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669 Added; interim..........................18746
670 Added; interim..........................18750
671 Added; interim..........................18760

Proposed Rules:
219...................................................66433
220...................................................62996
322...................................................62135
375...................................................44670
404 .........................................42310, 55215
416 .........................................42310, 55217
718 .........................................54966, 62996
722 .........................................54966, 62996
725 .........................................54966, 62996
726 .........................................54966, 62996
727 .........................................54966, 62996

TITLE 21—FOOD AND DRUGS
Chapter I—Food and Drug Ad-

ministration, Department of
Health and Human Services
(Parts 1—1299)

2 Effective date confirmation.........26657
3 Effective date confirmation.........26657
3.2 (k) revised .................................56447
5 Effective date confirmation.........26657
5.20 (h) revised ................................59618
5.22 (a)(13)(viii) removed.................49383
5.31 (f)(3) revised.............................49383
5.58 (a)(3) revised ............................56448
5.61 (i) added ...................................33194
5.67 Heading and introductory

text revised; (e) added ..............47669
(a), (b) and (c) revised..................56448

5.83 (c)(1) revised ............................23184
5.93 (b) revised ................................49383
5.101 Added .....................................59618
10 Effective date confirmation .......26657
10.50 (c)(19) revised .........................56448
12 Effective date confirmation .......26657
16 Effective date confirmation .......26657
20 Effective date confirmation .......26657
20.100 (c)(24) revised........................56448
25 Effective date confirmation .......26657
25.32 (i) and (j) corrected; CFR

correction.................................56454
26 Meeting ......................................57776
26.1 (c) corrected.............................16348
26.31—26.50 (Subpart B) Appendix

B corrected...............................16348
50 Effective date confirmation .......26657
50.3 (b)(12) revised...........................56448
50.23 (d) revised; interim ................54188
54 Effective date confirmation .......26657

56 Effective date confirmation .......26657
56.102 (b)(11) revised........................56448
58 Effective date confirmation .......26657
58.3 (e)(13) revised...........................56448
60 Effective date confirmation .......26657
70 Effective date confirmation .......26657
71 Effective date confirmation .......26657
74 Effective date confirmation ......39414,

57974, 62582
74.1102 (b)(1) and (c)(1) removed;

(b)(2) and (c)(2) redesignated
as (b) and (c).............................48290

74.3045 (c)(1) introductory text
revised......................................23186

74.3102 Added ..................................48290
74.3602 (b)(4) redsignated as

(b)(5); new (b)(4) added..............32805
101 Workshop..................................34125

Comment period reopening .........42277
101.4 (b)(23) added ...........................50448
101.82 Added (effective date pend-

ing in part) ...............................57732
172.831 Introductory text re-

moved; (c) revised ....................43909
172.836 (c)(16) added.........................57976
172.883 Added ..................................29958

(c) corrected ................................43072
172.886 (c)(2) revised........................44122
173.25 (b)(2)(i) and (ii) added ...........56173
173.310 (c) table amended ................29226
173.315 (a)(2) table amended;

(a)(5) added...............................38564
173.325 (b)(1) revised........................26841

(d) redesignated as (e); new (d)
added ........................................44123

(e) redesignated as (f); new (e)
added ........................................49982

175.105 (c)(5) table amended...29554, 45872
175.125 (b)(2) amended .....................48291
175.300 (b)(3)(viii)(a) amended .........60106
176.170 (a)(5) table amended ............27915
176.180 (b)(2) table amended ............46130
176.300 (c) table amended ................46130
177.1200 (c) table amended ..............57978
177.1211 Added.................................28098
177.1350 (a) introductory text, (1)

through (6) and (b) redesig-
nated as (a)(1) introductory
text, (i) through (vi) and
(b)(1); new (a)(2) and (b)(2)
added ........................................47108

177.1390 (c)(1)(i)(f) revised ...............46272
177.1500 (b) table amended ..............46272
177.1520 (c) table amended ..............27916
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TITLE 21 Chapter I—Con.
(a)(2) redesignated as (a)(2)(i);

(a)(2)(ii) and (3)(vi) added;
(d)(7) table amended .................47108

177.1585 (a) and (c)(1) revised ..........27178
178 Technical correction ................27854
178.2010 (b) table amended....24944, 25429,

26282, 30386, 48293, 53926, 65658,
66104

(b) table corrected.......................46130
178.3130 (b) table amended ..............62585
178.3295 Table amended...................26843
178.3297 (e) table amended ....26842, 44406,

44407
178.3400 (c) table amended ..............45874
178.3570 (a)(3) table amended ..........47670
178.3725 Table amended...................48292
178.3910 (a)(2) table amended ..........47110
184.1148 Added.................................19894
184.1150 Added.................................19895
184.1250 Added.................................28361
200 Effective date confirmation

................................................. 26657
201 Effective date confirmation

................................................. 26657
201.63 Regulation at 64 FR 13286

eff. date corrected to 5–16–99
................................................. 18571

201.64 Regulation at 64 FR 13286
eff. date corrected to 5–16–99
................................................. 18571

201.66 Regulation at 64 FR 13286
eff. date corrected to 5–16–99
................................................. 18571

201.319 Regulation at 64 FR 13292
eff. date corrected to 5–16–99
................................................. 18571

201 Regulation at 64 FR 13292 eff.
date corrected to 5–16–99 ..........18571

202 Effective date confirmation
................................................. 26657

206 Effective date confirmation
................................................. 26657

207 Effective date confirmation
................................................. 26657

207.10 (f) revised..............................63203
207.20 (c) revised .............................56448

(c) amended .................................63203
207.21 (a) amended ..........................56448

(a) amended.................................63203
210 Effective date confirmation

................................................. 26657
211 Effective date confirmation

................................................. 26657
225.1 (b)(2) revised; (c) added...........63203
225.58 (b)(1) amended.......................63203
225.115 (b)(2) revised........................63203

299 Effective date confirmation
................................................. 26657

300 Effective date confirmation
................................................. 26657

310 Effective date confirmation
................................................. 26657

310.4 Revised...................................56448
310.503 (b) amended.........................56449
310.516 Removed; eff. 11–16–00..........62112
310.545 (a)(29) and (d)(31) added;

(d) introductory text revised;
eff. 5–21–01 ................................27687

310.548 Added ..................................44658
312 Effective date confirmation

........................................19269, 26657
312.3 (b) amended............................56449
312.42 (b)(6) added; interim .............54189
314 Effective date confirmation

................................................. 26657
315 Added........................................26667
316 Effective date confirmation

................................................. 26657
316.3 (b)(9) revised...........................56449
320 Effective date confirmation

................................................. 26657
330.1 Regulation at 64 FR 13294

eff. date corrected to 5–16–99
................................................. 18571

331.30 Regulation at 64 FR 13295
eff. date corrected to 5–16–99
................................................. 18571

333 Effective date confirmation
................................................. 26657

341.74 Regulation at 64 FR 13295
eff. date corrected to 5–16–99
................................................. 18571

341.76 Regulation at 64 FR 13295
eff. date corrected to 5–16–99
................................................. 18571

341.80 Regulation at 64 FR 13295
eff. date corrected to 5–16–99
................................................. 18571

343.80 (a)(1) revised .........................49653
346.50 Regulation at 64 FR 13295

eff. date corrected to 5–16–99
................................................. 18571

352 Added; eff. 5–21–01 .....................27687
355.50 Regulation at 64 FR 13296

eff. date corrected to 5–16–99
................................................. 18571

358.650 Regulation at 64 FR 13296
eff. date corrected to 5–16–99
................................................. 18571

369 Effective date confirmation
................................................. 26657
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369.9 Regulation at 64 FR 13296
eff. date corrected to 5–16–99
................................................. 18571

369.20 Regulation at 64 FR 13296
eff. date corrected to 5–16–99
................................................. 18571

369.21 Regulation at 64 FR 13296
eff. date corrected to 5–16–99
................................................. 18571

510 Effective date confirmation
................................................. 26657

510.7 (a)(1) and (2) revised ...............63203
510.105 (a) and (b) amended .............51241
510.301 Heading revised...................63203
510.305 Revised................................63203
510.600 (c)(1) table and (2) table

amended......15683, 18571, 23187, 42597,
48294

514 Effective date confirmation
................................................. 26657

514.1 (b)(8)(ii) and (v) revised ..........40756
514.2 Removed.................................63203
514.4 Added .....................................40756
514.9 Removed.................................63203
514.105 (a) introductory text and

(b) removed; (a)(1) and (2) re-
designated as (a) and (b);
new (a) amended.......................63203

514.111 (a)(5) revised........................40757
(b) removed; (c) redesignated

as (b) ........................................63204
514.112 Removed..............................63204
514.115 (a), (b), (c) introductory

text, (1), (3), (d) and (e)
amended ...................................63204

514.201 Revised................................63204
515 Added........................................63204
520 Effective date confirmation

................................................. 26657
520.48 (b) amended ..........................42597
520.260 (b) amended.........................15684
520.309 (a) revised; (c) redesig-

nated as (d); new (d)(1) and
(2) revised .................................32181

520.446b (d)(4)(iii)(C) amended.........37673
520.534 (d) heading amended ...........30387
520.600 (i) revised ............................18571
520.812 (a) amended.........................48295
520.1263c (b) amended......................66382
520.1310 Added.................................39919
520.1452 (d)(2) and (3) revised...........66105
520.1484 Revised ..............................31497
520.1615 Added.................................18573
520.1660d (a)(1), (2) and (7) amend-

ed..............................................48544
520.1807 Added.................................23018

520.2184 (b) amended .......................15684
520.2220a (a)(2) amended..................18572
520.2220b (a) removed; (b), (d) and

(e) redesignated as (a), (b)
and (d); new (a) and new
(d)(2) revised.............................15684

520.2260a Heading and (a)(1) re-
vised; (a)(4) removed ................66383

520.2345d (a)(1) amended..................37673
522 Effective date confirmation

................................................. 26657
522.690 (b) amended.........................15685
522.723 (c) amended .........................15684
522.800 (b) amended.........................15684
522.842 (a) and (e) removed; (b)

and (d) introductory text re-
vised; (d)(1) redesignated as
(d)(1)(i); (d)(1)(ii) added ............48294

522.1081 (a)(3) and (b)(3) redesig-
nated as (a)(4) and (b)(4);
(a)(2)(i), (ii), (iii) and new
(b)(4)(iii) amended; new
(a)(3), (5) and new (b)(3)
added; (a)(4) heading, (i) and
(b)(4) heading revised; (a)(4)
footnote removed .....................48544

522.1192 (d)(2)(ii) amended...............26671
522.1193 (d)(2) amended....................26671
522.1660 (b) and (d)(2)(iii) amend-

ed..............................................23187
(d)(2)(iii) revised..........................26670
(d)(1)(iii) amended .......................42831

522.1940 (d)(1)(i) and (2)(i) redes-
ignated as (d)(1)(i)(A) and
(2)(i)(A); (b), new (d)(1)(i)(A)
and new (2)(i)(A) revised;
(d)(1)(i)(B) and (2)(i)(B) added
................................................. 48295

522.2100 (a)(1), (b)(1), (c)(1), (d)(1)
and (e)(1) amended ...................27916

522.2476 (b) amended .......................42597
(b) revised; (d)(1) and (2) redes-

ignated as (d)(1)(i) and (2)(i);
(d)(1)(ii) and (2)(ii) added..........48294

522.2477 (a) amended .......................42597
(a), (b) and (c) redesignated as

(b), (c) and (d); new (d)(1)(i)
redesignated as (d)(1)(i)(A);
new (b) revised; (d)(1)(i)(B)
added ........................................48294

522.2478 (c) redesignated as (d);
new (d)(1)(ii) revised.................18573

522.2680 (d)(3)(ii) amended...............46840
524 Effective date confirmation

................................................. 26657
524.770 (d)(2) revised........................49082
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TITLE 21 Chapter I—Con.
524.1660a (b) revised; (c)(1)(i)

footnote, (ii) footnote, (iii)
footnote, (2)(i) footnote and
(2)(ii) footnote removed............42831

524.2098 Added.................................37401
(d)(1) and (2) amended .................48707

529 Effective date confirmation
................................................. 26657

556.175 Added ..................................35923
556.304 Added ..................................48545
556.344 (b)(2)(ii) added .....................26671
556.430 Revised................................31498
556.490 Revised................................26672
556.513 Added ..................................23019
556.597 Added ..................................48296
556.640 Revised................................26672
556.739 Revised................................18574
556.750 Revised................................48296
558.3 (b)(2), (3) and (4) amended

................................................. 63206
558.4 Heading, (a), (b) and (c) re-

vised .........................................63206
558.15 (g)(1) and (2) amended ...........37673
558.76 (d)(3)(xxi) added ....................18574
558.78 (d)(3)(xii) revised...................26844
558.95 (d)(1)(xiv) added ....................49083

(d)(5) introductory text re-
vised; (d)(5)(iv) added ...............49384

558.128 (d)(1) table amended ............23539
558.140 (a) amended.........................15684
558.198 Added ..................................35923
558.258 (c)(1)(i) introductory text

amended ...................................26844
558.265 (a) amended.........................42597
558.311 (e)(4)(ii) added .....................49083

(e)(1)(xiv) table amended.............49656
558.363 (d)(2)(iii) added ....................18574

(d)(2)(iv) added ............................20164
556.366 (c) table amended.......18574, 20164

(c) table amended ........................49384
558.485 (a)(17) removed ....................15684

(e)(2)(i) introductory text and
(A) revised; (e)(2)(i)(B)
amended ...................................53927

558.530 (d)(5)(xxv) added ..................18575
(d)(5)(xxvi) added.........................20164

558.555 (b) redesignated as (d);
new (b), (c), (d)(5), (6) and (7)
added; new (d) heading re-
vised; new (d)(1) introduc-
tory text removed ....................48296

558.575 (a) revised; (c) redesig-
nated as (d); (d)(7) added ..........26672

(d)(4)(ii)(a) amended ....................43909
558.635 (b)(2) amended .....................15684

(a), (c), (e)(3) and (4) removed;
(b), (d), (e) and (f) redesig-
nated as (a) through (d); new
(a)(1), (2) and (d)(2)(i) amend-
ed; new (d)(4)(vii) added............48296

573 Announcement..........................46841
573.625 Revised................................46840
600.3 (n) and (w) revised..................56449
600.15 (b) revised .............................56449
600.21 Amended ...............................56449
600.80 (b) and (c)(2)(i) amended;

(g) and (j) revised .....................56449
600.81 Amended ...............................56449
601 Authority citation revised........26668
601.1 Removed.................................56450
601.2 Revised...................................56450
601.3 Removed.................................56450
601.4 (a) revised; (b) amended .........56450
601.5 Revised...................................56451
601.6 Revised...................................56451
601.9 Revised...................................56451
601.10 Removed ...............................56451
601.20 Revised .................................56451
601.21 Revised .................................56451
601.22 Amended; heading revised

................................................. 56452
601.25 (b)(3) and (f)(3) amended

................................................. 56452
601.26 (e) introductory text,

(f)(1), (2) and (3) amended .........56452
601.28 Redesignated from 601.33

................................................. 26668
601.30—601.35 (Subpart D) Re-

vised .........................................26668
601.33 Redesignated as 601.28...........26668
601.51 Heading and (b) revised;

(a) amended..............................56452
606.3 (c), (e), (f) and (j) revised

................................................. 45370
606.100 (b) introductory text,

(b)(7), (18) and (d) introduc-
tory text revised ......................45370

606.121 (a), (d)(2) and (e)(1)(ii) re-
vised .........................................45370

606.122 (f) and (n)(4) revised ............45371
606.151 (b), (c) and (e) revised..........45371
606.160 (b)(2)(v) revised ...................45371
606.170 (b) revised............................45371
607.20 (b) revised .............................56452
607.21 Amended ...............................56453
610.13 Introductory text revised;

(a)(1) amended ..........................56453
610.53 (d) revised .............................56453
610.63 Revised .................................56453
640.2 (b) and (d) removed; (c), (e)

and (f) redesignated as (b),
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(c) and (d); new (b) and new
(c)(2) revised.............................45371

640.3 (b) introductory text, (3),
(c)(1), (2) and (3) revised; (e)
removed....................................45371

640.4 (d)(1) through (4) and (h) re-
moved; (i) redesignated as
(h); (b), (d), (g) introductory
text, (1), (2), (4) and (5) re-
vised .........................................45371

640.5 Introductory text and (c)
revised......................................45372

640.6 (c) removed.............................45372
Introductory text revised............56453

640.13 (a) revised .............................45372
640.15 Revised .................................45372
640.16 (a) and (b) revised .................45372
640.21 (c) revised .............................56453
640.22 (a) revised .............................45372

(c) revised....................................56453
640.23 (a) revised .............................45372
640.24 (b) revised .............................45372
640.31 (c) removed ...........................45372
640.32 (a) amended ..........................45372
640.34 (a) through (d), (e)(1), (2),

(3) and (g)(2) revised .................45372
640.51 (c) removed ...........................45373
640.52 (a) revised .............................45373
640.54 (a)(2) revised .........................45373
640.56 (c) introductory text re-

vised .........................................45373
640.62 Revised .................................45373
640.63 (c)(3), (5), (11), (12) and (13)

revised......................................45373
640.64 (c) introductory text

amended ...................................56453
640.65 (b)(4) and (5) revised; (b)(8)

added ........................................45373
(a) amended.................................56453

640.69 (d) revised .............................45374
640.71 (a) introductory text re-

vised .........................................45374
(a) introductory text, (b) in-

troductory text and (1) re-
vised .........................................56453

640.72 (a)(1) revised .........................45374
640.74 (a) revised; (b)(2) amended

................................................. 56453
640.80 (a) amended; (b) revised ........26286
640.81 (c) and (e) amended; (f) re-

vised .........................................26286
640.82 (a) heading, (c) heading,

(d) and (e) revised.....................26286
640.84 (a) introductory text and

(b) removed; (a)(1) through
(4) redesignated as (a)

through (d); introductory
text, new (a) and new (d) re-
vised .........................................26286

640.90 (a) amended; (b) revised ........26286
640.91 (b)(2) and (f) revised; (c)

and (e) amended .......................26286
640.92 (a) heading, (c) heading,

(d) and (e) revised.....................26286
640.94 (a) revised .............................26286
640.100 (a) amended; (b) and (c)

revised......................................26287
640.101 (b) amended; (e)(3), (4)

and (f) removed ........................26287
640.102 (e) amended .........................26287
640.103 (b) revised............................26287
640.104 (b)(2), (3), (c)(1) and (2) re-

vised .........................................26287
660.21 (a)(3) and (d) revised .............56454
660.30 (b) revised .............................56454
660.33 Amended ...............................56454
700.35 Added; eff. 5–21–01 .................27693
701.3 Regulation at 64 FR 13297

eff. date corrected to 5–16–99
................................................. 18571

740.19 Added; eff. 5–22–00 .................27693
800 Effective date confirmation

................................................. 26657
801 Effective date confirmation

................................................. 26657
801.420 (c)(4) amended .....................59620
805 Removed ...................................66106
807 Effective date confirmation

................................................. 26657
809 Effective date confirmation

................................................. 26657
812 Effective date confirmation

................................................. 26657
860 Effective date confirmation

................................................. 26657
874.5350 (c) revised ..........................18329
874.5370 (c) revised ..........................18329
876.1735 Added.................................51444
878.3530 Regulation at 64 FR

45161 eff. date corrected to 8–
19–99..........................................46010

878.4014 Added.................................53929
878.4018 Added.................................53929
878.4020 Added.................................53929
878.4022 Added.................................53929
882.5860 (c) revised ..........................18329
884.6190 (a) amended; (b) revised

................................................. 62977
890.5275 (c) revised ..........................18331
890.5300 (c) revised ..........................18331
890.5860 (c) revised ..........................18331
900.2 (yy) added...............................32407
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TITLE 21 Chapter I—Con.
Regulation at 64 FR 32407 eff.

date delayed to 1–28–00 .............53195
900.4 (a)(4) amended; (c)(3)(ii), (5)

introductory text, (i), (ii)
and (6)(ii) revised .....................32407

Regulation at 64 FR 32407 eff.
date delayed to 1–28–00 .............53195

900.12 (b)(5) and (e)(5)(vii)(A) re-
vised .........................................18333

(c)(2), (f)(3) and (j)(2) revised
................................................. 32408

Regulation at 64 FR 32408 eff.
date delayed to 1–28–00 .............53195

1020.30 (b) amended.........................35927
1020.31 (a)(2)(i), (f)(3) and (m) re-

vised .........................................35927

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

1308 Technical correction .....39560, 42432
1308.12 (f)(1) removed; (f)(2) re-

designated as (f)(1) ...................35930
1308.13 (g) added..............................35930

(c)(5) through (11) redesignated
as (c)(6) through (12); new
(c)(5) added ...............................37675

1308.14 (c)(48) redesignated as
(c)(49); new (c)(48) added ...........49983

1309.29 Regulation at 62 FR 53960
confirmed .................................40516

1310.09 Regulation at 62 FR 53960
confirmed .................................40516

1312 Technical correction ...............42432
1312.30 (a) added..............................35930

Proposed Rules:
1 ............................................15944, 32442
2......................................................47719
5 ............................................34608, 53281
10 ....................................................66822
16...........................................36492, 36516
20 ....................................................60143
25 ....................................................53281
101............15948, 17295, 36492, 36516, 36824,

42315, 45932, 46626, 50783, 62746
111 .........................................32830, 48336
115................................36492, 36516, 46626
120...................................................65669
206...................................................34608
207 .........................................26330, 43114
210...................................................52696
211...................................................52696
212...................................................51274
250...................................................34608

291...................................................39810
310 .........................................17985, 44671
314 ......................34608, 42625, 42873, 53960
333...................................................39452
344...................................................44671
500...................................................53281
510 .........................................35966, 53281
514................................35966, 40321, 53281
558 .........................................35966, 53281
600................................34608, 45383, 61045
601 .........................................34608, 53960
606................................45355, 45375, 61045
607 ......................26330, 43114, 45340, 61045
610 .........................................45340, 61045
630 .........................................45355, 61045
640 ......................26344, 45340, 45375, 61045
660 .........................................45340, 61045
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