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46 LSA—LIST OF CFR SECTIONS AFFECTED

CHANGES APRIL 1, 2016 THROUGH AUGUST 31, 2016

TITLE 20 Chapter V—Con.
615.11 ReViSed ..couveueriininiiniiniienennns 57781
615.12 (e) redesignated as (f);

(d)(1), (2) and new (f) revised;

(d)(3) and new (e) added............ 57782
615.13 Revised ..covenirviiniiniiniiinennns 57783
615.14 (a)(1) through (4), (b) in-

troductory text, (c)(1), (2), (3)

introductory text, (5), (6),

(MD), (1), (id), (D), (@), 3)

and (6) amended...........ceeuvvrennnn. 57778
(C)(@) revised...cocveveveviiiiiiiiinenns 57783
615.15 Revised ..cocovveviininiiniiiieeanns 57783
620 Added....ccoeniviiineiiiiieiieeaeeaens 50302
651 Revised ...coevvvviiniiiiiiiiieeieeans 56333
652 ReViSed ...coeiviiiiiiiiieieeieeaans 56337
653 ReVISed ..cvveviviiiiiiiiiiieieeeieeans 56341
654 Authority citation revised........ 56349
654.400—654.417 (Subpart E) Re-
VISEA tininiiiiiiiiiieee e 56349
655 Authority citation revised........ 43448
Authority citation corrected
................................................. 48700
655.620 (&) revised......coevvuvieniinininnns 43448
655.801 (b) revised........cccvvniviinininnnns 43448
655.810 (b)(1) introductory text,
(2) introductory text and (3)
introductory text revised......... 43448
658 ReVISEd ..cvvvniriiiiiiiiiiieieeieeians 56352
675 Added
676 Added
677 Added
678 Added
679 Added
680 Added
681 Added
682 Added
683 Added
684 Added
685 Added
686 Added
687 Added

688 Added

Chapter VI—Office of Workers’
Compensation Programs, De-

partment of Labor (Paris
700—799)
702 Authority citation revised........ 43449
702.204 Revised....cocvevievininiininiinennne. 43449
702.236 Revised......coceevveiniinenninennnnn. 43449
702.271 (a)(2) revised.......ccceveninennen.. 43449
725 Authority citation revised........ 43449
725.310 (b), (¢) and (d) revised; (e)
added .....oeviiiiii s 24479
725.413 Added ....evvvneniiiiiiiiieiinenane 24480

OMB number .....cceevevivininiiinininnnns 31854
725.414 (a)(1) through (5), (¢) and
(A) revised...coveniiniiiniieeineeinns 24480
725.601 (b) and (c) revised................ 24481
725.607 Revised......coeevveiniinininnennnnn. 24482
725.621 (d) revised........cceevvieeninnennnnn. 43449
726 Authority citation revised........ 43449
726.300 Revised......coeeevveiniininninennnnn. 43449
726.302 (c)(2)(1), (4) and (5) re-
vised; (¢)(6) added ..........cevvenenn. 43449
Proposed Rules:
B0 ittt 19518
404............. 29212, 37557, 45079, 51412, 54520
405 .. 45079
3 PPt 29212
416 ..o, 29212, 37557, 45079, 54520
52/ 27059
(0 PN 58878

TITLE 21—FOOD AND DRUGS

Chapter I—Food and Drug Ad-
ministration, Department  of
Health and Human Services
(Parts 1—1299)

1 Authority citation revised.......... 20166,

Policy statement............... 39183, 57784
Nomenclature change ................. 49895
1.1 (c) amended.......cceeveininininenannnn.
1.20 Amended.......ccoeveeiiiiiinininannnn.
1.24 Amended.........ceeeveniiiiininininannn..
1.227 Amended .......cooeeiiiiiiiiiiininann..
1.230 Revised.....ccooeveiiiiiiiiiiiiiienene,
1.231 Revised...ocoeveeniniiiniineiinenanes
1.232 Revised...ocovvvieniinininiineeinenanes
1.233 Revised....covviveniiniiniinieinennnes
1.234 Revised...ocoivvineniiiininiineniinennnns
1.235 Revised....cccovveiiniiiiiiinininenne,
1.241 Revised....ccoooveieiiiniiiiinininenenne,
1.245 Added ..ccovneniiiiiiieeeeee
1.500 Amended
1.501 Heading revised
1.511 Heading, (a) heading and (b)
heading revised ...........ccceevenennn. 25327
1.512 (b)(3)(ii) introductory text

and (c)()@) amended;
(b)(3)(ii) and (iv) revised.......... 25327
1.900—1.934 (Subpart O) Added........ 20166
5 Nomenclature change.................. 49895
11 Policy statement.............. 54499, 57784
11.1 (n) added ..oeveeveneneiiieniieeieneanes 20170
(0) added....ccoeviiiiieeiieeeeeeeeans 34218

14.1 (a)(2)(v) removed.........ccceuenenen.. 45409
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14.100 (b)(6) redesignated
(b)(4); (b)(6) removed
16 Policy statement.............c...c.c..e.
16.1 (b)(1) and (2) amended..............
20.100 (c)(22) removed........ceceuvuennnnn.
(€)(46) added......ccvvenerveneninenanannns
(€)(9) amended .......covvvevnininininnnn
20.116 Revised ..ccevveviiiiiieiieeieeanns
25.20 (K) revised ....cooevvvriviiniiiiniennns
25.32 (f), (i), (), (k) and (r) re-
VISEA tininiiiininieieeiei s
56 Authority citation revised.........
Regulation at 81 FR 19035 eff.
date confirmed ..........coeuvenenienens
56.120 (b)(4) and (c) redesignated

Regulation at 81 FR 19035 eff.
date confirmed ...............ooeenien
70 Nomenclature change
71 Nomenclature change
73 Nomenclature change
80 Nomenclature change
100 Nomenclature change...............
100.155 (a) and (b) amended..............
101 Policy statement ...43061, 54499,
Nomenclature change
101.2 (¢) introductory
amended .....oeveveiiniiiiiiieieeiiaeas
101.7 Redesignated from 101.105;
heading revised
101.8 Regulation at 79 FR 71291
compliance date extended in
part to 7-26-18 .........cccevevinininnnn
101.9 ()i, (HGEI(C), (D),
(E) and (13)(ii)(C) removed;
(c)()(ii) and (jH(13)(1i)(D) re-
designated as new (c)(1)(ii)
and new (1)H)(A3)([{1)(C);
(c)(1)()(A) through (E), new
(i1), (2), (), (6)(1) through (4),
(7, (8) introductory text, (i),
(ii) introductory text, (iii),
(iv), (v), (9), (d)1) introduc-
tory text, (iii), @dv), (v), (2)
through (5), (7) introductory
text, (i), (8), (9), (A1)(i), (iii),
(12), (13)(ii), (e), (f) introduc-
tory text, (2)(ii), (4), (5), (8)
introductory text, (2), (3)(ii),
@, (8), (6), (8), (M)(B)(iv), (4)
introductory text, ((G)(5)@),
(ii) introductory text, (A),
(B), 13)(1), AHA)XD), (@), (B)
and (18)(iv) introductory text
revised; (¢)(DE)F), (8)(vii),

54501
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(2)(10), (11), (j)(5)(iii) and (1)
added ....oeviiiiiir s 33979
M@)H)D), (6), (B)(ii), (10)(ii)
and (h)(3)(ii) revised;
(D)(2)I)(E) removed;

(b)(2)(A)(F) through (I) redes-

ignated as new (b)(2)(Q)(E)

through (H); (b)(12) added......... 34040
101.12 (£)(2) removed; (f)(3) redes-

ignated as new (f)(2); (b) ta-

bles 1 and 2, (¢), (f)1) and

new (2) revised........ccevviieeninnnnn. 34041
101.13 (d)(2), (h)(4)({d) and ({1)(2)
amended .......coeeeiieiiiiiiiiiiiinenean. 59131
101.30 (e)(2) revised ......ccevvvnenernnnnnnn. 33994
(g) amended.......coceeveveviinininininnnnns 59131

101.36 (b)(2)(i) introductory text,
(B), ({i)(A), (B), (iii) intro-
ductory text, (D) through

(&), HUHA), ()@, (e) in-
troductory text, (8), (11)(i)
through (viii), (12), (f) and
(i)(1) revised; (i) introduc-
tory text removed .................... 33994
101.105 Redesignated as 101.7........... 59131
102 Nomenclature change............... 49895
104.5 (b) amended............ccevenennenenn.. 59131
106 Policy statement............. 22174, 57784
Nomenclature change ................. 49895
107 Nomenclature change............... 49895
108 Nomenclature change............... 49896
108.25 (¢)(1) and (2) revised.............. 46831
108.35 (c)(1), (2) introductory
text, (ii) and (i) revised ............ 46831
109 Nomenclature change............... 49896
110 Nomenclature change............... 49896
Policy statement......................... 57784
111 Policy statement...................... 57784
112 Nomenclature change............... 49896
Policy statement......................... 57784

112.3 (a), (b) and (c) introductory

text removed; introductory
text added; amended................. 26467
112.55 (b) revised ....coevveveniineninnennnnn. 26468
114 Policy statement...................... 57784
117 Nomenclature change............... 49896
Policy statement..........ccceeveenenen. 57784
118 Nomenclature change............... 49896
120 Policy statement...................... 57784
121 Added....coevveneniiieeiiiiieieeeieeneanes 34219
123 Policy statement...................... 57784
129 Policy statement...................... 57784
130 Nomenclature change............... 49896
161 Nomenclature change............... 49896
170 Nomenclature change............... 49896
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TITLE 21 Chapter I—Con.
170.3 (h) and (k) revised; (i)
amended .....coeveveiiniiiiiiiiiieiiaa 55047
170.30 (a), (¢)(1), (d), (h) introduc-
tory text, (1), (1), (j), (K) and
(1) amended; (b), (¢)(2) and (e)

revised; (f) removed.................. 55047
170.35 (a), (b)(1), (3) and (4) re-
vised; (¢) removed ..........ceuvenennn 55048
170.38 (a) revised .....cceceveviiininenennnn. 55048
170.203—170.285 (Subpart E)
Added ...vvviniiiiiie 55048
171 Nomenclature change............... 49896
172 Nomenclature change............... 49896
172.345 (b) amended; (i) added ......... 22183
172.379 (b) amended; (c) table re-
VISEA teniiiiiiiiiieieiee e 46581
172.380 (b) amended; (¢)(8) added
................................................. 46582
173 Nomenclature change............... 49896
175 Nomenclature change............... 49896
176 Nomenclature change............... 49896
177 Nomenclature change............... 49896
178 Nomenclature change............... 49896
179 Policy statement...................... 57784
180 Nomenclature change............... 49896
181 Nomenclature change............... 49896
184 Nomenclature change............... 49897
184.1 (a) and (b)(1) amended ............ 550561
186.1 (a) and (b)(1) amended............. 550561
189 Nomenclature change............... 49897
190 Nomenclature change............... 49897
201.1 (f) amended..........ccceeneveenennnnnns 60212
201.2 Amended .......coeeveiiiiiniinininnnns 60212
201.25 (c)(1) introductory text
amended .......coeeeiiiiiiiiiiiieneienn. 60212
207 ReVISed ..ovveniriiiniiiiiieieeeieeins 60212
211 Nomenclature change............... 49897
Policy statement......................... 57784
314.81 (b)(3)(iv) revised.......ccceeueenens 60221
314.125 (b)(11) amended.................... 60221
507 Nomenclature change............... 49897
Policy statement..........ccceevenenenen. 57784
510.600 (c)(1) table and (2) table
amended................ 36788, 48702, 59133

514 Authority citation revised........ 29141
514.80 (b)(4) introductory text

amended; (b)(4)(i) revised ......... 29141
514.87 Added....cceeveuiriiiniiiiiiniieinns 29141
514.111 (a)(12) added .......eeuevevnennnnnn. 60221
514.200 Revised.....coevvvveiininineiinennnns 52997
515.10 (b)(8) amended..............ueneun.ns 60221
520 Drug application approvals

withdrawn .......cccoeviviiiivininninnnn, 36790
520.100 (b)(3) and (4) removed.......... 59133

520.110 (b) amended.............coueenneen. 48702

520.284 Redesignated from 520.300

................................................. 59133
520.284a Redesignated from
520.3008 ...uiviiiiieieeee s 59133
520.284b Redesignated from
520.3001 ..eniniiiiieiee e 59133
520.284c Redesignated from
520.300C ..euiriiiiiieiiieeeeeeeeaans 59133
520.292 Added ....oeveniniiniiiiieieeanens 59133

520.300 Redesignated as 520.284........ 59133
520.300a Redesignated as 520.284a

................................................. 59133
520.300b Redesignated as 520.284b

................................................. 59133
520.300c Redesignated as 520.284c

................................................. 59133
520.1084 Added.......cocevvininiininiiineannns 36789
520.1430 Heading revised ................. 36789
520.1696b (b) amended...................... 36789
520.2075 (a) and (c¢) revised .............. 59133
520.2130 (b) amended ...........cceueneenens 48702
520.2134 (b) amended .........cccveneneenens 48702
520.2261a (b) amended...................... 36789
520.2326a (a)(2) removed; (a)(3)

and (4) redesignated as new

(@)(2) and (3) cevvererriniiiineiieeanans 36789

(a)(3) amended ......cceevvveveininininnnnns 59134
520.2471 (b) amended .........cccvenennnens 48702
520.2640 (b)(1) amended.................... 48702
522.150 (b) amended........coceeuvenenennens 48702
522.690 (b)(3) amended ..................... 36789
522.840 (b) amended........coceevvenennnens 48702
522.842 (a)(2) amended.............cuunes 48702
522.1055 Revised ....cevvvneniinininninininnens 59134
522.1077 (b)(3) amended.................... 36789
522.1182 (b) introductory text, (7)

introductory text, (i) and (ii)

amended ......coeeeeviieniiiiniiniiiianenns 59134
522.1192 (b)(2) amended.................... 59134
522.1260 (b)(2) amended.................... 59134
522.1680 (b) amended ............c.enenes 36789
522.1684 Added ......coevveeniiiininiinininnns 36789

(b) amended.......ccceeveveveiiininininnnnns 48702
522.1940 (a)(2) amended.................... 48702
522.2005 (b)(1) amended.................... 36789
522.2112 (b) amended .............ceeuvenen. 48702
522.2471 (b) amended ..........ccceueneenens 48703
522.2476 (a)(1) amended.................... 48703
522.2477 (b)(1) amended.................... 48703
522.2640 (b)(1) amended.................... 48703
524.916 (b) amended...........cccuvvnenennnns 48703
524.1044g (b)(3) correctly amend-

[T PP 18749
524.1044h (a) and (b) revised............. 59134
524.1193 (b)(2) correctly amended

................................................. 25328
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524.1445 (b) amended
524.1484k Heading correctly re-
VISEA cininiiiiniiirieeeee e
556.748 (c) revised.......ocvvvivininiinnnnns
568 Drug application approvals
withdrawn...........ccccoeeueens 36790,
568.3 (b)(1)(i) and (ii) revised;
(b)(13) and (14) added ................
558.4 (d) tables amended........ 36790,
558.68 (b) amended
(a) and (e) revised........ccevvienennnn.
5568.248 (a) and (b) revised;
(A)(1)({ii) removed.......ccevvenenene.
5568.274 (a)(1), (c)(L)(), (1), )@
and (ii) amended.......................
(c)(1)(ii) and (2)(ii) removed.........
5568.342 (b)(2), (e)(1)(i) through
(iv), (ix) and (x) amended
558.355 (b)(1), (2), (4) through (9),
(11, 12), (14), OQ)(xiii)(b),
(xxi)(b), (xxii)(b), (xxviii)(b),

(xxix)(b), (xxxi)(b),
@YD) ()i, (1i)b), (xii)(D),
(DH(i)b), 1ii)(b) and

(6)(1)(b)(2)(iii) amended .............
(H()(xxviii) removed; (£)(8)(1)
and (ii) revised .......cocevvvvininnnnns
558.363 (a)(1), (3), (8), (M(L)(i1)(B),
(1i)®B), Av)(B), (v)(B) and
(vi)(B) amended.............ceuenenene.
(@) (vi) removed ......eevvveenininnnnn
5568.366 (b) and (d) amended.............
558.500 (b), (e)(1)(i) through (iv),
(2)(1) through (xiii) and (3)(i)
through (iv) amended...............
558.550 (d)(1)(xxii)(B) amended........
(@)D (xxii) removed.......cevvennnnnn
5568.618 (b), (e)(1)(i) and (2){)
amended .....coeveveniniiiiiiiiiieiias
(e)(2)(ii) and (iii) amended...........
558.625 (b)(3) removed; (b)(4) and
(5) redesignated as new (b)(3)

(D), (D (2)(D), (iii) and (vii) re-
vised; (£)(2)(viii) and (ix) re-

(D)(1) amended ......cceevevevevennininnnnnn
558.630 (b)(1) amended ..........ecueueenens
(D)(1) revised....cocveveveiiieiniiiinannns
558.633 Added ..c.vvvininiininiiiiiiieeinns
558.665 (e)(2) through (6), (8), (10),
(11) and (12) amended................
570.3 (f), (h) and (k) revised; (i)
amended; (n) added...................
570.30 (a) and (i) amended; (b), (c)
and (d) revised.........oceevinenennnns

59135

49
570.35 (a), (b)(1), (3) and (4) re-
vised; (¢) removed .........cceuvenennn 55052
570.38 (&) revised ...ocvvvenvininineinininnns 55052
570.203—570.280 (Subpart E)
Added ...ovviniiiii 55052
573.304 Added ......oeveviviiniiiiiiiineanns 35611

Regulation at 81 FR 35611 eff.
date confirmed; comment pe-
riod extended..........cocevvvinininnnn 41441

601.2 (f) added .....oevevveveniininiiieneanns 60221
607 Heading revised .........cocevunenennens 60221
607.1 Added ....oevvvviiniiiiiiiniieineeinens 60221
607.3 (b) amended; (k) and (1)

added .....coeiiiiiiii 60222
607.7T ReVised . ...cccvvviriiiiiiiiiieiieanns 60222
607.20 (¢) amended.......c..veueuvenenennnns 60222
607.21 Amended.........ceeveviiniinininnnns 60222
607.22 Revised ...cvveviiniiiniiiiininnns 60222
607.25 Revised ....ccvevivviiieiiiiineanns 60222
607.26 Amended......c.cceeveviiniinininnns 60222
607.30 (a) introductory text re-

VISEA ciuiniiiiiiieeiiei e 60222
607.35 Revised ..c.coveevivviiiniiiiieanns 60223
607.37 Revised ...oveveriiiiiiniiiieeanns 60223
607.39 Revised ....covevvvviiiiniiiiinennns 60223
607.40 (d) introductory text and

(3) revised; (e) added................. 60223
607.65 (g) added ....coevveviniiiiiniiineanns 60223
607.80 (Subpart E) Added ................ 60223
610.20—610.21 (Subpart C) Re-

TNOVEA euininiiiiieieieieieieienenenenenns 26691

Regulation at 81 FR 26691 eff.

date confirmed ................ceeniin 52329

610.50 Revised ....coeveviiviniiniiiiiinnns 26691

Regulation at 81 FR 26691 eff.
date confirmed ..........coeuvenenenens 52329

610.53 Revised ....covevivviiiiiiniieinennns 26691
Regulation at 81 FR 26691 eff.

date confirmed ...............oceneniin 52329
660.2 (C) revised....coeuveriniinininiineninnns 38924
660.20 (&) revised .....cooevvvviiniiiinininnns 38925
660.28 Revised .....oevevviriniinininiinininnns 38925
660.35 Revised ....cccoevvvviiiiiiiiinennns 38926
660.45 Revised ....cveevvininiiniiiieninnns 38928
660.50 () revised .......ceevvveiiiiniinnnnn. 38928
660.55 Revised ....coevevviiniinininninininnns 38928
701 Nomenclature change............... 49897
710 Nomenclature change............... 49897
720 Nomenclature change............... 49897

801 Authority citation revised........ 38930
801.15 Heading and (c)(1) revised
801.109 (b)(1) revised
809.10 (a)(4) and (b)(5)(ii) amend-

ed; (g)added .......cevvvvviniiininnnnnns 38931
870.5200 Revised
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TITLE 21 Chapter I—Con.

870.5210 Added.....ocovvveneniinininninineanns 33134
876.5011 Added.......ccevvvneniiiinineininaannns 45231
878.4420 Added......coevvvneniiniinninininnnns 42244
882.5700 Added.....ocovvenenienininnineneanns 44772
884.4050 Added.......ccvevneniiiininiininaannns 40183
886.1925 Added......oevvviniinininiiininnns 342170
886.5838 Added.......oevvvniniinininiininianns 37500
890.55625 (b) revised; (¢) removed
................................................. 48706
1100 Added ..cevvneniieneiieieeieeeieeneanns 29102
1105 Added ..evvvneneniineniiiieniireeineneanes 52334
1140 Heading revised.........cccevenvenenn. 29102
1140.1 Revised ...ccovvveiviiiiniineeinennnnns 29102
1140.2 Revised ..oovveveninviiniineiinennne, 29102
1140.3 Revised ...ccoevveniniiiiniiieeieennn, 29102
1140.10 Revised....ccceevevveiniineneinennnnn. 29103
1140.14 Revised...ccvvereevininiineneinennnes 29103
1143 Added ...cevevneniiiieiieeeeeeeeen 29103

1150 Authority citation revised

1150.3 Amended.....

1150.5 (a) amended; (c) and (d)
added .....oeiiiiiiis 28715

................................................. 28716
1150.9 (a)(1) revised; (a)(2) added

................................................. 28716
1250 Nomenclature change ............. 49897
1271.1 (a) and (b)(2) amended........... 60223
1271.3 (mm) and (nn) added.............. 60223
1271.20 Amended ......coveveviineniinennnn.. 60223
1271.22 Revised....cccoeveviiiniininaiennnnn. 60223
1271.23 Added ....oevvvneniniiiiiieeieennn 60224

1271.25 (a) introductory text, (2),
(3) and (c)(4) revised; (a)(b),
(6) and (d) added ....

1271.26 Revised...coovveiininininininenenenes

1271.90 (b) redesignated as (c);
new (b) added; heading, (a)(3)
introductory text, (4), new
(¢) introductory text, (2) and

(B) revised.....coveeveniiiiiiiinninniienns 40517
1271.370 (b)(4) amended.................... 40518
Chapter Il—Drug Enforcement

Administration, Department of
Justice (Parts 1300—1399)

1301 Policy statement..................... 53846
1301.74 (g) revised; interim ............. 58839
1301.75 (e) revised; interim.............. 58839
1305.07 Introductory text and (a)
revised; interim........................ 58839
1305.17 (d) revised; interim ............. 58839

1308.11 (b)(3) through (55) redes-
ignated as (b)(4) through (56);
new (b)(3) added............cevevnenenn 22025

(d)(48), (49) and (50) added;
(h)1), (2) and (3) removed;
(h)(4) through (25) redesig-
nated as new (h)(1) through

22) i 29145
(h)(26) and (27) added ................... 29496
1308.12 (¢)(29) added; interim .......... 58839

1308.15 (e)(1), (2) and (3) redesig-
nated as (e)(2), (3) and (4);

new (e)(1) added; interim.......... 29491
Proposed Rules:
Lo 28035, 431565
B PPN 27067, 28035
16 i 28035, 57812, 58342
BB i s 19066
D8 s 58342
L0 e e, 27067
B PSPPI 28035
117 e, 30219, 57816, 58421
LT, 38984
175 e, 318717, 37561, 52370
176 e, 25625, 31877, 37561, 52370
177 i, 31877, 37561, 42585, 52370
178, 318717, 37561, 52370
310t s 42912
B30 i 19069
B0 et 30219, 58421
153 Y 57812
BBt s 57818
B10. . i e 26753
820ttt s 24041
B82 24386, 32258
895 i 24386, 32258
L1005 ., 43155
1100 .., 28778, 28780, 28781
L1105 o e, 52371
1140 e, 28778, 28780, 28781
1143 oo, 28778, 28780, 28781
1150 o s 28783
1271 e, 23661, 23664, 43155
1300—1399 (Ch. II) .....cevnennennn 53688, 53767
L1308 .. e, 59929

TITLE 22—FOREIGN RELATIONS

Chapter I—Department of State
(Parts 1—199)

35 Authority citation revised......... 36793
35.3 Amended; (f) added .................. 36793
103 Authority citation revised........ 36793
103.6 (a)(1) and (2) amended ............ 36793
120.5 Heading and (b) revised.......... 54735
120.17 Revised; interim ................... 35616
120.19 Revised; interim ................... 35616
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