instruction that 
prepare trainees for employment in an 
English language environment; and

(vii) Job development and job 
placement procedures that provide 
opportunities for career advancement or 
entrepreneurship.

(2) The Secretary reviews each 
application to determine the project’s 
potential to have a lasting impact in the 
local geographic area, including the 
potential impact of the project on----

(i) Program participants;
(ii) The agency or agencies 

responsible for administering the 
bilingual vocational training program;

(iii) Other employment training 
services in the local area; and

(iv) The community.
(d) Key personnel. (10 points)
(1) The Secretary reviews each

application to determine the quality of 
key personnel the applicant plans to use 
on the project, including—

(1) The qualifications of the director 
and other key personnel to be used in 
the project;

(ii) Tne appropriateness of the time 
that each person referred to in 
paragraph (d)(l)(i) of this section will 
commit to the project; and

(iii) How the applicant, as part of its 
nondiscriminatory employment 
practices, will ensure that personnel 
will be selected without regard to race, 
color, national origin, gender, age, or 
disability.

(2) To determine personnel 
qualifications under paragraph (d)(l)(i) 
of this section, the Secretary considers—

(i) Experience and training in fields 
related to the objectives of the project;

(ii) Experience and training in project 
management; and

(iii) Any other qualifications that 
pertain to the quality of the project.

(e) Budget and cost effectiveness. (5 
points) The Secretary reviews each 
application to determine the extent to 
which—

(1) The budget is sufficient to support 
the proposed project, and that it 
represents a cost effective use of 
Bilingual Vocational Training Program 
funds;

(2) Costs are necessary and reasonable 
in relation to the objectives of the 
proposed project; and

(3) The facilities, equipment, and 
supplies that the applicant plans to use 
are adequate for the proposed project.

(f) Evaluation plan. (10 points)
The Secretary reviews each

application to determine the quality of 
the project’s evaluation plan, including 
the extent to which the plan—

(1) Is clearly explained and 
appropriate for the project;

(2) Identifies at a minimum, types of 
data to be collected and reported with 
respect to the English-language 
competencies and academic and 
vocational competencies dem onstrated 
by participants and the number and 
kinds of academic and work credentials 
acquired by individuals who complete 
the training;

(3) Identifies at a minimum, types of 
data to be collected and reported with 
respect to enrollment, completion, and 
placement of participants by sex, racial 
or ethnic group, socio-economic status, 
and if appropriate, by level of English 
proficiency, for each occupation for 
which training is provided;

(4) Includes activities during the 
formative stages of the project to help 
guide and improve the project, as well 
as a summative evaluation that includes 
recommendations for replicating project 
activities and results; and

(5) Makes use of an external evaluator.
(g) Demonstration and dissem ination. 

(20 points) The Secretary reviews each 
application for information to determine 
the effectiveness and efficiency of the 
plan for demonstrating and 
disseminating information about project 
activities and results throughout the 
project period, including—

(1) High quality in the design of the 
demonstration and dissemination plan 
and procedures for evaluating the 
effectiveness of the dissemination plan;

(2) Provisions for publicizing the 
project at the local, State, and national 
levels by conducting or delivering 
presentations at conferences, 
workshops, and other professional 
meetings and by preparing materials for 
journal articles, newsletters, and 
brochures;

(3) Provisions for making available the 
methods and techniques used by the 
project to others interested in 
replicating these methods and 
techniques, such as by inviting them to 
observe project activities;

(4) A description of the types of 
materials the applicant plans to make 
available to help others replicate project 
activities and the methods for making 
the materials available; -and
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(5) Provisions for assisting others to 
adopt and successfully implement the 
project or methods and techniques used 
by the project
Additional Factors

(a) After evaluating the applications 
according to the selection criteria and 
consulting with the appropriate State 
board established under section 111 of 
the Act, the Secretary determines 
whether the most highly rated 
applications are equitably distributed 
among populations of individuals with 
limited English proficiency within the 
affected State.

(b) The Secretary may select other 
applications for funding if doing so 
would Improve fire—

(1) Equitable distribution of assistance 
among populations of individuals with 
limited English proficiency within the 
affected State; or

(23 Geographical distribution of 
projects funded under this program.
Intergovernmental Review of Federal 
Programs

This program is subject to the 
requirements of Executive Order 12372 
(Intergovernmental Review of Federal 
Programs) and the regulations in 34 CFR 
Part 79.

The objective of the Executive order is 
to foster an intergovernmental 
partnership and to strengthen 
federalism by retying on State and local 
processes for State and local 
government coordination and review of 
proposed Federal financial assistance.

Applicants must contact die 
appropriate State Single Point of 
Contact to find out about, and t© comply 
with, the State’s process nnder 
Executive order 12372. Applicants 
proposing to perform activities in more 
than one State should immediately 
contact the Single Point of Contact for 
each of those States and follow the 
procedure established in each State 
under the Executive order. If you want 
to know the name and address of any 
State Single Point of Contact, see the list 
published in the Federal Regist er on 
June 10,1994 (59 FR 30214-30215).

In States that have not established a 
process or chosen a program for review, 
State, area wide, regional, and local 
entities may submit comments directly 
to the Department.

Any State Process Recommendation 
and other comments submitted by a 
State Single Point of Contact and any 
comments from State, areawide, 
regional, and local entities must be 
mailed or hand-delivered by the date 
indicated in this notice to the following 
address: The Secretary, EX). 12372— 
CFDA# 84.077, U.S. Department of

Education, Room 4161,400 Maryland 
Avenue, S.W., Washington, D.C. 20202- 
0125.

Proof of mailing will be determined 
on the same basis as applications (see 34 
CFR 75.102). Recommendations or 
comments may be hand-delivered until 
4:30 p.m. (Washington, D.C. time) on 
the date indicated in this notit».

Please note that the above address is 
not the same address as the one to 
which the applicant submits its 
completed application. Do not send 
applications to die above address.
Instructions fo r  Transm ittal o f  
A pplications

(a) If an applicant wants to apply for 
a grant, the applicant shall—

(1) Mail the original and six copies of 
the application on or before the 
deadline date to: U.S. Department of 
Education, Application Control Center, 
Attention: {CFDA# 84.077), Washington, 
D C. 20202-4725 or

(2) Hand deliver die original and six 
copies of the application fay 4:30 p.m. 
(Washington, D.C time) on or before the 
deadline date to: U.S. Department of 
Education, Application Control Center, 
Attention: {CFDA# 84.077), Room 
#3633, Regional Office Building # 3 ,7th 
and D Streets, S.W., Washington, D.C. 
20202-4725.

(b) An applicant must show one of the 
following as proof of mailing:

(1) A legibly dated U.S. Postal Service 
postmark.

(2) A legible mail receipt with the 
date of mailing stamped by the U.S. 
Postal Service.

(3) A dated shipping label, invoice, or 
receipt from a commercial carrier.

(4) Any other proof of mailing 
acceptable to the Secretary .

(c) If an application is mailed through 
the U.S. Postal Service, the Secretary 
does not accept either of die following 
as proof of mailing:

(1) A private metered postmark.
(2) A mail receipt that is not dated by 

the U.S. Postal Service.
Notes: (1) The U.S. Postal Service does not 

uniformly provide a dated postmark. Before 
relying on this method, an applicant should 
check with its local post office.

(2) The Application Control Center will 
mail a Grant Application Receipt 
Acknowledgement to each applicant If an 
applicant fails to receive die notification of 
application receipt within 15 days from the 
date of mailing the application, the applicant 
should call the U.S. Department of Education 
Application Control Center at (202) 708- 
8493.

(3) The applicant m ust indicate on the 
envelope and—if not provided by the 
Department—in Item 10 of the Application 
for Federal Assistance (Standard Form 24) 
the CFDA number of the competition under 
which the application is being submitted.

Application Instructions and Forms:
The appendix to this application is 

divided into six parts, plus a statement 
regarding estimated public reporting 
burden and various assurances and 
certifications. These parts and 
additional materials are organized in the 
same manner that the submitted 
application should be organized. The 
parts and additional materials are as 
follows:

Part I: Application for Federal 
Assistance (Standard Form 424 (Rev. 4 - 
88)) and instructions.

Part II: Instructions for ED Form No. 
524.

Part III: Budget Information Non­
construction Programs (ED Form No. 
524).

Part TV: Budget Narrative.
Part V: Program Narrative.
Part VI: Additional Assurances and 

Certifications:
a. Assurances—Non-Construction 

Programs (Standard Form 424B).
b. Certifications Regarding Lobbying; 

Debarment, Suspension, and Other 
Responsibility Matters; and Drug-Free 
Workplace Requirements (ED 80-0013) 
and Instructions.

c. Certification Regarding Debarment, 
Suspension, Ineligibility and Voluntary 
Exclusion: Lower Tier Covered 
Transactions (ED 80-0014, 9/90) and 
Instructions. (NOTE: The grantee should 
keep this form on file. It should not be 
transmitted tô frie Department)

d. Disclosure of Lobbying Activities 
(Standard Form LLLJ (if applicable) and 
Instructions; and Disclosure ofLobbying 
Activities Continuation Sheet (Standard 
Form LLL—A.)

All forms and instructions are 
included as Appendix A of this notice. 
Questions and answers pertaining to 
this program are included, as Appendix 
B, to assist potential applicants.

All applicants must submit ONE 
original signed application, including 
ink signatures on all forms and 
assurances and SIX copies of the 
application. Please mark each 
application as original or copy. Local or 
State agencies may choose to submit 
two copies with the original. No grant 
may be awarded unless a complete 
application form has been received.

For Further Inform ation C ontact: 
Cindy Towsner, Special Programs 
Branch, Division of National Programs. 
Office of Vocational and Adult 
Education, U.S. Department of 
Education, 600 Independence Avenue,
S.W. (Room 4512, Mary E. Switzer 
Building), Washington, D.C. 20202- 
7242. Telephone (202) 205-5664. 
Individuals who use a 
telecommunications device for the deaf
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(TDD) may call the Federal Information 
Relay Service (FIRS) at 1-800-877-8339 
between 8 a.m. and 8 p.m., Eastern time, 
Monday through Friday.

Program Authority: 2 0  U.S.C. 2441(a).
Dated: October 21,1994.

Augusta Scrota Kappner,
Assistant Secretary, Office o f  Vocational an d  
Adult Education.
BILUNG CODE 4000-01-P
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Appendix A

APPLICATION FOR 
FEDERAL ASSISTANCE

O M B  A p provai No. 034 8 -0 043

2 .  D A T E  S U B M IT T E D A p p l i c a n t  Id e n t i f i e r

3 .  D A TE  R E C E IV E D  B Y  S T A T E S f a t e  A p p l i c a t io n  I d e n t i f i e r

4 .  D A T E  R E C E IV E D  B V  F E D E R A L  A G E N C Y F e d e r a i  id e n t i f ie r

1 . T Y P E  O F  S U B M IS S IO N : 

Aoplication 
□  C o n s t r u c t i o n

E K  N o n - C o n s t r u c t i o n

Preapplication 
□  C o n s t r u c t i o n

O  N o n - C o n s t r u c t i o n

5 .  A P P L IC A N T  IN F O R M A T IO N

L e g a l  N a m e :

A d d r e s s  (give city, county, stato, and zip code):

* .  E M P L O Y E R  ID E N T IFIC A T IO N  N U M B E R  (E IN ) :

A  T Y P E  O F  A P P L IC A T IO N :

K S  N e w  Q  C o n t i n u a t i o n  Q  R e v is io n

it  R e v is io n ,  e n t e r  a p p r o p r ia t e  le t t e r ( s )  in  b o x ( e s ) :  □  □

A  I n c r e a s e  A w a r d  B . D e c r e a s e  A w a r d  C .  I n c r e a s e  D u r a t io n

D . D e c r e a s e  D u r a t io n  O t h e r  ( s p e c i f y ) :

Organizational Unit:

Name a n d  t e l e p h o n e  n u m b e r  o t  t h e  p e r s o n  t o  b e  c o n t a c t e d  o n  m a t t e r s  in v o lv in g  
t h i s  a p p l i c a t i o n  (give area code)

1. T Y P E  O F  A P P L IC A N T : (enter appropriate letter in box)
A  S t a t e  H . i n d e p e n d e n t  S c h o o l  D is t .

B .  C o u n t y  I. S t a t e  C o n t r o l l e d  I n s t it u t io n  o t  H ig h e r  L e a r n i n g

C .  M u n i c i p a l  J. P r iv a t e  U n iv e r s i t y

D .  T o w n s h i p  K .  I n d ia n  T r i b e

E .  I n t e r s t a t e  L .  I n d iv id u a l

F .  I n t e r m u n ic ip a l  M  P r o f i t  O r g a n i z a t i o n

G .  S p e c i a l  D is t r i c t  N . O t h e r  ( S p e c i f y ) .  ______________ ___________________

* .  N A M E  O F  F E D E R A L  A Q E N C V :

1 0 .  C A T A L O G  O F  F E D E R A L  D O M E S T IC  
A S S I S T A N C E  N U M B E R : 4 • 0 7 2 .

1 1 .  D E S C R IP T IV E  T IT L E  O F  A P P L IC A N T S  P R O J E C T :

ittle: Bilingual Vocational Training Program

1 2 .  A R E A S  A F F E C T E D  B Y  P R O J E C T  (cities, counties, states, etc.):

t i .  P R O P O S E D  P R O J E C T : 1 0 .  C O N G R E S S IO N A L  D IS T R IC T S  O F :

S t a r t  D a t e E n d i n g  D a t e a . A p p l i c a n t

1 3 .  E S T IM A T E D  F U N D IN G :

a  F e d e r a l 1  . 0 0

b  A p p l i c a n t I  .0 0

c  S t a t e *  . 0 0

d .  L o c a l $  0 0

e  O t h e r *  . 0 0

f. P r o g r a m  in c o m e S  .0 0

g  T O T A L t  .0 0

b  P r o i e c t

1 « .  I S  A P P L IC A T IO N  S U B J E C T  T O  R E V IE W  B V  S T A T E  E X E C U T IV E  O R D E R  1 2 3 7 2  P R O C E S S '»  

a . Y E S .  T H I S  P R E A P P L I C A T T O N / A P P U C A T I O N  W A S  M A D E  A V A I L A B L E  T O  T H E  

S T A T E  E X E C U T I V E  O R D E R  1 2 3 7 2  P R O C E S S  F O R  R E V I E W  O N :

D A T E

b  N O .  □  P R O G R A M  IS  . N O T  C O V E R E D  B Y  E  O .  1 2 3 7 2

P  O R  P R O G R A M  H A S  N O T  B E E N  S E L E C T E D  B Y  S T A T E  F O R  R E V I E W

1 7 .  I S  T H E  A P P L IC A N T  D E L IN Q U E N T  O N  A N Y  F E 0 E R A L  D E B T ?  

P  Y e s  I f ' Y e s . '  a t t a c h  a n  e x p la n a t io n P  N o

H .  T O  T H E  B E S T  O F  M Y  K N O W L E D G E  A N D  B E L I E F .  A L L  D A TA  IN  T H IS  A P P L IC A T lO M iP R E A P P L IC A T IO N  A R E  T R U E  A N O  C O R R E C T . T H E  D O C U M E N T  H A S  B E E N  D U L Y  

A U T H O R IZ E D  B V  T H E  G O V E R N IN G  B O D Y  O F  T H E  A P P L IC A N T  A N D  T H E  A P P L IC A N T  W IL L  C O M P L Y  W ITH  T H E  A T TA C H E D  A S S U R A N C E S  I F  T H E  A S S IS T A N C E  I S  A W A R D E D

a  T y p e d  N a m e  o t  A u t h o r i z e d  R e p r e s e n t a t i v e b T itle c  T e l e p h o n e  n u m b e r

d  S ig n a t u r e  o f  A u t h o r i z e d  R e p r e s e n t a t i v e e  O a t e  S ig n e d

Piev i o n s  ¿ c i t i o n s  N o t  U s a b l e S t a n d a r d  F o r m  4 2 4  rA C S /  a -8 8 ) 

P r e s c r ib e d  b y  O M B  C>*cuia> A - 1 0 2

Authorized for Local Reproduction
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INSTRUCTIONS FOR THE SF 424

This is a standard form used by applicants as a required facesheet for preapplications and applications submitted 
for Federal It w ill be used by Federal agencies to obtain applicant certification that States which have
established a review and comment procedure in response to Executive Order 12372 and have selected the program 
to be included in their process, have been given an opportunity to review the applicant’s submission.
Item: Entry: Item: Entry:

1. Self-explanatory.
2. Date application submitted to Federal agency (or 

Stale in applicable) & applicant’s control number 
(if applicable).

3. State use only (if applicable).
4. If this application is to continue or revise an 

existing award, enter present Federal identifier 
number. If for a new project, leave blank.

5. Legal name of applicant, name of primary 
organizational unit which w ill undertake the 
assistance activity, complete address of the 
applicant, and name and telephone number of the 
person to contact on matters related to this 
application.

$. Enter Employer Identification Number (EIN) as 
assigned by the Internal Revenue Service.

7. Enter the appropriate letter in the space 
provided.

8. Check appropriate box and enter appropriate 
letter(s) in the space(s) provided:
—"New" means a new assistance award.
—"Continuation" means an extension for an 

additional funding/budget period for a project 
with a projected completion date.

—"Revision" means any change in the Federal 
Government's financial obligation or 
contingent liability from an existing 

- obligation.
9. Name of Federal agency from which assistance is 

being requested with this application.
10. Use the Catalog of Federal Domestic Assistance 

number and title of the program under which 
.Assistance is requested.

11. Enter a brief descriptive title of the project, if 
more than one program is involved, you should 
append an explanation on a separate sheet If 
appropriate (e.g., construction or real property 
projects), attach a map showing project location. 
For preapplications, use a separate sheet to 
provide a summary description of this project.

12. List only the largest political entities affected
(e.g.. State, counties, cities). .

13. Self-explanatory.

14. lis t the applicant's Congressional District and 
any District(s) affected by the program or project.

15. Amount requested or to be contributed during 
the first funding/budget period by each 
contributor. Value of in-kind contributions 
should be included on appropriate lines as 
applicable. If the action w ill result in a dollar 
change to an existing award, indicate only the 
amount of the change. For decreases, enclose the 
amounts in parentheses. If both basic and 
supplemental amounts are included, show 
breakdown on an attached sheet. For multiple 
program funding, use totals and show breakdown 
using same categories as item 15.

16. Applicants should contact the State Single Point 
of Contact (SPOC) for Federal Executive Order 
12372 to determine whether the application is 
subject to the State intergovernmental review 
process.

17. This question applies to the applicant organi­
zation, not the person who signs as the 
authorized representative. Categories of debt 
include delinquent audit disallowances, loans 
and taxes.

18. To be signed by the authorized representative of 
the applicant. A copy of the governing body’s 
authorization for you to sign this application as 
official representative must be on file in the 
applicant's office. (Certain Federal agencies may 
require that this authorization be submitted as 
part of the application.)

SF  424 tREV  4-M * B«ck

BILLING CODE 4000-01-C
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Public reporting burden for this 
collection of information is estimated to 
vary from 13 to 22 hours per response, 
with an average of 17.5 hours, including 
the time for reviewing instructions, 
searching existing data sources, 
gathering and maintaining the data 
needed, and completing and reviewing 
the collection of information. Send 
comments regarding this burden 
estimate or any other aspect of this 
collection of information, including 
suggestions for reducing this burden, to 
the U.S. Department of Education, 
Information Management and 
Compliance Division, Washington, DC 
20202-4651; and the Office of 
Management and Budget, Paperwork 
Reduction Project 1875-0102, 
Washington, DC 20503.
Instructions for Ed Form No. 524
General Instructions

This form is used to apply to 
individual U.S. Department of 
Education discretionary grant programs. 
Unless directed otherwise, provide the 
same budget information for each year 
of the multi-year funding request. Pay 
attention to applicable program specific 
instructions, if attached.
Section A—Budget Summary: U.S. 
D epartm ent o f Education Funds

All applicants must complete Section 
A and provide a breakdown by the

applicable budget categories shown in 
lines 1-11.
Lines 1-11, columns (a)—(e):

For each project year for which 
funding is requested, show the total 
amount requested for each 
applicable budget category.

Lines 1-11, column (f):
Show the multi-year total for each 

budget category. If funding is 
requested for only one project year, 
leave this column blank.

Line 12, columns (a)-(e):
Show the total budget request for each 

project year for which funding is 
requested.

Line 12, column (f):
Show the total amount requested for 

all project years. If funding is 
requested for only one year, leave 
this space blank.

Section B—Budget Summary: Non- 
FederalFunds

If you are required to provide or 
volunteer to provide matching funds or 
other non-Federal resources to the 
project, these should be shown for each 
applicable budget category on lines 1 - 
11 of Section B.
Lines 1-11, columns (a)—(e):

For each project year for which 
matching funds or other 
contributions are provided, show 
the total contribution for each 
applicable budget category.

Lines 1-11, column (f):
Show the multi-year total for each 

budget category. If non-Federal 
contributions are provided for only 
one year, leave this column blank. 

Line 12, columns (a)-(e):
Show the total matching or other 

contribution for each project year. 
Line 12, column (f):

Show the total amount to be 
contributed for all years of the 
multi-year project. If non-Federal ] 
contributions are provided for only 
one year, leave this space blank. ]

Section C—Other Budget Information
Pay attention to app licable program 

specific instructions, i f  attached.
1. Provide an itemized budget 

breakdown, by project year, for each 
budget category listed in Sections A and 
B.

2. If applicable to this program, enter 
the type of indirect rate (provisional, 
predetermined, final or fixed) that will ' 
be in effect during the funding period. ' 
In addition, enter the estimated amount j 
of the base to which the rate is applied,■ 
and the total indirect expense.

3. If applicable to this program, 
provide the rate and base on which 
fringe benefits are calculated.

4. Provide other explanations or 
comments you deem necessary.
(MULING CODE 4000-01-P
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Instructions for Part IV—Budget 
Narrative •

The budget narrative should explain, 
justify, and, if needed, clarify your 
budget summary. For each line item 
(personnel, fringe benefits, travel, etc.) 
in your budget, explain why it is there 
and how you computed the costs.

Please limit this section to no more 
than five pages. Be sine that each page 
of your application is numbered 
consecutively.
Explanation o f  Budget Categories

1. Personnel: Show salaries to be paid 
to project personnel.

2. Fringe Benefits: Indicate the rate 
and amount of fringe benefits.

3. Travel: Indicate the amount 
requested for both inter- and intra-State 
travel of project staff. Include funds for 
at least one trip for two people to attend 
a project director’s meeting in 
Washington, DC.

4. Equipment: Indicate the cost of 
non-expendable personal property that 
has a useful life of more than one year 
and a cost of $300 or more per unit 
($5,000 or more if State, Local or Tribal 
Government).

5. Supplies: Include the cost of 
consumable supplies and materials to be 
used during the project.

6. Contractual: Show the amount to 
be used for (1) procurement contracts 
(except those which belong on other 
lines such as supplies and equipment; 
and (2) sub-contracts.

7. Construction: Not Allowable.
8. Other: Indicate all direct costs not 

clearly covered by lines 1 through 7 
above, including consultants.

9. Total, Direct Cost: Show the total 
for lines 1 through 8.

10. Indirect Costs: Indicate the rate 
and amount of indirect costs. NOTE: For 
training grants, the indirect cost rate 
cannot exceed 8%.

11. Training/Stipend Cost: (if 
allowable).

12. TOTAL, Federal Funds R equested: 
Show total for lines 9 through 11.
Cost Sharing

Indicate the actual rate and amount of 
cost sharing when there is a cost sharing 
requirement. If cost sharing is required 
by program regulations, the local share 
required refers to a percentage of Total 
Project Cost, not of Federal funds.
Instructions for Part IV—Program 
Narrative

The program narrative will comprise 
the largest portion of your application. 
This part is where you spell out the 
who, what, when, where, why, and how 
of your proposed project.

Although you will not have a form to 
fill out for your narrative, there is a 
format. This format is the selection 
criteria. Because your application will 
be reviewed and rated by a review panel 
on the basis of the selection criteria, 
your narrative should follow the order 
and format of the criteria.

Before preparing your application, 
you should carefully read the legislation 
and regulations of the program, 
eligibility requirements, information on 
any priority set by the Secretary, and the 
selection criteria for this competition.

Your program narrative should be 
clear, concise, and to the point. Begin 
the narrative with a one page abstract or 
sumirfary of your proposed project;
Then describe the project in detail, 
addressing each selection criterion in 
order.

The Secretary strongly suggests that 
the. applicant limit the program 
narrative to no more than 40 double­
spaced, typed pages (on one side only), 
although the Secretary will consider 
applications of greater length. Be sure to 
number consecutively ALL pages in 
your application.

You may include supporting 
documentation as appendices. Be sure 
that this material is concise and

pertinent to this program competition 
and is numbered consecutively.

Applicants are advised that: (a) The 
Department considers only information 
contained in the application in ranking 
applications for funding consideration. 
Letters of support sent separately from 
the formal application package are not 
considered in the review by the 
technical review panels. (34 CFR 
75.217)

(b) The technical review panel 
evaluates each application solely on the 
basis of the established technical review 
criteria. Letters of support contained in 
the application will strengthen the 
application only insofar as they contain 
commitments that*pertain to the 
established technical review criteria, 
such as commitment and resources.
Additional Materials
Instructions fo r  Estim ated Public 
Reporting Burden

Under terms of the Paperwork 
Reduction Act of 1980, as amended, and 
the regulations implementing that Act, 
the Department of Education invites 
comment on the public reporting 
burden in this collection of information. 
Public reporting burden for this 
collection of information is estimated to 
average 90 hours per response, 
including the time for reviewing 
instructions, searching existing data 
sources, gathering and maintaining the . 
data needed, and completing and 
reviewing the collection of information. ; 
You may send comments regarding this 
burden to the U.S. Department of 
Education, Information Management 
and Compliance Division, Washington, 
DC 20202-4651; and to the Office of 
Management arid Budget, Paperwork 
Reduction Project, OMB 1830-0013, 
Washington ,̂ DC 20503. (Information 
collection approved under OMB control 
number 1830-0013. Expiration date: 
2/28/95.)
BILUNG CODE 4000-01-P
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• 0M1 Approval No. 0341-OOAft

ASSURANCES — NON-CONSTRUCTION PROGRAMS
Notes Certain of these assurances may not he applicable to your project or program. If you hare questions, 

please contact the awarding agency. Further, certain Federal awarding agencies may require applicants 
to certify to additional assurances. If such is the case, you w ill be notified.

As the duly authorized representative of the applicant 1 certify that the applicant; .

1. Has the legal authority to apply for Federal 
assistance, and the institutional, managerial and 
financial capability (including funds sufficient to 
pay the non-Federal share of project costs) to 
ensure proper planning, management and com­
pletion of the project described in this application:

2. W ill give the awarding agency, the Comptroller 
General of the United States, ami if appropriate, 
the State, through any authorized representative, 
access to and the right to examine ail records, 
books, papers, or documents related to the award; 
and will establish a proper accounting system in 
accordance with generally accepted accounting 
standards or agency directives.

3. W ill establish safeguards to prohibit employees 
from using their positions for a purpose that 
constitutes or presents the appearance of personal 
or organizational conflict of interest, or personal 
gain.

4. W ill initiate and complete the work within the 
applicable time frame after receipt of approval of 
the awarding agency.

5. W ill comply with the intergovernmental 
Personnel Act of 1970 (42 U.S.C. 99 4728-4763) 
relating to prescribed standards for merit systems 
for programs funded under one of the nineteen 
statutes or regulations specified in Appendix A of 
OPM’s Standards for a Merit System of Personnel 
Administration <5 C.F.R. 900, Subpart F).

6. Will comply with all Federal statutes relating to 
nondiscrimination. These include but are not 
limited to: (a) Title VI of the Civil Rights Act of 
'1964 (P.L. 88-352) which prohibits discrimination 
on the basis of race, color or national origin; fb) 
Title IX of the Education Amendments of 1972, as 
amended (20 U.S.C. 99 1681-1683, and 1685-1686), 
which prohibits discrimination on the basis of sex; 
(c) Section 504 of the Rehabilitation Act of 1973, as 
amended (29 U.S.C. S 794), which prohibits dis­
crimination on the basis of handicaps; (d) the Age 
Discrimination Act of 1975, as amended (42 
U.S.C.§§ 6101-6107), which prohibits discrim­
ination on the basis of age;

(e)the Drug Abuse Office and Treatment Act of 
1972 (P.L. 92-255), as amended, relating to 
nondiscrimination on the basis of drug abuse; (f) 
the Comprehensive Alcohol Abuse and Alcoholism 
Prevention, Treatment and Rehabilitation Act of 
1970 (P.L. 91-616), as amended, relating to 
nondiscrimination on the basis of alcohol abuse or 
alcoholism; (g) 99 523 and 527 of the Public Health 
Service Act of 1912 (42 U.S.C. 290 dd-3 and 290 ee- 
3), as amended, relating to confidentiality of 
alcohol and drugabuse patient records; (h) Title 
VIII of the Civil Rights Act of 1968 (42 U.S.C. 9 
3601 et seq.), as amended, relating to non­
discrimination in the sale, rental or financing of 
housing; (i) any other nondiscrim ination 
provisions in the specific statute(s) under which 
application for Federal assistance is being made; 
and (j) the requirements of any other 
nondiscrimination statute(s) which may apply to 
the application.

7. W ill comply, or has already complied,; with the 
requirements of Titles II and III of the Uniform 
Relocation Assistance and Real Property 
Acquisition Policies Act of 1978 (P.L. 91-6461 
which provide for fair and equit&ble treatment of 
persons displaced or whose property is acquired as 
a result of Federal or federally assisted programs. 
These requirements apply to ail interests in real 
property acquired for project purposes regardless 
of Federal participation in purchases.

8. W ill comply with the provisions of the Hatch Act 
(5 U.S.C. 5$ 1501-1508and 7324-7328) which limit 
the political activities of employees whose 
principal employment activities are funded in 
whole or ip part with Federal funds.

9. W ill comply, as applicable, with the provisions of 
the Davis-Bacon Act (40 U.S.C. 99 276a to 276a- 
7), the Copeland Act (40 U.S.C. 9 276c and 18 t 
U.S.C. 99 874), and the Contract Work Hours and 
Safety Standards Act (40 U.S.C. 9$ 327-333), 
regarding labor standards for federally assisted 
construction subagreements.

Authorized for Local Reproduction

Standard Form «240 (*-88)
PrvscnM d by O U 8  Grcutai A* >02
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10. Will comply, if applicable, with flood insurance 
purchase requirements of Section 102(a) of the 
Flood Disaster Protection Act of 1973 (P.L. 93*234) 
which requires recipients in a special flood hazard 
area to participate in the program andto purchase 
flood insurance if the total cost of insurable 
construction and acquisition is 110,000 or more.

11. Will comply with environmental standards which 
may be prescribed pursuant to the following: (a) 
institution of environmental quality control 
measures under the National Environmental 
Policy Act of 1969 (P.L. 91*190) and Executive 
Order (EO) 11514; (b) notification of violating 
facilities pursuant to EO 11738; (cl protection of 
wetlands pursuant to EO 11990; (d) evaluation of 
flood hazards in floodplains in accordance with EO 
11988; (e) assurance of project consistency with 
the approved State management program 
developed under the Coastal Zone Management 
Act of 1972 (16 U.S.C. SS 1451 et seq ); (f) 
conformity of Federal actions to State (Clear Air) 
Implementation Plans under Section 176(c) of the 
Clear Air Act of 1955, as amended (42 U.S.C. 1 
7401 et seq.); (g) protection of underground sources 
of drinking water under the Safe Drinking Water 
Act of 1974, as amended, (P.L. 93*523); and (h) 
protection of endangered species under the 
Endangered Species Act of 1973, as amended, (P.L. 
93-205L

12. Will comply with the Wild and Scenic Rivers Act 
of 1968 (16 U.S.C. M 1271 et seq.) related to 
protecting components or potential components of 
the national wild and scenic rivers system.

13. W ilt assist the awarding agency in assuring 
compliance with Section 106 of the National 
Historic Preservation Act of 1966, as amended (16 
U.S.C. 470), EO 11593 (identification and 
protection of historic properties), and the 
Archaeological and Historic Preservation Act of 
1974 (16 U.S.C. 469a* 1 et seq.).

14. W ill comply with P.L. 93*348 regarding the 
protection of human subjects involved in research, 
development, and related activities supported by 
this award of assistance.

15. W ill comply with the Laboratory Animal Welfare 
Act of 1966 (P.L. 89*544, as amended, 7 U.S.C. 
2131 et seq.) pertaining to the care, handling and 
treatment of warm blooded animals held for 
research, teaching, or other activities supported by 
this award of assistance.

16. W ill comply with the Lead-Based Paint Poisoning 
Prevention Act (42 U.S.C. $§ 4801 et seq ) which 
prohibits the use of lead based paint in 
construction or rehabilitation of residence 
structures.

17. W ill cause to be performed the required financial 
and compliance audits in accordance with the 
Single Audit Aet of1984.

18. W ill comply with all applicable requirements of all 
other Federal laws, executive orders, regulations 
and policies governing this program.

C'GNA?URE OF AUTHORIZED CERTIFYING OFFICIAL TFTIE

APPLICANT ORGANIZATION DATE SUBMITTED

SF « 2 4 8  (4-88» Back
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CERTIFICATIONS REGARDING LOBBYING; DEBARMENT* SUSPENSION AND OTHER 
RESPONSIBILITY MATTERS; AND DRUG-FREE WORKPLACE REQUIREMENTS

Applicants should refer to the regulations cited below to determine the certification to which they are required to ?He<t Applicants 
should also review the mstnations for certification included in the regulations before completing this forin. Signature of this form 
provides for compliance with certifiation requirements under 34 CFR Part 82, "New Restriction! on Lobbying? and 34 CFR Part 85 
,^vernment-wide Debarment and Suspension (Nonprocurement) and Government-wide Requirements for Drug-Free Workplace * 
(Grants). The certifications shall be treated as a material representation of fact upon which reliance will be placed when the Department
of Education determines to award the covered transaction, grant, or cooperative agreement. V

1. LOBBYING
As required by Section 1352, Title 31 of the U.S. Code; and 
implemented at 34 CFR Part 82, for persons entering into a 
grant or cooperative agreement over $100,000, as defined at 34 
CFR Part 82, Sections o2.1Q5 and 82.110, the applicant certifies 
that:

(a) No Federal appropriated funds have been paid or will be 
paid, by or on behalf of the undersigned, to any person for 
influencing or attempting to influence an officer or employee 
of any agency, a Member of Congress, an officer or employee 
of Congress, or an employee of a Member of Congress in 
connection with the making of any Federal grant, the entering 
into of any cooperative agreement, and the extension, 
continuation, renewal, amendment, or modification of any 
Federal grant or cooperative agreement;
(b) If any funds other than Federal appropriated funds have 
been paid or will be paid to any person for influencing or 
attempting to influence an officer or employee of any agency, a 
Member of Congress, an officer or employee of Congress, or an 
employee of a M e m b e r of Congress in connection with this 
Federal grant or cooperative agreement, the undersigned shall 
complete and submit Standard Form - LLL, "Disclosure Form. 
to Report Lobbying," in accordance with its instructions;
(c) The undersigned shall require that the language of this 
certification be included in the award documents for all 
subawards at all tiers (including subgrants, contracts under 
grants and cooperative agreements, and subcontracts) and that 
all subrecipients shall certify and disclose accordingly.

2. DEBARMENT, SUSPENSION, AND OTHER 
RESPONSIBILITY MATTERS
As required by Executive Order 12549, Debarment and 
Suspension, and implemented at 34 CFR Part 85, for 
prospective participants in primary covered transactions, as 
defined at 34 CFR Part 85, Sections 85.105 and 85.110 —

A. The applicant certifies that it and its principals:

(a) Are not presently debarred, suspended, proposed for 
debarment, declared ineligible, or voluntarily excluded from 
covered transactions by any Federal department or agency;
(b) Have not within a three-year period preceding this 
application been convicted of or nad a civil judgment rendered 
against them for commission of fraud or a criminal offense in 
connection with obtaining, attempting to obtain, or performing 
a public (Federal, State, or local) transaction or contract under 
a public transaction; violation of Federal or State antitrust 
statutes or commission of embezzlement, theft, forgery, 
bribery, falsification or destruction of records, making false 
statements, or receiving stolen property;
(c) Are not presently indicted for or otherwise criminally or 
civilly charged by a governmental entity (Federal, State, or 
local) with commission of any of the offenses enumerated in 
paragraph (l)(b) of this certification; and

(d) Have not within a three-year period precedingthis 
application had one or more public transactions (Federal, State, 
or local) terminated for cause or default; and

B. Where the applicant is unable to certify to any of the 
statements in this certification, he or she shall attach an 
explanation to this application.

3. DRUG-FREE WORKPLACE 
(GRANTEES OTHER THAN INDIVIDUALS)
As required by the Drug-Free Workplace Act of 1988, and 
implemented at 34 CFR Part 85, Subpart F, for grantees, as 
defined at 34 CFR Part 85, Sections 85.605 and 85.610 -

A. The applicant certifies that it will or will continue to 
provide a drug-free workplace by:

(a) Publishing a statement notifying employees that the 
unlawful manufacture, distribution, dispensing, possession, or 
use of a controlled substance is prohibited in the grantee's 
workplace and specifying the actions that will be taken against 
employees for violation of such prohibition;

(b) Establishing an on-going drug-free awareness program to 
inform employees about—

(1) The dangers of drug abuse in the workplace;

(2) The grantee's policy of maintaining a drug-free workplace;

(3) Any available drug counseling, rehabilitation, and 
employee assistance programs; and
(4) The penalties that may be imposed upon employees for 
drug abuse violations occurring in the workplace;

(c) Making it a requirement that each employee to be engaged 
in the performance of the grant be given a copy of the 
statement required by paragraph (a);

(d) Notifying the employee in the statement required by 
paragraph (a) that, as a condition of employment under the 
grant, the employee will—

(1) Abide by the terms of the statement; and

(2) Notify the employer in writing of his or her conviction for a 
violation o f  a criminal drug statute occurring in the workplace 
no later than five calendar days after such conviction;

(e) Notifying the agency, in writing, within 10 calendar days 
after receiving notice under subparagraph (d)(2) from an 
employee or otherwise receiving actual notice of such 
conviction. Employers of convicted employees must provide 
notice, including position title, to: Director, Grants and 
Contracts Service, U5. Department of Education, 400 
Maryland Avenue, S.W. (Room 3124, GSA Regional Office



Federal Register /  Vol 59, N a 207 /  Thursday, October 27, 1994 /  Notices 54089

Building No. 3), Washington, DC 20202-4571. Notice shall in­
clude the identification numbers) erf each affected pant;

(f) Taking one of the following actions, within 30 calendar days 
of receiving notice under subparagraph (d)(2), with respect to 
any employee who is so convicted--
(1) Taking appropriate personnel action against such an 
employee, up to and including termination, consistent with the 
requirements of the Rehabilitation Act of 1973, as amended; or

(2) Requiring such employee to participate satisfactorily in a 
drug abuse assistance or rehabilitation program approved for 
suen purposes by a Federal, State, or local health, law enforce­
ment, or other appropriate agency;
(g) Making a good faith effort to continue to maintain a drug- 
free workplace through implementation of paragraphs (a),
(b), (c), (d), (e), and (f).

B. The grantee may insert in the space provided below the 
sitefs) for the performance of work done in connection with the 
specific grant:

Place of Performance (Street address, city, county, state, zip 
code)

DRUG-FREE WORKPLACE 
(GRANTEES WHO ARE INDIVIDUALS)
As required by the Drug-Free Workplace Act of 1988, and 
implemented at 34 CFK Part 85, Subpart F, for grantees, as 
denned at 34 CFR Part 85, Sections 85.605 and 85.610 —

A. As a condition of the grant, I certify that !  will not engage 
in the unlawful manufacture, distribution, dispensing, pos­
session, or use of a controlled substance in conducting any 
activity with the grant; and

& If convicted of a criminal drug offense resulting from a 
violation occurring during the eonduct of any grant activity, 
1 will report the conviction, in writing, within 10 calendar 
days of the conviction, to: Director, Grants and Contracts 
Service; US, Department of Education, 400 Maryland 
Avenue, S.W. (Room 3124, GSA Regional Office Building 
No. 3), Washington, DC 20202-4571. Notice shall include 
the identification numberfs) of each ~<fected grant.

Check Q  if there are workplaces on file that are not identified 
here.

Asihe duly authorized representativeof the applicant, I hereby certify that the applicant will comply with the above certifications.

Ssofete13' 6/90  iReplaces ED 80*0008' î2 /8 9 ; Form  CCSO08, (REV. 12/88); ED 80-0010,5/90; and ED 80-0011,5/90, which are
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Certification Regarding Debarment, Suspension, Ineligibility and 
Voluntary Exclusion — Lower Tier Covered Transactions

This certification is required by the Department of Education regulations implementing Executive Order 
12549, Debarment and Suspension, 34 CFR Part 85, for all lower tier transactions meeting the threshold 
and tier requirements stated at Section 85.110.

Instructions for Certification
Ì. By signing and submitting this proposal, the 
prospective lower tier participant is providing the 
certification set out below.

2. The certification in this clause is a material 
representation of fact upon which reliance was placed 
when this transaction was entered into. If it is later 
determined that the prospective lower tier participant 
knowingly rendered an erroneous certification, in 
addition to other remedies available to the Federal 
Government, the department or agency with which 
this transaction originated may pursue available 
remedies, including suspension and/or debarment.

3. The prospective lower tier participant shall provide 
immediate written notice to the person to which this 
proposal is submitted if at any tune the prospective 
lower tier participant learns that its certification was 
erroneous when submitted or has become erroneous 
by reason of changed circumstances.

4. The terms "covered transaction," "debarred," 
"suspended," "Ineligible," "lower tier covered 
transaction," "participant," "person," "primary covered 
transaction," principal," "proposal," and "voluntarily 
excluded," as used in this clause, have the meanings 
set out in the Definitions and Coverage sections o f  
rules implementing Executive Order 12549. You may 
contact the person to which this proposal is submitted 
for assistance in obtaining a copy of those regulations.

5. The prospective lower tier participant agrees by 
submitting this proposal that, should the proposed 
covered transaction be entered into, it shall not 
knowingly enter into any lower tier covered 
transaction with a person who is debarred, 
suspended, declared ineligible, or voluntarily 
excluded from participation in this covered 
transaction, unless authorized by the department or 
agency with which this transaction originated.

6. The 
agrees by submitting thi 
include the clause titled

ant further 
t i t will 

ine
Debarment, Suspension, Ineligibility, and Voluntary 
Exclusion—Lower Tier Covered Transactions," 
without modification, in all lower tier covered 
transactions and in all solicitations for lower tier 
covered transactions.

7. A participant in a covered transaction may rely 
upon a certification of a prospective participant in a 
lower tier covered transaction that it is not 
debarred, suspended, ineligible, or voluntarily 
excluded from the covered transaction, unless it 
knows that the certification is erroneous. A 
participant may decide the method and frequency 
by which it determines the eligibility of its 
principals. Each participant may, but is not 
required to, check the Nonprocurement List.

8. Nothing contained in the foregoing shall be 
construed to require establishment of a system of 
records in order to render in good faith the 
certification required by this clause. The knowledge 
and information of a participant is not required to 
exceed that which is normally possessed by a 
prudent person in the ordinary course of business 
dealings.

9. Except for transactions authorized under 
paragraph 5 of these instructions, if a participant in 
a covered transaction knowingly enters into a lower 
tier covered transaction with a person who is 
suspended, debarred, ineligible, or voluntarily 
excluded from participation in this transaction, in 
addition to other remedies available to the Federal 
Government, the department or agency with which 
this transaction originated may pursue available 
remedies, including suspension and/or debarment.

Certification

0 )  The prospective lower tier participant certifies, by submission of this proposal, that neither it nor its 
principals are presently debarred, suspended, proposed for debarment, aedared ineligible, or 
voluntarily excluded mom participation in this transaction by any Federal department or agency.

(2) Where the prospective lower tier participant is unable to certify to any of the statements in this 
certification, such prospective participant shall attach an explanation to this proposal.

NAME OF APPLICANT PR/AWARD NUMBER AND/OR PROJECT NAME

PRINTED NAME AND TITLE OF AUTHORIZED REPRESENTATIVE

SIGNATURE DATE

ED 80-0014,9/90 (Replaces CCS-009 (REV. 12/88), which is obsolete)
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DISCLOSURE OF LOBCYING ACTIVITIES OM®
Complete this form to disclose lobbying activities pursuant to 31 U.S.C. 1352 

* (See reverse for public burden disclosure.}.

I. Type of Federal Action:
“ 1 a. contract 
___ b. grant

c. cooperative agreement
d. loan
e. loan guarantee
f. loan insurance

2. Status of Federal Action:

*~1 a. bid/offer/application 
1 1 b. initial award

c. post-award

3. Report Type:

□ a. initial filing
b. material change

For Material Change Only: 
year __________ quarter
date of last report ___

I, Name and Address of Reporting Entity: 

□  Prime □  Subawardee
Tier_____ , i f  known:

5. If Reporting Entity in No. 4 is Subawardee, Enter Name 
and Address of Prime:

Congressional District, i f  known: _________________
Federal Department/Agency: . 7.

Congressional District, i f  known: 
Federal Program Name/Description:

8. Federal Action Number, i f  known: Sr

CFDA Number, i f  applicable:

Award Amount, i f  known:
$

10. a. Name and Address of Lobbying Entity 
Of individual, last name, first name, M ill

b. Individuals Performing Services (including address if  
different from No. 10a)
(last name, first name, M lk

Much Continuation Sheet(s) SF-LLL-A. if neceturv)
11. Amount of Payment (check all that applyI: 13. Type of Payment (check all that apply!:

$ _________ • □  actual □  planned

12. Form of Payment (check all that applyI:
□  a. cash
□  b. in-kind; specify: nature _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

value _________________ .

□  a. retainer
□  b. one-time fee
□  c. commission
□  d. contingent fee
□  e. deferred
□  f. other; specify:

14. Brief Description of Services Performed or to be Performed and Date<s) of Service, including officers), employee's), 
or Memberis) contacted, for Payment Indicated in Item 11:

Much Continuation Sheetfs) SF-LLL-A. if ritentarvi
15. Continuation Sheet(s) SF-LLL-A attached: □  Yes □  No

is. •nfom uiior raquattad storough tba forai to w tM u d  by «tofo 11 U S C  
•action u s i. Ihto dnefotura a« fofctoyinf acimbat to •  malarial  upra iam tlion 
<* fact upan «tordi rabonea «raí placad by Iba «Mr abova adían «tofo 
induction  wat nuda or arwarad into. Itoto dncfotura to'mqutoad punuant lo  
I l  U.S.C USI. U to information a d  be «aportad to d ia C o n fu ti temé 
annually and «idi ba ««triable for public impaction. Any partan adw luto lo
fita d u  raquirad dncfotura th tS  ba tubfoct la  a ctod paoatiy of no i fou  «hMi
$10.000 and noi mora dun SWOjOOO for ateto tocto forfore.

Signature: _____ 

Print Name: _

Title: __________

Telephone No¿ Date:

FedeM U*e Only: Authorized lor Local Reproduction 
Standard Forts -  ILL
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DISCLOSURE OF LOBBYING ACTIVITIES Approved by OMt

CONTINUATION SHEET

Reporting Entity: P»ge  ___oI

Andioaiiid Iffy t i c i l  R^paodiectiofi
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INSTRUCTIONS FOR COMPLETION OF SF-Lli, DISCLOSURE OF LOBBYING ACTIVITIES

This disdosure form  shall be com pleted by the reporting entity, w hether subawatdee o r prime Federal recipient, a t the 
initiation o r receipt of a  coveted Federal action, o r a  material change to  a  previous filing, pursuant to  title 31 U.S.C. 
section 1352. The filing of a form Is required for each payment o r agreem ent to  make payment to  any lobbying entity for 
influencing o r attem pting to  influence an officer o r em ployee of any agency, a  M ember of Congress, an officer or 
employee of Congress, o r an em ployee of a M ember of Congress In connection with a covered Federal action. U se the  
SF-LLL-A Continuation Sheet for additional information if the space on th e form is inadequate. Com plete all item s that 
apply for both the initial filing and material change rep ort Refer to  d ie implementing guidance published by the Office of 
Management and Budget for additional information.

1. Identify th e type of covered Federal action for which lobbying activity is and/or has been secured to  influence the 
outcom e of a covered Federal action.

2. identify the status o f the covered Federal action.

3. Identify th e appropriate classification of this report. If this is a  followup report caused by a material change to  the 
information previously reported, enter the year and quarter in which the change occurred. Enter the date of the last 
previously subm itted report by this reporting entity for this covered Federal action.

4. Enter th e full nam e, address, d ty, state and zip cod e of th e reporting entity. Include Congressional District, if 
known. Check the appropriate classification of the reporting entity that designates if it is, or expects to  be, a prime 
or subaward recipient. Identify the tier of the subawardee, e .g , the first subawardee of the prime is the 1st tier. 
Subawards include but e re  not limited to  subcontracts, subgrants and contract awards under grants.

5. If the organization filing th e report in Hern 4 checks "Subaw ardee", then enter the full nam e, address, q’ty, state and 
rip cod e of the prime Federal recipient Include Congressional D istrict if known.

6. Enter the nam e of th e Federal agency making the award or loan com m itm ent Include at least one organizational 
level below  agency nam e, if known. For exam ple, Department of Transportation, United States Coast Guard.

7 . Enter th e Federal program  name o r description for th e covered Federal action (item  1). If known, enter the full 
Catalog of Federal D om estic Assistance (CFDA) number for grants, cooperative agreem ents, loans, and loan 
com m itm ents.

8. Enter th e m ost appropriate Federal identifying num ber available for th e Federal action identified in item  1 (e.g^  
Request for Proposal (RFP) number; invitation for Bid (IFB) num ber; grant announcement num ber; the contract, 
grant o r loan award num ber; the application/proposal control num ber assigned by the Federal agency). Indude 
prefixes, e-g* "RFP-D E-90-001."

9 . For a covered Federal action where there has been an award o r loan com m itm ent by the Federal agency, enter the 
Federal am ount of the award/loan commitment for th e prime entity identified in item  4  o r 5.

10. (a)Enter the full nam e, address, d ty, state and rip  cod e of th e lobbying entity engaged by the reporting entity
identified in item  4  to  influence the covered Federal action.

(b)Enter the full nam es of the individuaKs) performing services, and indude full address if different from 10 (a).
Enter Last Name, First N am e, and Middle Initial (M l).

11. Enter the amount of com pensation paid or reasonably exp ected  to  b e paid by the reporting entity (item  4) to  the 
lobbying entity (item  10). Indicate whether the payment has been m ade (actual) o r will be m ade (planned). Check 
ail boxes that apply. If this is a  material change report, enter tire cumulative amount of payment m ade or planned 
to  be m ade.

12. Check th e appropriate box(es). Check ail boxes that apply. If paym ent Is m ade through an in*kind contribution, 
specify the nature and value of the in-kind payment.

13. Check the appropriate box(es). Check aO boxes that apply. If oth er, specify nature.

14. Provide a specific and detailed description of th e services th at th e lobbyist has perform ed, or will be expected  to
perform , and the datefs) of any services rendered. Indude aU preparatory and related activity, not just tim e spent in 
actual con tact with Federal officials. Identify the Federal officiates) o r em p!oyee(s) contacted  o r the ofneerts), .  
em pioyeeis), o r M em berts) o f Congress that w ere con tacted . 4

15. Check w hether o r not a  SF-LLL-A Continuation Sheetts) Is attach ed .

16. The certifying official shall sign and date the form , print his/her nam e, title, and telephone number.

Public reporting burden for this collection of information is estim ated to  average 10 mintucs per response, including tim e for reviewing 
Instructions, searching existing data sources, gathering and maintaining d ie data needed, and com pleting and reviewing the collection of 
information. Send com m ents regarding the burden estim ate or any « h c r  aspect of this coBsction of inform ation, including suggestions 
for reducing this burden, to  the O ffice of Management and Budget Psperworfc Reduction Prop el  (0 )4 4 0 0 4 0 , W ashington. D.C. 10503

&L JNG CODE 400Q-01-C
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Appendix B - "r* - /
Potential applicants frequently direct 

questions to officials of the Department 
regarding application notices and 
programmatic and administrative regulations 
governing various direct grant programs. To 
assist potential applicants the Department 
has assembled the following most commonly 
asked questions.

Q. Can we get an extension of the 
deadline?

A. No. A closing date may be changed only 
under extraordinary circumstances. Any 
change must be announced in the Federal 
Register and apply to all applications. 
Waivers for individual applications cannot 
be granted regardless of the circumstances.

Q. How many copies of the application 
should I submit and must they be bound?

A. Our new policy calls for an original and 
six copies to be submitted. The binding of 
applications is optional.

Q. May we use this same application to 
compete for funds under a different grant 
program?

A. Yes, however, the likelihood of success 
is not gobd. A properly prepared application 
must meet the specifications of the grant 
program to which it is submitted.

Q. I’m not sure which grant program is 
most appropriate for my project. What should 
I do?

A. We are happy to provide general 
program information. Clearly, it would not be 
appropriate for staff to participate in the 
actual writing of an application, but we can 
respond to specific questions about 
application requirements, evaluation criteria, 
and the priorities. Applicants should 
understand that this previous contact is not 
required, nor will it in any way influence the 
success of an application.

Q. When will I find out if I’m going to be 
funded?

A. You can expect to receive notification 
within 3 to 4 months of the application 
closing date, depending on the number of 
applications received and the number of 
grant programs with closing dates at about 
the same time.

* *Q. Qnce my application has been reviewed 
by the review panel,.can you tell me the 
outcome?

A, No. Every year we are called by a 
number of applicants who have legitimate 
reasons for needing to know the outcome of 
the review prior to official notification. Some 
applicants need to make job decisions, some 
need to notify a local school district, etc. 
Regardless of the reason, because final 
funding decisions have not been made at that 
point, we cannot share information about the 
review with anyone.

Q. Will my application be returned if I am/ 
not funded?

A. We no longer return unsuccessful 
applications. Thus applicants should retain 
at least one copy of the application.

Q. Can I obtain copies of reviewers’ 
comments?

A. Upon written request, reviewers' 
comments will be mailed to unsuccessful 
applicants.

Q. Is travel allowed under these projects?
A. Travel associated with carrying out the 

project is allowed. Because we may request 
the project director of funded projects to 
attend an annual project directors meeting, 
you may also wish to include a trip or two 
to Washington, D.C. in the travel budget. 
Travel to conferences is sometimes allowed 
when it is for purposes of dissemination. ~

Q. If my application receives high scores 
from the reviewers, does that mean that I will 
receive binding?

A. Not necessarily. It is often the case that 
4he number of applications*scored highly by 
the reviewers exceeds the dollars available 
for funding projects under a particular 
competition. The order of selection,-which is 
based on the scores of all the applications . 
and other relevant factors, determines the 
applications that can be funded,

Q. What happens during negotiations?
A. During negotiations technical and 

budget issues may beraised. These are issues 
that have been identified during the panel 
and staff reviews that require clarifications 
Sometimes issues are stated as “conditions.” 
These are issues that have been identified as 
so critical that the award cannot be made

unless those conditions are met. Questions 
may also be raised about the proposed 
budget. Generally, these issues are raised i 
because there is inadequate justification or 
explanation of a particular budget item, or 
because the budget item seems unimportant 
to the successful completion of the project. 
If you are asked to make changes that you 
feel could seriously affect the project's 
success, you may provide reasons for not 
making the changes or provide alternative j 
suggestions. Similarly, if proposed budget j 
reductions will, in your opinion, seriously 1 
affect the project activities, you rhay explain 1 
why and provide additional justification for j 
the proposed expenses. An award cannot be j 
made until all negotiation issues have been : 
resolved.

Q. How do I provide an assurance?
A. Except for SF—424B, “Assurances—Non- 

Construction Programs,” which must be 
completed, simply state in writing that you i 
are meeting a prescribed requirement.

Q. Where can copies of the Federal 
Register, a program’s regulations, and 
Federal statutes be obtained?

Copies of these materials can usually be | 
found at your local library. If not, most can .] 
be obtained from the Government Printing ' 
Office by writing to: Superintendent of 
Documents, U.S. Government Printing Office,; 
Washington, DC 20402, Telephone: (202) j 
783-3238, When requesting Copies of 
regulations or statutes, it is helpful to use the 
specific name, public law number, or part j 
number. The material referenced in this 
notice would be referred to as follows:

(1) Carl D. Perkins Vocational and Applied 
Technology Education Act (Public Law 101-•’ 
392) 104 Stat. 753 (1990).

(2) State Vocational and Applied 
Technology Education Programs and 
National Discretionary Programs of 
Vocational Education Final Regulations, 34 
CFR parts 400 and 427.

(3) Education Department General 
Administrative Regulations, 34 CFR parts 74, i 
75, 77, 79, 80, 81, 82, 85 and 86.

(FR Doc. 94-26661 Filed 10-26-94; 8:45 ami; 
BILLING CODE 4000-01-P
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DEPARTMENT OF EDUCATION

[CFDA No.: 84.099]

Bilingual Vocational Instructor 
Training Program; Notice Inviting 
Applications for New Grant Awards for 
Fiscal Year (FY) 1995

N ote to A pplicants: This notice is a 
complete application package. Together 
with the statute authorizing the program 
and applicable regulations governing 
the program, including the Education 
Department General Administrative 
Regulations (EDGAR), this notice 
contains all of the information, 
application forms, and instructions 
needed to apply for a grant under this 
competition.

Purpose o f Program: The Bilingual 
Vocational Instructor Training Program 
provides financial assistance for 
preservice and inservice training for 
personnel participating in or preparing 
to participate in bilingual vocational 
education and training programs for 
limited English proficient individuals.

The Bilingual Vocational Instructor 
Training Program supports the National 
Education Goal that, by the year 2000, 
every adult American will be literate 
and will possess the knowledge and 
skills necessary to compete in a global 
economy and exercise the rights and 
responsibilities of citizenship. The 
program helps further this goal by 
helping to improve vocational education 
and training for limited English 
proficient adults.

Eligible A pplicants: State agencies or 
public and private non-profit 
educational institutions.

D eadline fo r  Transm ittal o f 
A pplications: December 12,1994.

D eadline fo r  Intergovernmental 
Review: February 2,1995.

A vailable Funds: $441,900.
Estim ated Range o f  Awards: ,

$150,000—$250,000.
Estim ated Average Size o f Awards:

$221,000.
Estim ated Number o f Awards: 2.
Note: The Department is not bound by any 

estimates in this notice.

Project Period: Up to 18 months.
A pplicable Regulations: (a) The 

Education Department General 
Administrative Regulations (EDGAR) as 
follows:

(1) 34 CFR part 74 (Administration of 
Grants to Institutions of Higher 
Eduçation, Hospitals and Nonprofit 
Organizations).

(2) 34 CFR part 75 (Direct Grant 
Programs).

(3) 34 CFR part 77 (Definitions that 
Apply to Department Regulations).

(4) 34 CFR part 79 (Intergovernmental 
Review of Department of Education 
Programs and Activities).

(5) 34 CFR part 80 (Uniform 
Administrative Requirements for Grants 
and Cooperative Agreements to State 
and Local Governments).

(6) 34 CFR part 81 (General Education 
Provisions Act—Enforcement),

(7) 34 CFR part 82 (New Restrictions 
on Lobbying).

(8) 34 CFR part 85 (Governmentwide 
Debarment and Suspension 
(Nonprocurement) and 
Governmentwide Requirements for 
Drug-Free Workplace (Grants)).

(9) 34 CFR part 86 (Drug-Free Schools 
and Campuses).

(b) The regulations for this program in 
34 CFR parts 400 and 428.
Content of the Application

An application must—(a) Provide an 
assurance that the activities and services 
for which assistance is sought will be 
administered by or under the 
supervision of the applicant;

•(b) Propose a project of a size, scope 
and design that will make a substantial 
contribution toward carrying out the 
purpose of the Bilingual Vocational 
Instructor Training Program;

(c) Describe the capabilities of the 
applicant, including vocational training 
or education courses offered by the 
applicant, accreditation, and any 
certification of courses by appropriate 
State agencies;

(d) Describe the qualifications of 
principal staff to be used in the 
bilingual vocational instructor training * 
project;

(e) Describe the number of 
participants to be served, the minimum 
qualifications for project participants, 
and the selection process for project 
participants;

(f) Include the projected amount of 
the fellowships or traineeships, if.any;

(g) Contain sufficient information tor 
the Secretary to determine that the 
applicant has an ongoing vocational 
education program in the field in which 
participants will be trained, and can 
provide instructors with adequate 
language capabilities in the language 
other than English to be used in the 
bilingual vocational training project; 
and

(h) Provide an assurance that
preservice training will be provided to 
individuals who have indicated their 
intent to engage as personnel in a 
vocational education program that 
serves limited English proficient 
individuals. 'i
Invitational Priority

Under 34 CFR 75.105(c)(1) the 
Secretary is particularly interested in

27, 1994 /  Notices'

applications that meet the following 
invitational priority. However, an 
application that meets this invitational 
priority does not receive competitive or 
absolute preference over other 
applications:

Applications that include strategies to 
developing the applicant’s capacity to 
continue, expand, or build upon its 
bilingual vocational preservice and 
inservice training when Federal binding 
under this competition ends, as 
evidenced by such actions as—

(a) Extending training to additional 
sites that are not funded under this 
program;

(b) Integrating the project into the 
long-term planning of the applicant;

(c) Committing funding and staffing 
for continued implementation of the 
project;

(d) Incorporating the project into the 
applicant’s organizational and program 
structure; or

(e) Establishing and strengthening 
relationships within the community, 
region, or State that will support 
continuation of the project.
Selection Criteria

The Secretary uses the following 
selection criteria to evaluate 
applications for new grants under this 
competition. The maximum score for all 
of these criteria is 100 points. The 
maximum score for each criterion is 
indicated in parentheses.

For this Competition, the Secretary 
assigns the 15 points, reserved in 34 
CFR 428.20(b), as follows:

Program design (34 CFR 428.21(b)). 
Five points are added to this criterion 
for a possible total of 25 points.

D issem ination plan  (34 CFR 
428.21(g)). Ten points are added to this 
criterion for a possible total of 20 points.

(a) N eed. (15 points)
(1) The Secretary reviews each 

application to determine the need for 
the proposed bilingual vocational 
instructor training project, including—

(1) The need for the project in the 
specific geographic area or areas to be 
served by the proposed project;

(ii) The training needs of program 
participants to be served by th*3 
proposed project;

(iii) How these needs will be met 
through the proposed project; and

(iv) The relationship of the proposed 
project to other ongoing personnel 
development programs in the 
geographic area or areas to be served by 
the proposed project.

(2) The Secretary reviews each 
application to determine the extent to 
which, upon completion of their 
training, program participants will work 
with programs that provide vocational



Federal Register /  VoL 59, No. 207 /  Thursday, October 27, 1994 /  Notices 5 40 97

education to limited English proficient 
individuals.

Cb) Program design . (25 points) The 
Secretary reviews each application to 
determine the quality of the program 
design and the potential of the project 
to have a lasting impact on the 
geographic area or areas to be served by 
the proposed project, including—

(1) Potential to increase the skill level 
of program participants, with particular 
regard to the following areas;

(1) Knowledge of the needs of limited 
English proficient individuals enrolled 
in vocational education programs, and 
how those needs should influence 
teaching strategies and program design.

(ii) Understanding of b ilingual 
vocational training methodologies.

(iii) Techniques for preparing limited 
English proficient individuals for 
employment; and

(2) Potential to increase access to 
vocational education for limited English 
proficient individuals.

(c) Plan o f  operation. (15 points) The 
Secretary reviews each application for 
an effective plan of management that 
ensures proper and efficient 
administration of the project, - 
including—

(1) Clearly defined project objectives 
that relate to the purpose of the 
Bilingual Vocational instructor Training 
Program;

(2) For each objective, the specific 
tasks to be performed in order to 
achieve the specified project objective; 
and

(3) How the applicant plans to use its 
resources and personnel to achieve each 
objective.

(d) Key personnel. (10 points)
(1) The Secretary reviews each

application to determine the quality of 
key personnel the applicant plans to use 
on the project, including—

(1) The qualifications of the director 
and other key personnel to be used in 
the project;

(ii) The appropriateness of the time 
that each person referred to in 
paragraph (d)(l)(i) of this section will 
commit to the project; and

(iii) How the applicant, as part of its 
nondiscriminatory employment 
practices, will ensure that personnel * 
will be selected without regard to race, 
color, national origin, gender, age, or 
disability.

(2) To determine personnel 
qualifications under paragraph (d)(l)(i) 
of this section, the Secretary considers—

(i) Experience and training in fields 
related to the objectives of the project;

(lij Experience and training in project 
management; and 

(iii) Any other qualifications that 
pertain to the quality of the project.

(e) Budget and cost effectiveness. (5 
points) The Secretary reviews each 
application to determine the extent to 
which—

(1) The budget is sufficient to support 
the proposed project, and that it 
represents a cost effective use of 
Bilingual Vocational Instructor Training 
Program funds;

(2) Costs are necessary and reasonable 
in relation to the objectives of the 
proposed project; and

(3) The facilities that the applicant 
plans to use are adequate for the 
proposed project.

(f) Evaluation p lan . (10 points) The 
Secretary reviews each application to 
determine the quality of the project’s 
evaluation plan, including the extent to 
which the plan—

(1) Is clearly explained and 
appropriate for the bilingual vocational 
instructor training project;

(2) To the extent possible, is objective 
and will produce data that are 
quantifiable;

(3) Identifies outcomes of the project 
in terms of enrollment, completion and 
after-training work commitments of 
participants by sex, racial or ethnic 
group, and by level and kinds of 
language proficiency;

(4) Identifies expected learning and 
skills outcomes for participants and 
how those outcomes will be measured; 
and

(5) Includes activities during the 
formative stages of the project to help 
guide and improve the project, as well 
as a summative evaluation that includes 
recommendations for replicating project 
activities and results.

(g) D issem ination plan. (20 points)
The Secretary reviews each application 
to determine the effectiveness and 
efficiency of the plan to disseminate 
information about the project and 
demonstrate project activities and 
results, including—

(1) High quality in its design and 
procedures for evaluating the 
effectiveness of the dissemination plan; 
and

(2) A description of the types of 
materials the applicant plans to develop 
and make available to help others 
replicate project activities, and the 
methods to be used to make the 
materials available.
Additional Factors

(a) After evaluating the applications 
according to the selection criteria and 
consulting with the appropriate State 
board established under section 111 of 
the Carl D. Perkins Vocational and 
Applied Technology Education Act, the 
Secretary determines whether the most 
highly rated applications are equitably

distributed among populations of 
individuals with limited English 
proficiency within the affected State.

(b) The Secretary may select other 
applications for funding if doing so 
would improve the—

(1) Equitable distribution of assistance 
among populations of individuals with 
limited English proficiency within the 
affected State; or

(2) Geographical distribution of 
projects funded under this program.
Intergovernmental Review of Federal 
Programs

This program is subject to the 
requirements of Executive Order 12372 
(Intergovernmental Review of Federal 
Programs) and the regulations in 34 CFR 
part 79.

The objective of the Executive order is 
to foster an intergovernmental 
partnership and to strengthen 
federalism by relying on State and local 
processes for State and local 
government coordination and review of 
proposed Federal financial assistance.

Applicants must contact the 
appropriate State Single Point of 
Contact to find out about, and to comply 
with, the State’s process under 
Executive order 12372. Applicants 
proposing to perform activities in more 
than one State should immediately 
contact the Single Point of Contact for 
each of those States and follow the 
procedure established in each State 
under the Executive order. If you want 
to know the name and address of any 
State Single Point of Contact, see the list 
published in the Federal Register on 
June 10,1994 (59 FR 30214-30215).

In States that have not established a 
process or chosen a program for review, 
State, areawide, regional, and local 
entities may submit comments directly 
to the Department.

Any State Process Recommendation 
and other comments submitted by a 
State Single Point of Contact and any 
comments from State, areawide, 
regional, and local entities must be 
mailed or hand-delivered by the date 
indicated in this notice to the following 
address: The Secretary, E .0 .12372— 
CFDA# 84.099, U.S. Department of 
Education, Room 6213, 600 
Independence Avenue, S.W.,
Washington, D.C. 20202-0125.

Proof of mailing will be determined 
on the same basis as applications (see 34 
CFR 75.102). Recommendations or 
comments may be hand-delivered until 
4:30jp.m. (Washington, D.C. time) on 
the date indicated in this notice.

Please note that the above address is 
not the same address as the one to 
which the applicant submits its
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completed application. Do not send  
applications to the above address.
Instructions for Transmittal of 
Applications

(a) If an applicant wants to apply for 
a grant, the applicant shall—

(1) Mail the original and six copies of 
the application on or before the 
deadline date to: U.S. Department of 
Education, Application Control Center, 
Attention: (CFDA# 84.099), Washington, 
D.C. 20202-4725; or

(2) Hand deliver the original and six 
copies of the application by 4:30 p.m. 
(Washington, D.C. time) on or before the 
deadline date to: U.S. Department of 
Education, Application Control Center, 
Attention; (CFDA# 84.099), Room 
#3633, Regional Office Building #3, 7th 
and D Streets, S.W., Washington, D.C. 
20202-4725.

(b) An applicant must show one of the 
following as proof of mailing:

(1) A legibly dated U.S. Postal Service 
postmark.

(2) A legible mail receipt with the 
date of mailing stamped by the U.S, 
Postal Service.

(3) A dated shipping label, invoice, or 
receipt from a commercial carrier.

(4) Any other proof of mailing 
acceptable to the Secretary.

(c) If an application is mailed through 
the U.S. Postal Service, the Secretary 
does not accept either of the following 
as proof of mailing:

(1) A private metered postmark.
(2) A mail receipt that is not dated by 

the U.S. Postal Service.
Notes: (1) T he U .S. Postal Service does not 

uniform ly provide a dated postmark. Before 
relying on this m ethod,.an applicant should 
check  w ith its local post office.

,(2) T he Application Control C entej w ill 
m ail a Grant A pplication Receipt 
Acknowledgement to each applicant. If an

applicant fails to receive the notification of 
application receipt within 15 days from the 
date of mailing the application, the applicant 
should call the U.S. Department of Education 
Application Control Center at (202) 708—
8493.

(3) The applicant must indicate on the 
envelope and—if not provided by the 
Department—in Item 10 of the Application 
for Federal Assistance (Standard Form 424) 
the CFDA number of the competition under 
which the application is being submitted.

Application Instructions and Forms
The appendix to this application is 

divided into six parts, plus a statement 
regarding estimated public reporting 
burden and various assurances and 
certifications. These parts and 
additional materials are organized in the 
same manner that the submitted, 
application should be organized. The 
parts and additional materials are as 
follows:

Part I: Application for Federal 
Assistance (Standard Form 424 (Rev. 4— 
88)) and instructions.

Part II: Instructions for ED Form No. 
524.

Part III: Budget Information Non­
construction Programs (ED Form No...
524).

Part IV: Budget Narrative.
Part V: Program Narrative.
Part VI: Additional Assurances and 

Certifications:
a. Assurances—Non-Construction 

Programs (Standard Form 424B).
b. Certifications Regarding Lobbying; 

Debarment, Suspension, and Other 
Responsibility Matters; and Drug-Free 
Workplace Requirements (ED 80-0013) 
and Instructions.

c. Certification Regarding Debarment, 
Suspension, Ineligibility and Voluntary 
Exclusion: Lower Tier Covered 
Transactions (ED 80-0014, 9/90) and 
Instructions. (NOTE: The grantee should

keep this form on file. It should not be 
transmitted to the Department.)

d. Disclosure of Lobbying Activities 
(Standard Form LLL) (if applicable) and 
Instructions; and Disclosure of Lobbying 
Activities Continuation Sheet (Standard 
Form LLL-A.)

All forms and instructions are 
included as Appendix A of this notice. 
Questions and answers pertaining to 
this program are included, as Appendix 
B, to assist potential applicants.

All applicants must submit ONE 
original signed application, including 
ink signatures on all forms and 
assurances and SIX copies of the, 
application. Please mark each 
application as original or copy. Local or 
State agencies may choose to submit 
two copies with the original. No grant 
may be awarded unless a complete 
application form has been received.
FOR FURTHER INFORMATION CONTACT: 
Cindy Towsner, Special Programs 
Branch, Division of National Programs, 
Office of Vocational and Adult 
Education, U.S. Department of 
Education, 600 Independence Avenue, 
S.W. (Room 4512, Mary E. Switzer 
Building), Washington, D.C. 20202- 
7242. Telephone (202) 205—5864. 
Individuals who use a 
telecommunications device for the deaf 
(TDD) may call the Federal Information 
Relay Service (FIRS) at 1-800-877-8339 
between 8 a.m. and 8 p.m., Eastern time, 
Monday through Friday.

Program Authority: 20 U.S.C. 2441(b).

Dated: O ctober 2 1 ,1 9 9 4 .
Augusta Souza Kappner,
Assistant Secretary, Office o f  Vocational and 
Adult Education.

B I L L I N G  C O D E  4 0 0 0 - 0 1 - P
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APPLICATION FOR 
FEDERAL ASSISTANCE

Appendix A

OMB Approval No. 0348-0043
2. DATE SUBMITTED Applicant Identifier

I. TYPE OF SUBMISSION:
A pplication Preapplication  
□  Construction • Q  Construction

3. DATE RECEIVED BY STATE State Application Identifier

(3  Non-Construction • Q  NonConstruction
4. DATE RECEIVED 8Y FEDERAL AGENCY Federal Identifier

S. APPLICANT INFORMATION ......  ' ' ..................  —
Legal Name:

Address (g iva city, county, state, and  zip  code):

• EMPLOYE» IDENTIFICATION NUMBER (EINI:

S. TYPE OF APPLICATION:

(2  New Q  Continuation □  Revision

II Revtsion. enter appropriate letters) in box(es): □  □
A. Increase Award B. Decrease Award C. Increase Duration 
0  Decrease Duration Other (specify):

Organizational Unit:

Name and telephone number of the person to be contacted on matters invotang 
this application (give area  code)

T. type of APPLICANT: (enter appropriate te tte r  in  box )
A. State h. Independent School Dtst.
B. County I. State Controlled Institution of Higher Learning
C. Municipal J. Private University
D .  Township K. Indian Tribe
E. Interstate L. Individual
F. Intermunicipal M Profit Organization
Q. Special District N. Other (Specify): _____________ _________

• N A M E  O F  F E D E R A L  A G E N C Y :

10. CATALOG OF FEOERAL DOMESTIC 8 0ASSISTANCE NUMBER: A • 9 11. DESCRIPTIVE TITLE OF APPLICANTS PROJECT:

title: Bilingual Vocational Instructor 
Training Program

ta. AREAS AFFECTED BY PROJECT (cities, counties, states, etc ):

U. PROPOSED PROJECT: t4. CONGRESSIONAL DISTRICTS OF:
Start Date Ending Date a. Applicant b. Proiect

TS. ESTIMATED FUNDING:

a. Federal 8 .00 a. YES. THIS PREAPPLICATION/APPLICATION WAS MADE AVAILABLE TO THE 
STATE EXECUTIVE ORDER 12372 PROCESS FOR REVIEW ON

b. Applicant $ .00
DATE

c. State S .00
b NO . Q  PROGRAM IS NOT COVERED BY E O 12372

d. Local $ .00
□  0 0  PROGRAM HAS NOT BEEN SELECTED BY STATE FOR REVIEW

e Other f .00

f .00 17. IS THE APPLICANT DELINQUENT ON ANY FEOERAL DEBT?

g TOTAL S .00 U  Yes 0 "Yes. " attach an explanation. □  No

AU^mzEB“ v BEL,EF- ALL 0ATA ,N ™'S AFFUCATKTN^EAPPLK^TTON ARE TRUE AND CORRECT. THE DOCUMENT HAS BEEN DULY 
AUTHORIZED BY THE GOVERNING BODY OF THE APPLICANT AND THE APPLICANT WILL COMPLY WITH THE ATTACHED A S S U R A N C E S  «  „  aw a a n e n

a Typed Name of Authorized Representative b Title c Telephone number

d Signature of Authorized Representative
e Date Signed

P r e s c r ib e d  b y  O M B  « ta*  A - 1 0 2

A uthorized for L o cal R ep rodu ction
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INSTRUCTIONS FOR THE SF 424

This is a standard form used by applicants as a required facesheet for preapplications and applications submitted 
for Federal assistance. It will be used by Federal agencies to obtain applicant certification that States which have 
established a review and comment procedure in response to Executive Order 12372 and have selected the program 
to be included in their process, have been given an opportunity to review the applicants submission.
Item: Entrv:

1. Self-explanatory.
2. Date application submitted to Federal agency (or 

State if applicable) ft applicant’s control number 
(if applicable).

3. State use only (if applicable).
4. If this application is to continue or revise an 

existing award, enter present Federal identifier 
number. If for a new project, leave blank.

5. Legal name of applicant, name of primary 
organizational unit which w ill undertake the 
assistance activity, complete address of the 
applicant, and name and telephone number of the 
person to contact on matters related to this 
application.

6. Enter Employer Identification Number (EIN) as 
assigned by the Internal Revenue Service.

7. Enter the appropriate letter in the sfiace 
provided.

8. Check appropriate box and enter appropriate 
letter(s) in the space(s) provided:
—"New" means a new assistance award.
—"'Continuation*' means an extension for an 

additional funding/budget period for a project 
with a projected completion date.

—"Revision” means any change in the Federal 
Government's financial obligation or 

'contingent liability from an existing 
obligation.

9. Name of Federal agency from which assistance is 
being requested with this application.

10. Use the Catalog of Federal Domestic Assistance 
number and title of the program under which 
assistance is requested.

11. Enter a brief descriptive title of the project if 
more than one program is involved, you should 
append an explanation on a separate sheet. If 
appropriate (e.g., construction or real property 
projects), attach a map showing project location. 
For preapplications, use a separate aheet to 
provide a summary description of this project.

Item: Entrv:

12. List only the largest political entities affected 
(e.g.. State, counties, cities).

*
13. Self-explanatory.

14. List the applicant's Congressional District and 
any District(s) affected by the program or project.

15. Amount requested or to be contributed during 
the first funding/budget period by each 
contributor. Value of in-kind contributions 
should be included on appropriate lines as 
applicable. If the action w ill result in a dollar 
change to an existing award, indicate only the 
amount of the change. For decreases, enclose the 
amounts in parentheses. If both basic and 
supplemental amounts are included, show 
breakdown on an attached sheet. For multiple 
program funding, use totals and show breakdown 
using same categories as item 15.

16. Applicants should contact the State Single Point 
of Contact (SPOC) for Federal Executive Order 
12372 to determine whether the application is 
subject to the State intergovernmental review 
process.

17. This question applies to the applicant organi­
zation, not the person who signs as the 
authorized representative. Categories of debt 
include delinquent audit disallowances, loans 
and taxes.

18. To be signed by the authorized representative of 
the applicant. A copy of the governing body’s 
authorization for you to sign this application as 
official representative must be on file in the 
applicant's office. (Certain Federal agencies may 
require that this authorization be submitted as 
partoffthe application.)

BILLING C O D E .4000-O I-C
SF 424 « E V  4 -48 ) B ac*
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Public reporting burden for this collection 
of information is estimated to vary from 13 
to 22 hours per response, with an average of 
17.5 hours, including the time for reviewing 
instructions, searching existing data sources, 
gathering and maintaining the data needed, 
and completing and reviewing the collection 
of information. Send comments regarding 
this burden estimate or any other aspect of 
this collection of information, including 
suggestions for reducing this burden, to the 
U.S. Department of Education, Information 
Management and Compliance Division, 
Washington, D.C. 20202-4651; and the Office 
of Management and Budget, Paperwork 
Reduction Project 1875-0102, Washington, 
D.C. 20503.

Instructions for ED Form No. 524 

General Instructions
This form is used to apply to individual 

U.S. Department of Education discretionary 
grant programs. Unless directed otherwise, 
provide the same budget information for each 
year of the multi-year funding request. Pay 
attention to applicable program specific 
instructions, if attached.

Section A—Budget Summary, U.S. 
Department o f  Education Funds

All applicants must complete Section A 
and provide a breakdown by the applicable 
budget categories shown in lines 1—11.

Lines 1—11, columns (aj-(e):
For each project year for which funding is 

requested, show the total amount 
requested for each applicable budget 
category.

Lines 1-11, column (f):
Show the multi-year total for each budget 

category. If funding is requested for only 
one project year, leave this column 
blank.

Line 12, columns (aHe):
Show the total budget request for each 

project year for which funding is 
requested.

Line 12, column (f):
Show the total amount requested for all 

project years. If funding is requested for 
only one year, leave this space blank.

Section B—Budget Summary, Non-Federal 
Funds

If you are required to provide or volunteer 
to provide matching funds or other non- 
Federa! resources to the project, these should 
be shown for each applicable budget category 
on lines 1-11 of Section B.
Lines 1-11, columns (a)—(e):

For each project year for which matching 
funds or other contributions are 
provided, show the total contribution for 
each applicable budget category.

Lines 1-11, column (fj:

Show the multi-year total for each budget 
category. If non-Federal contributions are 
provided for only one year, leave this 
column blank.

Line 12, columns (a)-(e):
Show the total matching or other 

contribution for each project year.
Line 12, column (f):

Show the total amount to be contributed 
for all years of the multi-year project. If 
non-Federal contributions are provided 
for only one year, leave this space blank.

Section C—Other Budget Information, Pay 
attention to Applicable Program Specific 
Instructions, I f  Attached

1. Provide an itemized budget breakdown, 
by projefct year, for each budget category 
listed in Sections A and B.

2. If applicable to this program, enter the 
type of indirect rate (provisional, 
predetermined, final or fixed) that will be in 
effect during the funding period. In addition, 
enter the estimated amount of the base to 
which the rate is applied, and the total 
indirect expense.

3. If applicable to this program, provide the 
rate and base on which fringe benefits are 
calculated.

4. Provide other explanations or comments 
you deem necessary.
B I L L I N G  C O D E  4 0 0 0 - 0 1 - P
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Instructions for Part IV—Budget Narrative
The budget narrative should explain, 

justify, and, if needed, clarify your budget 
summary. For each line item (personnel, 
fringe benefits, travel, etc.) in your budget, 
explain why it is there and how you 
computed the costs.

Please limit this section to no more than 
five pages. Be sure that each page of your 
application is numbered consecutively^

Explanation o f  Budget Categories
1. Personnel: Show salaries to be paid to 

project personnel.
2. Fringe Benefits: Indicate the rate and 

amount of fringe benefits.
3. Travel: Indicate the amount requested 

for both inter- and intra-State travel of project 
staff. Include funds for at least one trip for 
two people to attend a project director’s 
meeting in Washington, D.C.

4. Equipment: Indicate the cost of non­
expendable personal property that has a 
useful life of more than one year and a cost 
of $300 or more per unit ($5,000 or more if 
State, Local or Tribal Government).

5. Supplies: Include the cost-of consumable 
supplies and materials to be used during the 
project.

6. Contractual: Show the amount to be 
used for (1) Procurement contracts (except 
those which belong on other lines such as 
supplies and equipment; and (2) sub- '

7. Construction: NOT ALLOWABLE.
8. Other: Indicate all direct costs not 

clearly covered by lines 1 through 7 above, 
including consultants.

9. Total, Direct Cost: Show the total for 
lines 1 through 8.

10. Indirect Costs: Indicate the rate and 
amount of indirect costs. NOTE: For training 
grants, the indirect cost rate cannot exceed 
8% .

11. Training/Stipend Cost: (if allowable)

12. TOTAL, Federal Funds Requested: 
Show total for lines 9 through 11.

Cost Sharing
Indicate the actual rate and amount of cost 

sharing when there is a cost sharing 
requirement. If cost sharing is required by 
program regulations, the local share required 
refers to a percentage of Total Project Cost, 
not of Federal funds.

Instructions for Part V—Program Narrative
The program narrative will comprise the 

largest portion of your application. This part 
is where you spell out the who, what, when, 
where, why, and how of your proposed 
project.

Although you will not have a form to fill 
out for your narrative, there is a format. This 
format is the selection criteria. Because your 
application will be reviewed and rated by a 
review panel on the basis of the selection 
criteria, your narrative should follow the 
order and format of the criteria.

Before preparing your application, you 
should carefully read the legislation and 
regulations of the program, eligibility 
requirements, information on any priority set 
by the Secretary, and the selection criteria for 
this competition.

Your program narrative should be clear, 
concise, and to the point. Begin the narrative 
with a one page abstract or summary of your 
proposed project. Then describe the project 
in detail, addressing each selection criterion 
in order.

The Secretary strongly suggests that the 
applicant limit the program narrative to no 
more than 40 double-spaced, typed pages (on 
one side only), although the Secretary will 
consider applications of greater length. Be 
sure to number consecutively ALL pages in 
your application.

You may include supporting 
documentation as appendices. Be sure that 
this material is concise and pertinent to this

27, 1994 /  Notices

program competition and is numbered 
consecutively.

Applicants are advised that: (a) The 
Department considers only information 
contained in the application in ranking 
applications for funding consideration.
Letters of support sent separately from the 
formal application package are not 
considered in the review by the technical 
review panels. (34 CFR 75.217)

(b) The technical review panel evaluates 
each application solely on the basis of the 
established technical review criteria. Letters 
of support contained in the application will 
strengthen the application only insofar as 
they contain commitments that pertain to the 
established technical review criteria, such as 
commitment and resources. *

Additional Materials
Instructions fo r  Estimated Public Reporting 
Burden

Under terms of the Paperwork Reduction 
Act of 1980, as amended, and the regulations 
implementing that Act, the Department of 
Education invites comment on the public 
reporting burden in this collection of 
information. Public reporting burden for this 
collection of information is estimated to 
average 90 hours per response, including the 
time for reviewing instructions, searching 
existing data sources, gathering and 
maintaining the data needed, and completing 
and reviewing the collection of information. 
You may send comments regarding this. 
burden to the U.S. Department of Education, 
Information Management and Compliance 
Division, Washington, DC 20202—4651; and 
to the Office of Management and Budget, 
Paperwork Reduction Project, OMB 1830- 
0013, Washington, DC 20503. (Information 
collection approved under OMB control 
number 1830-0013. Expiratibn daté: 2/28/ 
95.)
BILLING CODE 4000-01-P
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OM> Approval WO. 0344-0040

ASSURANCES — NON-CONSTRUCTION PROGRAMS
Note: Certain of these assurances may not be applicable to your project or program. If you have questions, 

please contact the awarding agency. Further, certain Federal awarding agencies may require applicants 
to certify to additional assurances, if such is the case, you will be notified.

As the duly authorized representative of the applicant I certify that the applî nt:

1. Has the legal authority to apply for Federal 
assistance, and the institutional, managerial and 
financial capability (including funds sufficient to 
pay the non-Federal share of project costs) to 
ensure proper planning, management and com­
pletion of the project described in this application.

2. Will give the awarding agency, the Comptroller 
General of the United States, and if appropriate, 
the State, through any authorized representative, 
access to and the right to examine all records, 
bocks, papers, or documents related to the award; 
and will establish a proper accounting system in 
accordance with generally accepted accounting 
standards or agency directives.

3. Will establish safeguards to prohibit employees 
from using their positions for a purpose that 
constitutes or presents the appearance of personal 
or organizational conflict of interest, or personal 
gain.

4. Will initiate and complete the work within the 
applicable time frame after receipt of approval of 
the awarding agency.

5. W ill comply with the Intergovernmental 
Personnel Act of 1970 (42 U.S.C, 55 4728-4763) 
relating to prescribed standards for merit systems 
for programs funded under one of the nineteen 
statutes or regulations specified in Appendix A of 
OPM’s Standards for a Merit System of Personnel 
Administration (5 C.F.R. 900, Subpart F).

6. Will comply with all Federal statutes relating to 
nondiscrimination. These inclijde but are not 
•Kmited to: (a) Title VI of the Civil Rights Act of 
1964 (P.L. 88-352) which prohibits discrimination 
on the basis of race, color or national origin; (b) 
Title IX of the Education Amendments of 1972, as 
amended (20 U.S.C. §S 1681-1683, and 1685-1686), 
which prohibits discrimination on the basis of sex; 
(c) Section 504 of the Rehabilitation Act of 1973, as 
amended (29 U.S.C. S 794), which prohibits dis­
crimination on the basis of handicaps; (d) the Age 
Discrimination Act of 1975, as amended (42 
U.S.C.§§ 6101*6107), which prohibits discrim­
ination oh the basis of age;

(e) the Drug Abuse Office and Treatment Act of 
1972 (P.L. 92-255), as amended, relating to 
nondiscrimination on the basis of drug abuse; (0 
the Comprehensive Alcohol Abuse and Alcoholism 
Prevention, Treatment and Rehabilitation Act of 
1970 (P.L. 91-616), as amended, relating to 
nondiscrimination on the basis of alcohol abuse or 
alcoholism; (g) {§ 523 and 527 of the Public Health 
Service Act of 1912 (42 U.S.C. 290 dd-3 and 290 ee- 
3), as amended, relating to confidentiality of 
alcohol and drug abuse patient records; (h) Title 
VI!! of the Civil Rights Act of 1968 (42 U.S.C. 5 
3601 et seq.), as amended, relating to non­
discrimination in the sale, rental or financing of 
housing; (i) any other nondiscrim ination 
provisions in the specific statute(s) under which 
application for Federal assistance is being made: 
and (j) the requirements of any other 
nondiscrimination statute(s) which may apply to 
the application.

7. W ill comply, or has already complied, with the 
requirements of Titles II and III of the Uniform 
Relocation Assistance and Real Property 
Acquisition Policies Act of 1970 (P.L. 91-646) 
which provide for fair and equitable treatment of 
persons displaced or whose property is acquired as 
a result of Federal or federally assisted programs. 
These requirements apply to all interests in real 
property acquired for project purposes regardless 
of Federal participation in purchases.

8. Will comply with the provisions of the Hatch Act 
(5 U.S.C. S$ 1501-1508 and 7324-7328) which limit 
the political activities of employees whose 
principal employment activities are funded in 
whole or in part with Federal funds.

9. W ill comply, as applicable, with the provisions of 
the Davis-Bacon Act (40 U.S.C. 55 276a to 276a- 
7), the Copeland Act (40 U.S.C. $ 276c and 18 
U.S.C. §§ 874), and the Contract Work Hours and 
Safety Standards Act (40 U.S.C. §5 327-333). 
regarding labor standards for federally assisted 
construction subagreements.

St*nd«'0 Form «248 «4 Ml
Prvscnoco Ov OM8 G'CuUtf A> >02

Authorized for Local Reproduction
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10. Will comply, if applicable, with flood insurance 
purchase requirements of Section 102(a) of the 
Flood Disaster Protection Act of 1973 (P.L. 93-234) 
which requires recipients in a special flood hazard 
area to participate in the program and to purchase 
flood insurance if the total cost of insurable 
construction and acquisition is $10,000 or more.

11. Will comply with environmental standards which 
may be prescribed pursuant to the following: (a) 
institution of environmental quality control 
measures under the National Environmental 
Policy Act of 1969 (P.L. 91-190) and Executive 
Order (EO) 11514; (b) notification of violating 
facilities pursuant to EO 11738; (c) protection of 
wetlands pursuant to EO 11990; (d) evaluation of 
flood hazards in floodplains in accordance with EO 
11988; (e) assurance of project consistency with 
the approved State management program 
developed under the Coastal Zone Management 
Act of 1972 (16 U.S.C. §1 1451 et seq ); (0 
conformity of Federal actions to State (Clear Air) 
Implementation Plans under Section 176(c) of the 
Clear Air Act of 1955, as amended (42 U.S.C. § 
7401 et seq.); (g) protection of underground sources 
of drinking water under the Safe Drinking Water 
Act of 1974, as amended, (P.L. 93-523); and (h) 
protection of endangered species under the 
Endangered Species Act of 1973, as amended, (P. L. 
93-205).

12. Will comply with the Wild and Scenic Rivers Act 
of 1968 (16 U.S.C. §5 1271 et seq.) related to 
protecting components or potential components of 
the national wild and scenic rivers system

13. W ill assist the awarding agency in assuring 
compliance with Section 106 of the National 
Historic Preservation Act of 1968, as amended (16 
U.S.C. 470), EO 11593 (identification and 
protection of historic properties), and the 
Archaeological and Historic Preservation Act of 
1974 (16 U.S.C. 469a-1 et seq.).

14. W ill comply with P.L. 93-348 regarding the 
protection of human subjects involved in research, 
development, and related activities supported by 
this award of assistance.

15. W ill comply with the Laboratory Animal Welfare 
Act of 1966 (P.L 89-544, as amended, 7 U.S.C. 
2131 et seq.) pertaining to the care, handling- and 
treatment of warm blooded animals held for 
research, teaching, or other activities supported by 
this award of assistance.

16. W ill comply with the Lead-Based Paint Poisoning 
Prevention Act (42 U.S.C. 51 4801 et seq.) which 
prohibits the use of lead based paint in 
construction or rehabilitation of residence 
structures.

17. W ill cause to .be performed the required financial 
and compliance audits in accordance with the 
Single Audit Act of 1984.

18. W ill comply with all applicable requirements of all 
other Federal laws, executive orders, regulations 
and policies governing this program.

"GNATURE Of AUTHORIZED CERTIFYING OFFICIAL TITLE

APPLICANT ORGANIZATION DATE SUBMITTED

SF 4243 <448) Sack
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CERTIFICATIONS REGARDING LOBBYING; DEBARMENT* SUSPENSION AND OTHER 
RESPONSIBILITY MATTERS; AND DRUG-FREE WORKPLACE REQUIREMENTS

should t0 the cj,ted below to determine the certification to which they are required to attest. Applicants
a review the instructions for certification included in the regulations before completing this form. Signature of tins form 

provides for compliance with certification requirements under 34 CFR Part 82, "New Restrictions on Lobbying/iuid 34 CFR Part 85
SiS?f!?sion (Nonprocurement) and Government-wide Requirements £ r  Brug-Free Workplace'

Sltti i l treatei * 5  3 matena  ̂representation of fact upon which reliance will be placed when the department of Education determines to award the covered transaction, grant, or cooperative agreement. V ^

1. LOBBYING
As required by Section 1352, Title 31 of the U.S. Code, and 
implemented at 34 CFR Part 82, for persons entering into a 
grant or cooperative agreement over $100,000, as defined at 34 
CFR Part 82, Sections 82.105 and 82.110, the applicant certifies 
that:

(a) No Federal appropriated funds have been paid or will be 
paid, by or on behalf of the undersigned, to any person for 
influencing or attempting to influence an officer or employee 
of any agency, a Member of Congress, an officer or employee 
of Congress, or an employee of a Member of Congress in 
connection with the making of any Federal grant, the entering 
into of any cooperative agreement, and the extension, 
continuation, renewal, amendment, or modification of any 
Federal grant or cooperative agreement;
(b) If any funds other than Federal appropriated funds have 
been ¡raid or will be paid to any person for influencing or 
attempting to influence an officer or employee of any agency, a 
Member of Congress, an officer or employee of Congress, or an 
employee of a Member of Congress in connection with this 
Federal grant or cooperative agreement, the undersigned shall 
complete and submit Standard Form - LLL, "Disclosure Form 
to Report Lobbying," in accordance with its instructions;
(c) The undersigned shall require that the language of this 
certification be included in the award documents for all 
subawards at all tiers (including subgrants, contracts under 
grants and cooperative agreements, and subcontracts) and that 
all subredpients shall certify and disclose accordingly.

2. DEBARMENT, SUSPENSION, AND OTHER 
RESPONSIBILITY MATTERS
As required by Executive Order 12549, Debarment and 
Suspension, and implemented at 34 CFR Part 85, for 
prospective participants in primary covered transactions, as 
defined at 34 CFR Part 85, Sections 85.105 and 85.110 —

A. The applicant certifies that it and its principals:

(a) Are not presently debarred, suspended, proposed for 
debarment, declared Ineligible, or voluntarily excluded from 
covered transactions by any Federal department or agency;
(b) Have not within a three-year period preceding this 
application been convicted of or nad a civil judgment rendered 
against them for commission of fraud or a criminal offense in 
connection with obtaining, attempting to obtain, or performing 
a public (Federal, State, or local) transaction or contract under 
a public transaction; violation of Federal or State antitrust 
statutes or comm ission of em bezzlement, theft, forgery, 
bribery, falsification or destruction of records, making false 
statements, or receiving stolen property;
^  Are not presently indicted for or otherwise crim inally or 
civiUv charged by a governmental entity (Federal, State, or 
local) with commission of any of the offenses enumerated in 
paragraph (l)(b) of this certification; and

(d) Have not within a three-year period preceding this 
application had one or more public transactions (Federal, State, 
or local) terminated for cause or default; and

B. Where the applicant is unable to certify to any of the 
statements in this certification, he or she shall attach an 
explanation to this application.

3. DRUG-FREE WORKPLACE 
(GRANTEES OTHER THAN INDIVIDUALS)
As required by the Drug-Free Workplace Act of 1988, and 
implemented at 34 CFR Fart 85, Subpart F, for grantees, as 
defined at 34 CFR Part 85, Sections 85.605 and 85.610 -

A. The applicant certifies that it will or will continue to 
provide a drug-free workplace by:

(a) Publishing a statement notifying employees that the 
unlawful manufacture, distribution, dispensing, possession, or 
use of a controlled substance is prohibited in the grantee's 
workplace and specifying the actions that will be taken against 
employees for violation of such prohibition;

(b) Establishing an on-going drug-free awareness program to 
inform employees about—

(1) The dangers of drug abuse in the workplace;

(2) The grantee's policy of maintaining a drug-free workplace;

(3) Any available drug counseling, rehabilitation, and 
employee assistance programs; and
(4) The penalties that may be imposed upon employees for 
drug abuse violations occurring m the workplace;

(c) Making it a requirement that each employee to be engaged 
in the performance of the grant be given a copy of the 
statement required by paragraph (5 ;

(d) Notifying the employee in the statement required by 
paragraph (a) that, as a condition of employment under the 
grant, the employee will—

(1) Abide by the terms of the statement; and

(2) Notify the employer in writing of his or her conviction for a 
violation of a criminal drug statute occurring in the workplace 
no later than five calendar days after such conviction;

(e) Notifying the agency, in writing, within 10 calendar days 
after receiving notice under subparagraph (dX2) from an 
employee or otherwise receiving actual notice of such 
conviction. Employers of convicted employees must provide 
notice, including position title, to: Director, Grants and 
Contracts Service, U.S. Department of Education, 400 . 
Maryland Avenue, S.W. (Room 3124, GSA Regional Office
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Building No. 3), Washington, DC 20202-4571. Notice shall in* 
dude the identification numbers) of each affected grant;

(0 Taking one of the following actions, within 30 calendar days 
of receiving notice under subparagraph (d)(2), with respect to 
any employee who is so convicted—
(1) Taking appropriate personnel action against such an 
employee, up to and including termination, consistent with the 
requirements of the Rehabilitation Act of 1973, as amended; or

(2) Requiring such employee to participate satisfactorily in a 
drug abuse assistance or rehabilitation program approved for 
such purposes by a Federal, State, or local health, law enforce­
ment, or other appropriate agency;
(g) Making a good faith effort to continue to maintain a drug- 
free workplace through implementation of paragraphs (a),
(b), (c), (d), (e), and (t).

B. The grantee may insert in the space provided below the 
site(s) for the performance of work done in connection with the 
specific grant:

Place of Performance (Street address, tity, county, state, zip 
code)

Check Q  if there are workplaces on file that are not identified 
here.

DRUG-FREE WORKPLACE 
(GRANTEES WHO ARE INDIVIDUALS)

As required by the Drug-Free Workplace Act of 1988, and 
implemented at 34 CFK Part 85, Subpart F, for grantees, as 
denned at 34 CFK Part 85, Sections 85.605 and 85.610 —

A. As a condition of the grant, I certify that 1 will not engage 
in the unlawful manufacture, distribution, dispensing, pos­
session, or use of a controlled substance in conducting any 
activity with the grant; and

B. If convicted of a criminal drug offense resulting from a 
violation occurring during the conduct of any grant activity, 
I will report the conviction, in writing, within 10 calendar 
days of the conviction, to: Director, Grants and Contracts 
Service, US. Department of Education, 400 Maryland 
Avenue, S.W. (Room 3124, GSA Regional Office Building 
No. 3), Washington, DC 20202-4571. Notice shall include 
the identification numberfs) of each affected grant.

AS the d uly authorized representative of the applicant, t hereby certify that the applicant will comply with the above certifications.

NAME OF APPLICANT PR/AWARD NUMBER AND/OR PROJECT NAME

PRINTED NAME AND TITLE OF AUTHORIZED REPRESENTATIVE

SIGNATURE DATE

ED 80-0013,6/90 (Replaces ED 80-0008,12/89; ED Form GCS-008, (REV. 12/88); ED 800010,5/90; and ED80-00», 5/90, which are 
obsolete)
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Certification Regarding Debarment, Suspension, Ineligibility and 
Voluntary Exclusion — Lower Tier Covered Transactions

This certification is required by the Department of Education regulations implementing Executive Order 
12549, Debarment and Suspension, 34 CFR Part 85, for all lower tier transactions meeting the threshold 
and tier requirements stated at Section 85.110.

Instructions for Certification
1. By signing and submitting this proposal, the 
prospective lower tier participant is providing the 
certification set out below.

2. The certification in this clause is a material 
representation of fact upon which reliance was placed 
when this transaction was entered into. If it is later 
determined that theprospective lower tier participant 
knowingly rendered an erroneous certification, in 
addition to other remedies available to the Federal 
Government, the department or agency with which 
this transaction originated may pursue available 
remedies, including suspension and/or debarment.

3. The prospective lower tier participant shall provide 
immediate written notice to tne person to which this 
proposal is submitted if at any tune the prospective 
tower tier participant learns that its certification was 
erroneous when submitted or has become erroneous 
by reason of changed circumstances.

4. The terms "covered transaction," "debarred,” 
"suspended," "ineligible,” "lower tier covered 
transaction,” "participant,” "person,” "primary covered 
transaction," principal," "proposal," and "voluntarily 
excluded," as used in this clause, have the meanings 
set out in the Définirions and Coverage sections of 
rules implementing Executive Order 12549. You may 
contact the person to which this proposal is submitted 
for assistance in obtaining a copy of those regulations.

5. The prospective lower tier participant agrees by 
submitting this proposal that, should the proposed 
covered transaction be entered into, it shall not 
knowingly enter into any lower tier covered 
transaction with a person who is debarred, 
suspended, declared ineligible, or voluntarily 
excluded from participation in this covered 
transaction, unless authorized by the department or 
agency with which this transaction originated.

6. The prospective lower tier participant further 
agrees by submitting this proposal that it will 
include me clause titled "Certification Regarding 
Debarment, Suspension, Ineligibility, ana Voluntary 
Exclusion—Lower Tier Covered Transactions,” 
without modification, in all lower tier covered 
transactions and in all solicitations for lower tier 
covered transactions.

7. A participant in a covered transaction may rely 
upon a certification of a prospective participant in a 
lower tier covered transaction that it is not 
debarred, suspended, ineligible, or voluntarily 
excluded from the covered transaction, unless it 
knows that the certification is erroneous. A 
participant may decide the method and frequency 
by which it determines the eligibility of its 
principals. Each participant may, but is not 
required to, check, the Nonprociirement List.

8. Nothing contained in the foregoing shall be 
construed to require establishment of a system of 
records in order to render in good faith the 
certification required by this clause. The knowledge 
and information of a participant is not required to 
exceed that which is normally possessed by a 
prudent person in the ordinary course of business 
dealings.

9. Except for transactions authorized under 
paragraph 5 of these instructions, if a participant in 
a covered transaction knowingly enters into a lower 
tier covered transaction with a person who is 
suspended, debarred, ineligible, or voluntarily 
excluded from participation in this transaction, in 
addition to other remedies available to the Federal 
Government, the department or agency with which 
this transaction originated may pursue available 
remedies, including suspension and /or debarment.

Certification

U ) The prospective lower tier participant certifies, by submission of this proposal, that neither it nor its 
principáis are presently debarred, suspended, proposed for debarment, aedared ineligible, or 
voluntarily excluded fro m  participation in this transaction by any Federal department or agency.

(2) Where the prospective lower tier participant is unable to certify to any of the statements in this 
certification, such prospective participant shall attach an explanation to this proposal.

54109

ED 80-0014,9/90 (Replaces CCS-009 (REV. 12/88), which is obsolete)
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DISCLOSURE O F LOBBYING ACTIVITIES S S S i1* 0*1*
Com plete this form to  tfisdose lobbying activities pursuant to  11 U.S.C. 1352 

(See  reverse for public burden disclosure.*.

1. Type of Federal Action:

□ a. contract
b. grant
c. cooperative agreem ent
d. loan
e . loan guarantee 
t  loan insurance

2 . Status of Federal Action:

I I a. bid/offer/appiication 
^  b . initial award 

c  post-award

3. Report Type:

□ a . initial Sling 
b . material change

For Material Change Only: 
year ' quarter
date of last report ____

4. Name and Address of Reporting Entity:

□  Prime □  Subawardee
Tier _ ,  i f  known:

& if Reporting Entity in No. 4 is Subawardee, Enter Name 
and Address of Prime:

6.
Congressional D istrict if  know n:_________________________

Federal Department/Agency: 7.

Congressional District, if  knownr 

Federal Program Name/Descripüoæ

8. Federal Action Number, if  know n: S.

CFDA Number, if  Applicable: 

Award Amount, if  known:

%
10. a. Name and Address of Lobbying Entity 

(if individuai, last nam e, first nam e,  M l):
b . individuals Perform ing Services (including address if  

different from  N o. 10a)
(last nam e, first nam e. M lk

(attach Continuation S h & eld l Sf-LU -A  i f  necessa/vl
11. Amount of Payment (check a ll that apply):

S O actual □  planned

13. Type of Payment (check a lt that apply):

□  a. retainer
□  b. one-time fee
□  c . commission
□  d. contingent fee
□  e. deferred
□  f. other; specify:

12. Form of Payment (check a ll that apply):

□  a. cash
□  b. in-kind; specify: nature

value

14. Brief Description of Services Perform ed or to  be Perform ed and Datefs) o f Service, including officerts), em p loyee^), 
or M em berts) contacted, for Payment Indicated in Item  11:

faffach Continuation Swett*} SF-ttt-A. i f  B ta n iiv )

15. Continuation Sheetts) SF-LLL-A attached: □  Yes □  No

IS. InfonntttoR wqui iW  through tha form k authonud by M b I t  U.S.C. 
taction 11S2. Ihn docfoauro of lobbying tctm tw t it a material mpwtontadon 

' of bet upon th d i whence waa piacod by tba liar aboao «then tbit 
tiantaction wat made or entero* in«» Ibia dbdeewa b  w guiro* pumront la  
I t  U.S.C U S}. Urn information win bo reported to tba Congrow temi* 
annually and wdl ba avaflabta far public impaction. Any pa non who faib to 
bit tba required diirVuun  tbtd  bo aubfoct to a end penalty of nor lam than 
»w.ooo and not moro Win tW JBO O  for aacb w eb failure.

Federe! Use Only: i  $  V

Signature: -

Print Name: - ■ ■

Title: — _________________________________________________ _

Telephone No j  D a i«

$  ty * v -v  ,\i.{ 1. ritZtSx : g j . Authorized fo r Local Coproduction
*'*&&&*>&*■ m m p Æ  Standard fo rm  -  U I
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DISCLOSURE O F LOBBYING ACTIVITIES «*«~itvOM>
A U M 044

CONTINUATION SHEET

Reporting Entity: Page nf

A rth o riu d  lo r Local tfu d m iiw i 
Standanl Form  -  U U A
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INSTRUCTIONS FOR COMPLETION OF SF-LU, DISCLOSURE OF LOBBYING ACTIVITIES

This disclosure form shall be completed by the reporting entity, whether subawardee or prime Federal recipient, at the 
initiation or receipt of a covered Federal action, or a material change to  a previous filbig, pursuant to title 31 U.S.C. 
section 1352. The filing of a form is required for each payment or agreement to  make payment to any lobbying entity for 
influencing or attempting to  influence an officer or employee of any agency, a Member of Congress, an officer or 
empioyee of Congress, or an employee of a Member of Congress in connection with a covered Federal action. Use the 
5F-U1-A Continuation Sheet for additional information If the space on the form is inadequate. Complete all items that 
apply for both the initial filing and material change report. Refer to  the implementing guidance published by the Office of 
Management and Budget for additional information.

1. Identify the type of covered Federal action for which lobbying activity is and/or has been secured to influence the 
outcom e of a covered Federal action.

2. identify the status of the covered Federal action.

3 . identify the appropriate classification of this report. If this Is a followup report caused by a material change to the 
information previously reported, enter the year and quarter in which the change occurred. Enter the date of the last 
previously submitted report by this reporting entity for this covered Federal action.

4 . Enter the full name, address, dty, state and zip code of the reporting entity, include Congressional District, if 
known. Check the appropriate classification of the reporting entity that designates if it is, or expects to be, a prime 
or subaward recipient. Identify the tier of the subawardee, e.g„ the first subawardee of the prime is the 1st tier. 
Subawards indude but ere not limited to subcontracts, subgrants and contract awards under grants.

5. If the organization filing the report in item 4 checks “Subawardee", then enter the full name, address, q'ty, state and 
zip code of the prime Federal recipient Indude Congressional D istrict If known.

6. Enter the name of the Federal agency making the award o r  loan commitment. Indude at least one organizational 
level below agency name, if known. For example, Department of Transportation, United Sutes Coast Guard.

7 . Enter the Federal program name or description for the covered Federal action (item 1). If known, enter the full
Catalog of Federal Domestic Assistance (CFDA) number for grants, cooperative agreements, loans, and loan 
commitments. ^

B. Enter the most appropriate Federal Identifying number available for the Federal action identified In item 1 (e g .. 
Request for Proposal (RFP) number; Inviution for Bid (1FB) number; grant announcement number; the contract, 
grant or loan award number; the appiication/proposal control number assigned by the Federal agency). Indude 
prefixes, e .g , "RFP-DE-90-001."

9 . For a covered Federal action where there has been an award or loan commitment by the Federal agency, enter the 
Federal amount of the award/loan commitment for the prime entity identified in item 4 or 5.

10. (a) Enter the full name, address, dty, state and zip code of die lobbying entity engaged by the reporting entity
identified in item 4 to influence the covered Federal action.

(b)Enter the full names of the individual^) performing services, and indude full address if different from 10 (a).
Enter Last Name, First Name, and Middle Initial (M l).

11. Enter the amount of compensation paid or reasonably expected to  be paid by the reporting entity (item 4) to the 
lobbying entity (item 10). Indicate whether the payment has been made (actual) or will be made (planned). Check 
all boxes that apply. If this Is a material change report, enter the cumulative amount of payment made or planned 
to be made.

12. Check the appropriate box(es). Check aB boxes that apply. If payment* Is made through an in-kind contribution, 
specify the nature and value of the in-kind payment.

13. Check the appropriate box(es). Check aB boxes that apply, if other, specify nature.

14. Provide a specific and detailed description of the services that the lobbyist has performed, or will be expected to  
perform, and the date(s) of any services rendered, indude ail preparatory and related activity, not just rime spent in 
actual contact with Federal official*. Identify the Federal offiáaUs) or employee!*) contacted or the office*»), 
em ployed*), or M em bers) of Congress that were contacted.

15. Check whether or not a SF-LLL-A Continuation Sheetts) is attached.

16. The certifying official shall sign and date the form, prim his/her name, ride, and telephone number.

Public reporting burden for this collection of information is estimated to average 30 mintuet per response, including time for reviewing 
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and rewewmg the collection of 
information. Send comments regarding the burden estimate or any other aspect of this cofaction of information, including suggestions 
for reducing this burden, to the Office of Management and Budge t  Papemor t  Reduction Projec t (03**-0046). Washington. O.C. 20503.
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Appendix B
Potential applicants frequently direct 

questions to officials of the Department 
regarding application notices and 
programmatic and administrative regulations 
governing various direct grant programs. To 
assist potential applicants the Department 
has assembled the following most commonly 
asked questions.

Q. Can we get an extension of the 
deadline?

A. No. A closing date may be changed only 
under extraordinary circumstances. Any 
change must be announced in the Federal 
Register and apply to all applications.
Waivers for individual applications cannot 
be granted regardless of the circumstances.

Q. How many copies of the application 
should I submit and must they be bound?

A. Our new policy calls for an original and 
six copies to be submitted. The binding of 
applications is optional.

Q. May we use this same application to 
compete for funds under a different grant 
program?

A. Yes, however, the likelihood of success 
is not good. A properly prepared application 
myst meet the specifications of the grant 
program to which it is submitted.

Q. I’m not sure which grant program is 
most appropriate for my project. What should 
Ido?

A. We are happy to provide general 
program information. Glearly, it would not be 
appropriate for staff to participate in the 
actual writing of an application, but we can 
respond to specific questions about 
application requirements, evaluation criteria, 
and the priorities. Applicants should 
understand that this previous contact is not 
required, nor will it in any way influence the 
success of an application.

Q. When will I find out if I’m going to be 
funded?

A. You can expect to receive notification 
within 3 to 4 months of the application 
closing date, depending on the number of 
applications received and the number of 
grant programs with closing dates at about 
the same time.

Q. Once my application has been reviewed 
by the review panel, can you tell me the 
outcome?

A. No. Every year we are called by a 
number of applicants who have legitimate 
reasons for needing to know the outcome of 
the review prior to official notification. Some 
applicants need to make job decisions, some 
need to notify a local school district, etc. 
Regardless of the reason, because final 
funding decisions have not been made at that 
point, we cannot share information about the 
review with anyone.

Q. Will my application be returned if I am 
not funded?

A. We no longer return unsuccessful 
applications. Thus applicants should retain 
at least one copy of the application.

Q. Can I obtain copies of reviewers’ 
comments?

A. Upon written request, reviewers’ 
comments will be mailed to unsuccessful 
applicants.

Q. Is travel allowed under these projects?
A. Travel associated with carrying out the 

project is allowed. Because we may request 
the project director of funded projects to 
attend an annual project directors meeting, 
you may also wish to include a trip or two 
to Washington, D.C in the travel budget. 
Travel to conferences is sometimes allowed 
when it is for purposes of dissemination.

Q. If my application receives high scores 
from the reviewers, does that mean that I will 
receive funding?

A. Not necessarily. It is often the case that 
the number of applications scored highly by 
the reviewers exceeds the dollars available 
for funding projects under a particular 
competition. The order of selection, which is 
based on the scores of all the applications 
and other relevant factors, determines the 
applications that can be funded.

Q. What happens during negotiations?
A. During negotiations technical and 

budget issues may be raised. These are issues 
that have been identified during the panel 
and staff reviews that require clarification. 
Sometimes issues are stated as “conditions.” 
These are issues that have been identified as 
so critical that the award cannot be made

unless thpse conditions are met. Questions 
may also be raised about the proposed 
budget. Generally, these issues are raised 
because there is inadequate justification or 
explanation of a particular budget item, or 
because the budget item seems unimportant 
to the successful completion of the project.
If you are asked to make changes that you 
feel could seriously affect thé project’s 
success, you may provide reasons for not 
making the changes or provide alternative 
suggestions. Similarly, if proposed budget 
reductions will, in your opinion, seriously 
affect the project activities, you may explain 
why and provide additional justification for 
the proposed expenses. An award cannot be 
made until all negotiation issues have been 
resolved.

Q. How do I provide an assurance?
A. Except for SF—424B, “Assurances—Non- 

Construction Programs,” which must be 
completed, simply state in writing that you 
are meeting a prescribed requirement.

Q, Where can copies of the Federal 
Register, a program’s regulations, and 
Federal statutes be obtained?

A. Copies of these materials can usually be 
found at your local library. If not, most can 
be obtained from the Government Printing 
Office by writing to: Superintendent of 
Documents, U.S. Government Printing Office, 
Washington, DC 20402, Telephone: (202) 
783-3238. When requesting copies of 
regulations or statutes, it is helpful to use the 
specific name, public law number, or part 
number. The material referenced in this 
notice would be referred to as follows:

(1) Carl D. Perkins Vocational and Applied 
Technology Education Act (Public Law 101- 
392) 104 Stat. 753 (1990).

(2) State Vocational and Applied 
Technology Education Programs and 
National Discretionary Programs of 
Vocational Education Final Regulations, 34 
CFR parts 400 and 428.

(3) Education Department General 
Administrative Regulations, 34 CFR parts 74, 
75, 77, 79, 80, 81, 82, 85 and 86.
[FR Doc. 94-26660 Filed 10-26-94; 8:45 ami 
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Executive Order 12934 of October 25, 1994

Blocking Property and Additional Measures With Respect to 
the Bosnian Serh-Controlled Areas of the Republic of Bosnia 
and Herzegovina

By the authority vested in me as President by the Constitution and the 
laws of the United States of'America, including the International Emergency 
Economic Powers Act (50 U.S.C. 1701 et seq.), the National Emergencies 
Act (50 U.S.C. 1601 et seq.), section 5 of the United Nations Participation 
Act of 1945, as amended (22 U.S.C. 287c), and section 301 of title 3, 
United States Code, in view of United Nations Security Council Resolution 
942 of September 23, 1994, and in order to take additional steps with 
respect to the crisis in*the former Yugoslavia, I hereby expand the scope 
of the national emergency declared in Executive Order No, 12808 to address 
t)ie unusual and extraordinary threat to the national security, foreign policy, 
and economy of the United States posed by the actions and policies of 
the Bosnian Serb forces and the authorities in the territory that they control, 
including their refusal to accept the proposed territorial settlement of the 
conflict in the Republic of Bosnia and Herzegovina.

I, WILLIAM J. CLINTON, President of the United States of America, hereby 
order:

Section 1. Notwithstanding the existence of any rights or obligations con­
ferred or imposed by any international agreement or any contract entered 
into or any license or permit granted before the effective date of this order, 
except to the extent provided in regulations, orders, directives, or licenses, 
which may hereafter be issued pursuant to this order, all property and 
interests in property of: (a) the Bosnian Serb military and paramilitary forces 
and the authorities in those areas of the Republic of Bosnia and Herzegovina 
under the control of those forces;

(b) any entity, including any commercial, industrial, or public utility 
undertaking, organized or located in those areas of the Republic of Bosnia 
and Herzegovina under the control of Bosnian Serb forces;

(c) any entity, wherever organized or located, which is owned or controlled 
directly or indirectly by any person in, or resident in, those areas of the 
Republic of Bosnia and Herzegovina under the control of Bosnian Serb 
forces;

(d) any person acting for or on behalf of any person included within 
the scope of paragraph (a), (b), or (c) of this section; that are in the United 
States, that hereafter come within the United States, or that are or hereafter 
come within the possession or control of United States persons, including 
their overseas branches, are blocked.
Sec. 2. Notwithstanding the existence of any rights or obligations conferred 
or imposed by any international agreement or any contract entered into 
or any license or permit granted before the effective date of this order, 
except to the extent provided in regulations, orders, directives, or licenses, 
which may hereafter be issued pursuant to this order: (a) the provision 
or exportation of services to those areas of the Republic of Bosnia and 
Herzegovina under the control of Bosnian Serb forces, or to any person 
for the purpose of any business carried on in those areas, either from 
the United States or by a United States person, is prohibited; and
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(b) no vessel registered in the United States or owned or controlled by 
a United States person, other than a United States naval vessel, may enter 
the riverine ports of those areas of the Republic of Bosnia and Herzegovina 
under the control of Bosnian Serb forces.
Sec. 3. Any transaction by any United States person that evades or avoids, 
or has the purpose of evading or avoiding, or attempts to violate, any 
of the prohibitions set forth in this order is prohibited.

Sec. 4 . The Secretary of the Treasury, in consultation with the Secretary 
of State, is hereby authorized to take such actions, including the promulgation 
of rules and regulations, and to employ all powers granted to me by the 
International Emergency Economic Powers Act and the United Nations Par­
ticipation Act of 1945, as amended, as may be necessary to carry out the 
purposes of this order. The Secretary of. the Treasury may redelegate the 
authority set forth in this order to other officers and agencies of the United 
States Government* all agencies of which are hereby directed to take all 
appropriate measures within their authority to carry out the provisions of 
this order, including suspension or termination of licenses or other authoriza­
tions in effect as of the date of this order.

Sec. 5. Nothing in this order shall apply to activities related to the United 
Nations Protection Force, the International Conference on the Former Yugo­
slavia, or the European Community Monitoring Missions.
Seç. 8. For the purposes of this order:

(a) The term “person” means an individual or entity;

(b) The term “entity” means a corporation, partnership, association, or 
other organization;

(c) The term “United States person” is as defined in section 5 of Executive 
Order No. 12810.
Sec* 7. Nothing contained in this order shall create any right or benefit, 
substantive or procedural, enforceable by any party against the United States, 
its agencies or instrumentalities, its officers or employees, or any other 
person.

See. 8 (a) This order shall take-effect at 11:59 p.m. eastern daylight time 
on October 25,1994.

(b) This order, shall be transmitted to the Congress and published in 
the Federal Register.

(FR Doc. 94-26834 
Filed 10-25-94; 4:57 pmj 
Billing code 3195-01-P

THE WHITE HOUSE, 
O ctober 25, 1994.
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Title 3— Proclamation 6749 of October 25, 1994

The President Immigration Measures With Respect to United Nations Secu­
rity Council Resolution 942

By the President of the United States of America 

A Proclamation
In light of the actions of the Bosnian Serb forces and the authorities in 
the territory they control, including their refusal to accept the proposed 
territorial settlement of the conflict in the Republic of Bosnia and 
Herzegovina, and of United Nations Security Council Resolution 942 of 
September 23, 1994, I have determined that it is in the interests of the 
United States to restrict the entry to the United States of all aliens described 
in paragraph 14 of United Nations Security Council Resolution 942.
NOW, THEREFORE, I, WILLIAM J. CLINTON, President of the United States 
of America, acting under the authority vested in me by the Constitution 
and laws of the United States, including sections 212(f) and 215 of the 
Immigration and Nationality Act of 1952, as amended (8 U.S.C. 1182(f) 
and 1185), and section 301 of title 3, United States Code, hereby find 
that the unrestricted immigrant and nonimmigrant entry into the United 
States pf aliens described in section 1 of this proclamation would, except 
as provided for in section 2 of this proclamation, be detrimental to the 
interests of the United States. I do therefore proclaim that:
Section 1. The immigrant and nonimmigrant entry into the United States 
of aliens described in paragraph 14 of United Nations Security Council 
Resolution 942 is hereby suspended. These aliens are: (a) members of the 
authorities, including legislative authorities, in those areas of the Republic 
of Bosnia and Herzegovina under the control of Bosnian Serb forces; officers 
of the Bosnian Serb military and paramilitary forces; and those acting on 
behalf of such authorities or forces;

(b) persons found, after September 23, 1994, to have provided financial, 
material, logistical, military, or other tangible support to Bosnian Serb forces 
in violation of relevant United Nations Security Council resolutions; and

(c) persons in or resident in those areas of the Republic of Bosnia and 
Herzegovina under the control of Bosnian Serb forces found to have violated 
or contributed to the violation of the measures set out in United Nations 
Security Council Resolution 820 of April 17, 1993, and United Nations 
Security Council Resolution 942 of September 23,1994.
Sec. 2. Section 1 shall not apply with respect to any alien otherwise covered 
by section 1 where the entry of such alien is in the interests of the United 
States, including where such entry has been approved as prescribed by 
paragraph 14 of United Nations Security Council Resolution 942.
Sec. 3. Aliens covered by sections 1 and 2 shall be identified pursuant 
to procedures established by the Secretary of State, as authorized in section 
5 below.
Sec. 4. This proclamation shall take effect at 11:59 p.m. eastern daylight 
time on October 25, 1994, and shall remain in effect Until such time as 
the Secretary of State determines that it is no longer necessary and should 
be terminated.
Sec. 5. The Secretary of State shall have responsibility to implement this 
proclamation pursuant to procedures that the Secretary may establish.
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[FR Doc. 94-26833 
Filed 10-25-94; 4:58 pm] 
Billing code 3195-01^-P

IN WITNESS WHEREOF, I have hereunto set my hand this twenty-fifth 
day of October, in the year of our Lord nineteen hundred and ninety- 
four, and of the Independence of the United States of America the two 
hundred and nineteenth.
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Memorandum of October 24, 1994

Delegation of Authority

Memorandum for the Secretary of State

Pursuant to authority vested in me as the Chief Executive Officer of the 
United States, and consistent with the provisions of the Hatch Act Reform 
Amendment regulations, 5 CFR 734.104, and section 301 of title %3, United 
States Code, I delegate to you the authority to limit the political activities 
of political appointees of the Department of State, including Presidential 
appointees, Presidential appointees with Senate confirmation, noncareer SES 
appointees, and Schedule C appointees.
You are authorized and directed to publish this memorandum in the Federal 
Register.

THE WHITE HOUSE, 
Washington, October 24, 1994.

[FR Doc. 94-26831 
hied 10-25-94; 4:49 pm] 
filling code 4710-10-P
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206.„„... ......... ...................50456
207........ ...................53731
213........ ............................ 53731
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LIST OF PUBLIC LAWS

This is a continuing list of 
public bins from the current 
session of Congress which
have become Federal laws. It
may be used in conjunction 
with “PLU S ” (Public Laws 
Update Service) on 202-523- 
6641. The text of laws is not 
published in the Federal 
Register but may be ordered 
in individual pamphlet form 
(referred to as “sip laws”) 
from the Superintendent of 
Documents, U.S. Government 
Printing Office, Washington, 
DC 20402 (phone, 202-512- 
2470).
H R  2135/P.L 103-384 
Native American Veterans’ 
Memorial Establishment Act of 
1994 (Oct 22, 1994; 188 Stat 
4067; 2 pages)
H.R. 2294/P.L. 103-385 
To redesignate the Post Office 
building located at 1000 
Lamar StreetIn Wichita Falls,

Texas, as the “Graham B. 
Purcell, Jr. Post Office 
Braiding”. (Oct. 22, 1994; 108 
Stat. 4069; 1 page)
H R  4t92/P.L. 103-386 
To designate the United 
States Post Office building 
located at 3000 Veterans 
Drive in Saint Thomas, Virgin 
Islands, as the “Arturo R. 
Wellington, Sr. Post Office”. 
(Oct 22, 1994; 108 Stat.
407Q; 1 page)
H.R. 4278/P.L. 103-387 
Social Security Domestic 
Employment Reform Act of 
1994 (Oct. 22. 1994; 108 Stat 
4071; 8 pages)
H.R. 43S1/P.L. 103-388 
Federal Employees Family 
Friendly Leave Act (Oct. 22, 
1994; 108 Stat. 4079; 2 
pages)
H.R. 4535/P.L. 103-389 
Unlisted Trading Privileges Act 
Of 1994 (Oct. 22, 1994; 108 
Stat. 4081; 4 pages)
H.R. 4896/P.L. 103-390  
To grant toe Consent of the 
Congress to toe Kansas and 
Missouri Metropolitan Culture 
District Compact (Oct 22, 
1994; 108 Stat 4085; 9  
pages)
H.R. 4924TP.L. 103-391 
Rhinoceros and Tiger 
Conservation Act of 1994 
(Oct 22, 1994; 108 Stat 
4094; 4 pages)
H R  4S5Q/P.L. 103-392 
Jobs Through Trade 
Expansion Act of 1994 (Oct 
22,1994 ; 108 Stat. 4098; 7 
pages)
H R  S053/P.L. 103-393 
Water Bank Extension Act of 
1994 (Oct. 22, 1994; 108 Stat. 
41% ; 1 page)
H R  5116R L. 103-394 
Bankruptcy Reform Act of 
1994 (OCt. 22, 1994; 108 Stat. 
4106; 46 pages)
H J. Res. 425/P.L. 103-395 
Providing for the converting of 
the First Session of toe One 
Hundred Fourth Congress.
(Oct. 22, 1994; 108 Stat.
4152; 1 page)
S. 34C/P. L. 103-396 
Animal Medicinal Drug Use 
Clarification Act of 1994 (Oct 
22, 1994; 108 Stat 4153; 3  
pages)
S. 455/P.L. 103-397  
Payments to Lieu of Taxes 
Act (Oct. 22, 1994; 108 Stat 
4156; 8  pages)
S. 528/P.L. 103-398 
Lincoln County, Montana,
Lands Transfer Act of 1994

(Oct. 22, 1994; 108 Stat. 
4162; 2  pages)
S. 720/P.L. 103-399 
Indian Lands Open Dump 
Cleanup Act of 1994 (Oct 22 
1994; 108 Start. 4164; 5  
pages)

S. 1225/P.L. 103-400
United States-Mexico Border 
Health Commission Act (Oct 
22, 1994; 108 Stat 4169; 3 
l»ges)
S. 1312/P.L. 103-401
Pension Annuitants Protection 
Act of 1994 (Oct. 22, 1994; 
108 Stat. 4172; 2 pages)
S. 1457/P.L. 103-402
To amend the Aleutian and 
PribBof Islands Restitution Act 
to increase authorization for 
appropriation to compensarte 
Aleut villages for church 
property lost damaged, or 
destroyed during World War H. 
(Oct. 22, 1994; 108 Stat 
4174; 1 page)
S. 2060/P.L. 103-403
Small Business Administration 
Reauthorization and 
Amendments Act of 1994 
(Oct. 22, 1994; 108 Stat.
4175; 31 pages)
S. 2073/P.L. 103-404
To designate the Warren 8. 
Rudman United States 
Courthouse, the Jamie L. 
Whitten Federal Building, and 
the WiHiam H. Natcher 
Federal Building and United 
States Courthouse. (Oct 22, 
1994; 108 Stat 4206; 2 
pages)
S. 2395/P.L 103-405 
To designate the United 
States Courthouse to Detroit 
Michigan, as the "Theodore 
Levin Courthouse”, and for 
other purposes. (Oct. 22,
1994; 108 Stat. 4208; 1 page)
S. 2466/P.L. 103-406
Energy Policy and 
Conservation Act Amendments 
Act of 1994 (Oct 22, 1994;
108 StaL 4209; 1 page)
S. 2500/P.L. 103-407
Sheep Promotion, Research, 
and Information Act of 1994 
(Oct 22, 1994; 108 Stat.
4210; 18 pages)
S.J. Res. 9QIP.L. 103-408 
To recognize the 
achievements of radio 
amateurs, and to establish 
support for such amateurs as I  
national policy. (Oct 22, 1994; 
108 Stat. 4228; 2  pages)
Last List October 2 4 , 1994
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