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TITLE 21—FOOD AND DRUGS

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

5.20 (b), (c), (e), (f) and (g) re-
vised; (i) redesignated as (j);
new (i) added ........cccceeieiniiiinnans 34960
5.22 ()(1), (2), (3), (6). (7). (1O)i),
ADi), 1230, ()(D), (9, ©B)
and new (d) revised; (c) re-
designated as (d); new (c)
added ... 34961
5.23 (a)(1), (2), (4) and (d) revised

................................................. 34961
5.25 (a)(7) and (c) revised ................ 34962
5.27 Revised ......c.cooiviiiiiiiiiiiieen, 34962
5.30 (c)(1) revised ......ccoeeiiiiiiinnennn. 34962
5.32 Revised .......cooiiiiiiiiiiiiie 34962
5.34 (@) revised ........coeeeiiiiiiiiiiinennn. 34962
5.58 (a) introductory text and (b)

introductory text revised......... 34962
5.8l Revised .......cooiiiiiiiiien

5.200 Revised
5.210 Revised
5.215 Revised

10 Authority citation revised......... 25440
13 Authority citation revised......... 25440
14 Authority citation revised......... 25440
15 Authority citation revised......... 25440
25.20 (i) revised .....ccccveeuveieiinenenennn. 30355
25.32 (i), (), (K), (g9) and (r) re-

VISEd ..ot 30355

56.192 (b)(10) and (11) revised........... 52302

55
71.1 (a) and (c) amended; (j)

added (effective date pend-

[ a1e ) PP 51762
71.20 (a)(3) added.........ccenvenniinnannnnn. 51762
73.185 Added..........ooiiiiiiii 41584
73.355 Added........ccuiiiiiiiiiieiee 41587
73.2995 Added ......cooiiiiiiiiiie 48377
74.3602 (b)(2)(i) revised; (b)(2)(iv)

added ... 46344
170.35 (c)(3) through (6) redesig-

nated as (c)(4) through (7);

new (c)(3) added............cceeuennen. 51762
171.1 (a) and (c) amended; (n)

added (effective date pend-

(1 g ) I 51763
171.100 (b) redesignated as (c);

new (b) added.............c.ooeeiennen. 51763
172.120 (b)(1) table amended............ 48378
172.135 (b)(1) table amended............ 48379
173 Technical correction ................ 45522
173.300 (@) revised.......cccceeveieienennnn. 34587
175.105 (c)(5) table amended ............ 20728
175.300 (b)(3)(viii)(b) amended ......... 21312

(b)(B)(xxxiii) amended.................. 37041
175.320 (b)(3) table amended............ 37041
176.170 (a)(5) table amended............ 20728

(b)(2) table amended.................... 34081

(a)(5) table amended.................... 36786
176.180 (b)(2) table amended............ 36787
176.300 (c) table amended................ 40497
177.1210 (b)(5) table 1 amended........ 26745

(b)(5) table amended.................... 52908
178.2010 (b) table amended....26129, 26746,

38426, 41875
178.3725 Table amended................... 52909
179.26 (b) table amended ................. 45281
200.51 Added; eff. 5-27-02 ................. 34089
201 Compliance date extention

................................................. 38191
201.66 (c)(5)(ii)(C) revised; eff. 5-

1602 e 46867

(©)(B)(ii)(C) revised; eff. 5-17-02

................................................. 48904
203.3 Regulation at 64 FR 67757

effective delayed in part to

10-01-01 covneeeeeeeee e 25639
203.50 Regulation at 64 FR 67761

effective date delayed to 10-

0101 e 25639
211.194 (a)(2) amended..................... 18889
310.545 Regulation at 64 FR 27687

effective date delayed

through 12-31-03 ..........cceeienenns 36319

(d)(BL) revised ......coeenveiiiiiiien. 36324

(a)(15)(ii) reinstated in part......... 48902
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(a)(15) heading, (i) heading and

(ii) revised; eff. 5-17-02 ............. 48905
312.42 (b)(1)(v) added; (b)(2)(i) re-
VISEd ..o 34971
314.107 (e)(1) through (2)(iii) re-
moved; (e)(2)(iv) redesig-
nated as (e); new (e) heading
revised; interim........................ 43235
330 Compliance date extention
................................................. 38191
331 Compliance date extention
................................................. 38191
333.250  (b)(1)(i) introductory
text, (2)(i) introductory text
and (ii) revised; eff. 5-16-02
................................................. 52305
341 Compliance date extention
............................. 38191
341.74 (c)(5)(iii) through (vii)
added; (d)(2)(i), (ii), (iv) and
(v) revised; eff. 5-16-02.............. 46867
344.3 (c) and (d) added; eff. 5-17—
02 e 48905
344.10 Heading revised; eff. 5-17-
02 et 48905
344.12 Added; eff. 5-17-02 ................. 48905

344.50 Heading revised; (e) re-
moved; eff. 5-17-02 ..........
344.52 Added; eff. 5-17-02
346 Compliance date extention

349.75 (c)(2) revised; (c)(5) added;
eff. 5-16-02 .....oevvieiiiiiieeens 38428
352 Regulation at 64 FR 27687 ef-
fective date delayed through
12-31-03 .o 36319
355 Compliance date extention

................................................. 38191
358 Compliance date extention

................................................. 38191
369 Compliance date extention

................................................. 38191

510.600 (c)(1) table and (2) table
amended.....20729—20731, 25642, 36615,
36787, 45876

514.1 (d)(1)(ii) revised.......c..ccceeennnee. 47669
520.1197 (d)(2) amended.................... 45876
520.1390 Added........coevniiniiiiiiieenneee 20730
520.1485 (b) amended ....................... 45877
520.1720b (b) amended...................... 20731
520.2122 (b)(1) amended.................... 45877
522.390 (b) amended...........coceenennennn. 45877
522.540 (d)(2)(i) and (e)(2) amend-

=T BT 45877
522.778 (b) amended.............ccceeenenen. 45878

522.1044 (b)(4) amended.................... 45877

522.1125 (d)(1) and (2) amended........ 20732
522.1183 (e)(1) amended.................... 45877
522.1222a (c) amended...................... 45878
522.1662a (i)(2) amended .................. 45877
522.1680 (b) amended ....................... 45877
522.2120 (b) amended ..............cceeeeee. 45877

522.2477 (b), (d)(L)(i)(A), (B), (C),
(i), (@), (ii) and 3)(i) re-

VISE .o 26748

(b) amended; (d)(1)(i)(D) added;
(d)(2)(i) and (ii) revised............. 45879

524.1005 (b)(1) and (c)(3) revised;
(©)(2)(iii) removed.........c....cn... 41588
524.1376 (c)(2) amended.................... 50913
524.1451 (d)(2) and (3) amended........ 36617
524.2098 (d)(2) amended.................... 45282
526.365 (d)(3) amended..................... 20733
556.275 ReVised.........cceeeviiiienneennnen. 20733
(b)(2)(i1) and (3)(ii) added............. 41588

(b)(3) redesignated as (b)(4);
new (b)(3) added............ccceenennnns 50914
556.426 ReVised.........cccceuvveunienneennnen. 36617
558.76 (d)(3)(xxii) added.................... 41589

(d)(3)(v) through (xvii) redesig-
nated as (d)(3)(vi) through
(xviii); new (d)(3)(v) added........ 50134

(d)(B) revised.......cceeveveiiiiiiiiiieaans 50915
558.95 (d)(4)(ii) amended.................. 20734
(d)(5)(i) through (iv) revised........ 50134
558.128 (d)(1)(xii) table amended
................................................. 45882
558.198 (d) revised.........ccceeuieneninnennn. 50134
558.258 (c) redesignated as (d);
(d)(1)(vi) and (vii) added ........... 41589
(d)(1) through (4) redesignated
as (d)(2) through (5); new
(d)(1) added.......coenieniiniiniinennen, 50914
558.265 (c)(1)(viii) and (3)(ii)
added ..o 45712
558.355 (d)(6), (F)(3)(x)(a) and (c)
revised......ooovveiiiiiiiii 45880

558.364 (d) table amended
558.460 (b) amended..............cceuennenne.
558.515 (c) and (d) revised
558.530 (a) and (d)(5)

revised;
(d)(6) removed........c.ceeieiinininnans 45712

558.550 (a)(2), (d)(1)(xv)(c) and
(xvi)(c) amended; (a@)(3) re-
moved; (d)(3)(i), (ii), and (iii)
redesignated as (d)(3)(i)(A),
(B) and (C); (d)(1)(xviii),
(xix), new (3)(ii) and new (iii)
added

(d)(3)(iv) added

558.635 (d)(4)(i) through (vii) re-

ViISed ..o 50135
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573.920 (b) revised; (h) added ........... 35824
640.81 (e) amended; (f) revised......... 52018
640.102 (e) amended .........c..ceeennnennn. 52018
700.35 Regulation at 64 FR 27693
effective date delayed

through 12-31-03 .........ccoeeienenns 36319
701 Compliance date extention

................................................. 38191
720 Heading revised ............cccceenenee. 18889
801.410 (d)(2) amended..................... 44436
801.430 (f)(2) amended; note re-

VISE .o 44436
809.10 (f) added; eff. 4-9-01............... 18234
809.40 Added; eff. 4-9-01................... 18234
811 Technical correction ................ 51532
821.50 (a) amended ...........ccoeueeniinenns 43690
864.3250 (a) amended; eff. 4-9-01

................................................. 18234
864.3260 Added; eff. 4-9-01................ 18234
868.2450 (C) revised ........ccceuvenenennenne. 19834
868.5115 Added.........ceeuveiiiiiiiiiiienns 39099

(b) corrected.......ccovvveiiniiiiinean, 47670
870.4200 Revised ........ccccevuvevvenneennnnn. 19319
872.1745 Added.........oeeniiiiiiiiiiiean, 18235
876.3350 (C) revised .......c.coevveenennennn. 19658
876.5310 Added.........eevnviniiiiiiieenne 18237
876.5990 Added.........ceeuiiiiiiiiiiiiiens 48612
878.4495 Added..........coeiniiiiiiiien 19836
878.5035 Added.........eevniiniiiiiiieenne 20735
880.5965 Added.........cceuveuiiiiiniiiiienns 37043
880.5970 Added.........oovniiniiiiiiiienne 37043
880.6885 Added.........ccenveniiiiineenne. 36325
880.6890 Added.........cceuevuiiiiiniiiianes 36326
884.2050 Revised ........cceeuveienieniinnenns 41332
884.5330 Added........oeevniiniiiiiinienn 31455
884.5940 (C) revised ........ccoeeveuiiniinnenns 19834
884.5970 Added.........oceniiniiiiiiiien 47306
888.1500 Revised ........ccccevuvivienniennnnn. 19319
890.1175 (b) revised ..........ccoeeeiininnns 19319
890.3890 (C) revised .......cccoevveenennnnnn. 19834
895.21 (d)(8) amended....................... 43690
900.12 (e)(5)(iii)(A)(1) and (f)(3)

amended ..........ooveiiiiiiiiie 43690
1240.40—1240.57 (Subpart C) Re-

MOVEd....iiiiiiiiiiei e 49908
1240.45 Transferred to Subpart B

................................................. 49908
1270 Regulation at 63 FR 53585

confirmed ............coooiiiiiininns 51538
1270.3 (f) revised.......cccoevvieiiiiininnnen. 51538
1270.5 (b) revised .........ccceiiiiiiinnnen. 51538
1270.6 (c) added ........cceeeuviiniiiiennnee, 51538

1270.7 (c) through (f) redesig-
nated as (d) through (g); new
() added.....c.oeiniiiiiiieies 51538

Chapter Il—Drug Enforcement
Administration, Department of
Justice (Parts 1300—1399)

1300.1 (b)(42) added .......c.ceuveneennannen. 44678

1301 Technical correction............... 17552
Supplementary statement .......... 30541

1301.12 (b)(4) added.........ccereeeennnen... 44678
(b)(4) corrected .........cevviininiininnans 45829

1301.77 Added .....ceoeniniiiiie 44678
(c) corrected ......ooovuiiiiiiiiiiiians 45829

1304 Technical correction............... 49484

1304.03 (g) added......c.oeeenieiiininannns 44679

1306.11 (g) revised; interim ............. 45713

1307.12 ReVised.......coeeueenieieneineenen. 44679
(@) corrected........coeenviniiiiniinnannen. 45829

1308 Technical correction............... 17552
Republication............ccooeiiinin. 47306

1308.13 Corrected........cceuvenenienencnnenn. 17440

1308.34 Regulation at 65 FR 3126

and 65 FR 5024 confirmed.......... 43694

1310 Technical correction............... 48546

1310.02 (a)(24) added .........cceeneennennen. 21647
(b)(8) revised; (b)(11) added........... 47316

1310.04 (f)(2)(ii)(H) and (1) added;

H@)(iv) revised......c.ceveneeneennen. 47316

1310.08 (a) and (b) introductory
text revised; (f) through (i)
added .......oooiiiiii 47316
1310.09 (c) added .....c..eeeeveieiaanannnns 21647

Proposed Rules:

18934, 21378
18934, 21378
18934, 21378
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606 ...uiniiiiiie 18934, 21378
610 e 18934, 21378
820. . i 20774
821 24144
822, i 52376
864 ... 20933
866, 20933
868, . i 20933
870, e 20933
872 20933
874 i 20933
4 20933
878 e 20933
884 .. 20933
886. .. 20933
888 . 20933
890. .. 50949
900, e 26162
1271 20774, 44485

TITLE 22—FOREIGN RELATIONS

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

41.12 Table amended ....................... 20904
41.53 (a)(2) and (b) amended ............ 52306
41.107 (c)(1) revised ......cccvveuieniinnenns 52307
42.11 Table amended ....................... 20904
51.21 (a), heading, (c)(1), (2), (d)(1)
and (2) amended...........cccceeiennnt 39288
51.80 Revised........ccooeviiiiiiiiiiiennnne. 39288
62 Authority citation revised......... 20083
62.90 Added .........ooeiiiiiiii 20083
123 Authority citation revised........ 34091
123.27 Revised; interim ................... 34091
124.2 (c) added........coeeuieiiiiiiieienne 45283
125.4 (a) revised; (c) added .............. 45284
126.9 Revised........cccevviiiiiiiiiiiin, 45285
126.14 Added.......oeenviiiiiiiiiiiiiee 45285
126.6 Revised.........cccoveiiiiiiiiiiinn. 45287
146 Added .........cooeiiiiiinn 52865, 52878
146.105 Amended ..........cccoevuieeniennnne. 52878
146.605 Added .........covenieiiiiiiiean 52879
Chapter Ill—Agency for Inter-
national Development (Parts
200—299)
229 Added ......coviiiiiniiiie, 52865, 52879
229.105 Amended ..........ccooeeiiiiiinnnnn. 52879
229.605 Added ......ccenviiiiiiiiiiieieee 52879
Proposed Rules:
T0B. ettt 30369

TITLE 23—HIGHWAYS

Chapter |—Federal Highway Ad-

ministration, Department  of
Transportation (Parts 1—999)
140 Authority citation revised........ 45885
140.301—140.311 (Subpart C) Re-
MOVEd ... 45883
140.701—140.715 (Subpart G) Re-
MOVed......oooiiiiiiiii, 45885
450 Policy statement...................... 31803
668.103 Amended .........ccoeeeiiiieeinnnnes 25444
668.105 (J) amended............ceeennnennn. 25444
668.107 (b) amended............ccceuennennn. 25444
668.109 (a) introductory text,
(b)(6), (8), (c)(A)(i), (iii), (8)
and (d) revised.........c..ccoeeeniennnns 25444
668.111 ReVised........oeueeieninienenennenne. 25444
668.113 (a) amended; (b)(1) and (3)
revised......ocooveiiiiiiiie 25445
771 Policy statement...................... 31803
Chapter lll—National Highway
Traffic  Safety  Administration,
Department of Transportation

(Parts 1300—1399)
1313.5 (d)(1)(i)(D), (ii)(D), (2), (3),

M,  @@@(B), (i),

A)@@(B), (ii)(B) and (4) re-

VISEd .. 46355
1313.6 (a)(1), (b) and (c)(2) revised

................................................. 46356
1325 Removed.........cocvvvvviiiieieennns 45715
1327.4 Revised .....ccccvvveieiiiiiaaienan, 45716
1335 Regulation at 63 FR 54048

confirmed .........ccooveiiiiiiiinnnn.. 48911
1335.12 (d)(3) revised.........cceeueenennen. 48911
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