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NOTE: Boldface page numbers indicate 2002 changes. 

CHANGES APRIL 1, 2002 THROUGH MARCH 31, 2003

MARCH 2003

655.101 Regulation at 65 FR 43543 
withdrawn......................................59779

655.103 Regulation at 65 FR 43543 
withdrawn......................................59779

655.104 Regulation at 65 FR 43543 
withdrawn......................................59779

655.105 Regulation at 65 FR 43543 
withdrawn......................................59779

655.106 Regulation at 65 FR 43543 
and 43544 withdrawn ...................59779

655.108 Regulation at 65 FR 43544 
withdrawn......................................59779

655.112 Regulation at 65 FR 43544 
withdrawn......................................59779

Proposed Rules: 
206 ............................................................77447
217............................................................77448
218............................................................41205
220............................................................41205
225............................................................41205
404...........19138, 39904, 69161, 69164, 78196

.................................................... 12639
408............................................................55744
416...........22021, 39904, 69161, 69164, 78196

.................................................... 12639
422............................................................69164

.................................................... 14563
429............................................................77942
604 ............................................................72122
655 ...................................30466, 59797, 64074
656 ............................................................30466

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

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

1.101 Regulation at 66 FR 65447 
eff. date stayed.............................34387

2 Authority citation revised............48384
Technical correction..........49396, 58678

2.125 Revised; eff. 1–20–03...................48384
5.28 (c)(1) revised; (c)(10) redesig-

nated as (c)(11); new (c)(10) 
added ...............................................53306

Regulation at 67 FR 53306 eff. 
date confirmed .............................71461

14.100 (c)(7) heading and (ii) re-
vised ................................................45900

16.42 (a) revised ....................................53306
Regulation at 67 FR 53306 eff. 

date confirmed .............................71461
20.100 (c)(41) added ..............................35729

58.3 (e)(23) added ..................................35729
(e)(9) correctly removed; CFR 

correction ..................................6609
73.125 Added ..........................................35431

Regulation at 67 FR 35431 con-
firmed .............................................49567

73.3128 Added ........................................65312
Regulation at 67 FR 65312 eff. 

date confirmed...........................7416
101 Policy statement..........................79851

Nomenclature change .................15355
101.65 (d)(2)(ii)(C), (3)(ii)(C) and 

(4)(ii)(B) suspended to 1–1–06
..........................................................30796

101.80 (c)(2)(ii) redesignated as 
(c)(2)(iii); heading, (a)(4), 
(c)(1), (2)(i) introductory 
text, (B), (C), (E), (F), new 
(iii), (d)(1), (4) and (e) intro-
ductory text revised; (b) 
amended; (c)(2)(i)(H), (ii), 
(e)(1)(iii), (iv), (2)(iii) and (iv) 
added; interim ..............................71470

101.81 (c)(2)(iii)(A)(1) revised; 
(c)(2)(iii)(A)(2) redesignated 
as (c)(2)(iii)(A)(3); 
(c)(2)(ii)(A)(4) and (iii)(A)(2) 
added; interim ..............................61782

163.124 Added; eff. 1–1–04....................62177
165 Nomenclature change ...............15355
165.110 (b)(5)(i)(D) added; (b)(5)(ii) 

revised; eff. 5–2–03 ......................9881
170.3 (e)(2) revised; (e)(3) added 

..........................................................35729
170.100—170.106 (Subpart D) 

Added ..............................................35729
171.1 (i)(1) revised ................................35731
171.7 (c) added.......................................35731
172 Nomenclature change ...............15355
172.133 (b)(2) and (3) correctly re-

vised; CFR correction ................66045
172.380 Added....................................9003
172.829 Added ........................................45310
173 Nomenclature change ...............15355
173.325 (g) redesignated as (h); 

new (g) added ................................15720
173.357 (a)(2) table amended .............42716
173.370 (b)(1) revised............................61784
174.5 (d)(5) added..................................35731
177 Nomenclature change ...............15355
178 Nomenclature change ...............15355
179.25 (c) revised ..................................35731
184 Nomenclature change ...............15355
201 Compliance date extension .......16304

Technical correction ...................12584
201.24 Added .....................................6081
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201.323 Regulation at 65 FR 4110 

eff. date delayed to 1–26–04........70691
201.323 (c)(3) amended; eff. 1–16–04

..........................................................70692
203.3 Regulation at 64 FR 67761 

eff. date delayed in part.............4912
203.50 Regulation at 64 FR 67761 

eff. date delayed.........................4912
207.20 Regulation at 66 FR 5466 

eff. date delayed to 1–21–04
...................................................2690

211.198 Regulation at 67 FR 5056 
eff. date delayed; interim..........49568

Regulation at 67 FR 5056 with-
drawn .......................................15355

(a) amended; eff. 6–30–03 ..............15364
226.1 Regulation at 67 FR 5056 

eff. date delayed; interim..........49568
Regulation at 67 FR 5056 with-

drawn .......................................15355
Existing text designated as (a); 

(b) added; eff. 6–30–03 ................15364
310.500 Removed...................................42997
310.545 (a)(28)(i) heading added; 

(a)(28)(ii) and (d)(34) through 
(36) added; (d)(28) revised...........31125

(a)(12)(iv)(C) and (d)(30) added 
..........................................................31127

314.600—314.650 (Subpart I) Added 
..........................................................37995

314.94 (a)(9)(ii), (iii) and (iv) 
amended; (a)(9)(v) revised .........77672

314.127 (a)(8)(ii)(A) introductory 
text, (B) and (C) amended .........77672

320.1 (c) revised; (e) amended...........77672
320.21 (d)(1) removed; (d)(2) and 

(3) redesignated as (d)(1) and 
(2); (a)(1), (2), (b)(1), (2), 
(c)(1), new (d)(2)(i), new (ii), 
(e), (f), (g) introductory text, 
(2) and (h) revised ........................77672

320.22 (a), (b)(1)(ii), (2)(ii), (3)(i), 
(ii), (iii), (c), (d) introductory 
text, (2)(i), (iv) and (4)(i) re-
vised; (b) introductory text 
and (e) amended ...........................77673

320.23 Heading revised; (a)(1) 
amended .........................................77673

320.24 Heading, (b)(5), (6) and (c) 
introductory text revised; (a) 
and (b)(4) amended ......................77673

320.25 (a)(2) removed; (a)(3) redes-
ignated as (a)(2); new (a)(2), 
(d)(1), (e)(1) introductory 
text, (i) and (f) heading re-
vised; (f) amended........................77674

320.26 Heading and (a)(1) revised 
..........................................................77674

320.27 (a)(3)(iv), (d)(1) and (2) re-
vised; (b)(2) and (3)(i) amend-
ed......................................................77674

320.28 Amended ....................................77674
320.29 Heading and (a) revised; 

(b) amended ...................................77674
320.30 (c) revised ..................................77674
320.31 (b) introductory text and 

(3) amended ...................................77674
330 Compliance date extension .......16304
331 Compliance date extension .......16304
336.50 (c)(8) added; eff. 12–8–03 ..........72559
338.50 (c)(5) added; eff. 12–8–03 ..........72559
341 Compliance date extension .......16304
341.40 Added; eff. 12–23–04 ..................78168
341.70 (b) added; eff. 12–23–04 ............78170
341.72 (c)(6)(iv) and (7) added; eff. 

12–8–03 .............................................72559
341.74 (c)(4)(viii)(C) and (ix)(C) 

added; eff. 12–8–03.........................72559
341.85 Added; eff. 12–23–04 ..................78170
346 Compliance date extension .......16304
349.20 Revised...................................7921
349.78 (a) revised...............................7921
352.10 (f) through (n) revised ............41823
352.20 (a)(1) and (2) revised ...............41823
355 Compliance date extension .......16304
358 Compliance date extension .......16304
369 Compliance date extension .......16304
500.80 (a) amended...............................78174
500.82 (b) amended...............................78174
500.84 Heading and (c)(2) revised; 

(c)(1) amended; (c)(3) added 
..........................................................78174

500.88 (b) and (c) revised ....................78174
510.88b (c) amended.............................67521
510.88f (b) amended .............................67521
510.300 Regulation at 67 FR 5056 

eff. date delayed...........................49568
Regulation at 67 FR 5056 with-

drawn .......................................15355
Removed; eff. 6–30–03 ...................15364

510.302 Regulation at 67 FR 5057 
eff. date delayed...........................49568

Regulation at 67 FR 5057 with-
drawn .......................................15355

Removed; eff. 6–30–03 ...................15365
510.600 (c)(1) table and (c)(2) 

table amended.....17283, 41824, 42717, 
42997, 43247, 45900, 50802, 51079, 
51080, 63055, 67520, 67521, 72366, 

78354, 78355, 78684
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(c)(1) table and (c)(2) table 
amended............1161, 4712, 4914, 4916, 

13226, 15369
514 Regulation at 67 FR 5057 eff. 

date delayed ..................................49568
Regulation at 67 FR 5057 with-

drawn .......................................15355
Authority citation revised ..........15365

514.3 Regulation at 67 FR 5057 
eff. date delayed...........................49568

Regulation at 67 FR 5057 with-
drawn .......................................15355

Added; eff. 6–30–03........................15365
514.8 Regulation at 67 FR 5057 

eff. date delayed...........................49568
Regulation at 67 FR 5057 with-

drawn .......................................15355
(a)(1) and (5) amended; (a)(6) 

revised; eff. 6–30–03 ...................15365
514.11 Regulation at 67 FR 5057 

eff. date delayed...........................49568
Regulation at 67 FR 5057 with-

drawn .......................................15355
(a) amended; eff. 6–30–03 ..............15365

514.15 Regulation at 67 FR 5057 
eff. date delayed...........................49568

Regulation at 67 FR 5057 with-
drawn .......................................15355

(b) amended; eff. 6–30–03 ..............15365
514.80 Regulation at 67 FR 5057 

eff. date delayed...........................49568
Regulation at 67 FR 5057 with-

drawn .......................................15355
Added; eff. 6–30–03........................15365

520.44 (b) amended...............................78355
520.88b (c) amended.............................67521
520.88f (b) amended .............................67571
520.154c (b) amended ...........................78355
520.309 (a), (b) and (d) revised ..........65038

(b), (d)(1) and (2) revised................65697
520.390a (b)(2) amended.....................4914
520.445a (b) amended...........................78355
520.445b (b) amended...........................78355
520.445c (b) amended ...........................78355
520.446 Revised .....................................54954
520.447 Revised .....................................54954

(b)(2) amended ..................................78684
520.530 (b) amended .............................78355
520.531 (b) amended .............................78355
520.538 Added ........................................68760
520.540b (b)(2) amended.....................4914
520.580 (b)(1) amended ........................43248
520.622a (a)(3) amended.....................4914
520.823 (b) amended ..........................4914
520.905b (c) redesignated as (d); 

new (c) added; (d)(1)(iii) and 

(2)(iii) amended; (a), (d)(1)(i), 
(2)(i) and (3)(i) revised ................47450

520.955 Added ........................................78357
520.1192 (b)(2) amended ......................71820
520.1193 (b)(2) amended ......................21996
520.1194 Removed .................................50597
520.1195 Revised ...................................50597
520.1196 Heading and (b) amended 

..........................................................21996
520.1242a (b)(1) amended ....................63055

(b)(4) added ...................................4916
520.1242b (c) amended .........................63055
520.1242c (b) amended .........................63055
520.1242e (b) amended .........................63055
520.1242f (b) amended..........................63055
520.1263c (a), (b) and (d) revised 

..........................................................17284
(d)(1)(iii) amended ..............71819, 78356
(b) amended ..................................3817

520.1380 (c) amended ...........................67521 
520.1484 (a) and (b) revised ................72366

(b)(1) and (2) amended ....................78971
(b)(2) amended...............................4914

520.1660d (d)(1)(iii)(C) amended........51081
(b)(7) amended...............................4914

520.1696b (b) amended .......................4914
520.1720a (b)(3) amended ....................67521

(b)(3) amended...............................4914
520.1720d (b) amended .......................4915
520.2041 (b) amended ...........................21996
520.2043 Revised ...................................43248
520.2044 (a) and (b) revised ..............13627
520.2123a (b) amended .......................4915
520.2123b (b) amended .......................4915
520.2184 (b) amended ...........................78355
520.2240a (c) amended .........................78355
520.2240b (c) amended .........................78355
520.2260a (a)(1) amended ....................78355
520.2260b (c)(1) and (e)(1) amend-

ed ...............................................4915
520.2261a (a) amended .........................78355
520.2261b (a) amended .........................78355
520.2345c (b) amended .........................78355
520.2345d (a)(3), (d)(1)(iii) and 

(2)(iii) amended ............................78355
522.234 (b) amended .............................63055
522.314 Heading, (a), (d)(1)(i), (iii) 

and (2) revised...............................45901
522.522 Added ........................................78972
522.690 Revised .....................................41824
522.775 (b) amended .............................67521
522.820 (a) amended ..........................4915
522.940 (c)(1) amended ........................78355
522.1010 (b)(3) amended ......................18086
522.1066 (b) amended ...........................67521
522.1078 Revised ...................................68759
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522.1085 (b) amended ...........................67521
522.1222a Revised .................................17283
522.1244 (b) amended ...........................63055
522.1260 Heading, (a), (b), (e)(1)(i), 

(iii), (2)(i) and (iii) revised ........34388
522.1451 (d)(2) amended ......................57944
522.1380 (b) amended ...........................67521
522.1660 (d)(1)(iii) amended ..............47451, 

72366, 78357
(b), (d)(1)(iii) and (2)(iii) 

amended .........................................72367
(d)(1)(iii) amended.........................8153

522.1720 (b)(1) amended ......................67521
522.1870 (b) amended ...........................79853
522.2112 (c) removed; (d) redesig-

nated as (c); heading, (a) and 
new (c) revised..............................18085

522.2240 (c) amended ...........................78355
522.2260 (b) amended ...........................78355
522.2444b (b) amended .......................4915
522.2470 (b) amended ...........................67521
522.2471 Revised ...................................72367
522.2477 (b)(1) amended ......................78358
522.2478 Revised ...................................78972
524.1044h (a) and (c)(1) amended; 

(c)(2) revised.............................15370
524.1140 Added ......................................78685
524.1193 (b) amended.................3817, 4713
524.1240 (b) amended ...........................78355
524.1580b (b) amended .......................4915
524.1600a (b) amended .........................67521
524.2482 Added ..................................4916
526.820 (b) amended ..........................4915
529.1030 Heading, (a), (b)(1), (2), 

(d)(2)(i) table and (iv) amend-
ed; (b) introductory text re-
vised ..........................................5563

529.1940 Added ......................................41824
(b) amended.......................................51080

530.41 (a)(12) added; eff. 5–29–03
...................................................9530

(a)(12) corrected...........................14134
556.169 Added ........................................78973
556.283 (b) revised ................................78357
556.735 (b) revised ................................72368
558 Technical correction ...................44931
558.4 (d) amended.................................47692
558.76 (d)(3)(xii) amended ..................30327

(d)(3)(v) through (xvii) redesig-
nated as (d)(3)(vi) through 
(xviii); new (d)(3)(v) added ........34830

558.78 (a)(2) amended ..........................71821
558.128 (a), (b) and (d) redesig-

nated as (b), (c) and (e); new 
(a) and (d) added; new (b) and 
(e) revised ......................................43249

(e)(6)(vii) through (e)(6)(xii) re-
designated as (e)(6)(viii) 
through (e)(6)(xiii); new 
(e)(6)(vii) added ........................13839

558.155 Amended ..................................21171
558.195 (d) table amended ..................36098

Revised ...............................................72370
558.198 (a) revised; (b) and 

(d)(1)(iii) through (v) redesig-
nated as (c) and (d)(1)(v) 
through (vii); new (b), 
(d)(1)(iii) and (iv) added .............34830

(d)(2)(ii) added ..................................47257
(d)(2)(iii) and (iv) added .................48549

558.248 (a)(1), (2) and (d)(1) table 
amended.....................................4915

558.305 Heading, (a), and (d) re-
vised; (b) redesignated as (c); 
new (b) and (c)(3) added ............13839

558.311 (b)(8) and (e)(1)(xviii) 
added; (d)(7) amended; 
(e)(1)(xii) revised..........................72368

(e)(1)(iv) table and (x) table 
amended ...................................15371

558.315 (a) amended .............................63055
558.325 (a) and (b) amended; 

(a)(1), (5), (13) and (d) revised 
..........................................................36513

558.342 (b), (c) and (d) redesig-
nated as (c), (d) and (e); 
heading, (a) and new (e) re-
vised; new (b), (d)(3) and (8) 
added ...............................................47688

558.355 (f)(3)(iv) removed; (f)(7) 
revised ............................................47691

(d)(6) amended .............................15371
558.366 (d) table amended ..................30327
558.450 (d)(1)(ix) table amended .......51081
558.485 (b)(7) amended ........................51080
558.500 (a) amended; (d)(1) table 

revised ............................................47692
Revised ...............................................71820

558.515 (d) table amended ..................30546
558.530 (d)(5)(x) revised ......................34831
558.550 (d)(1)(xx)(ii) added .................72369

(a)(2) amended...............................6820
558.618 (a) through (d) redesig-

nated as (b) through (e); new 
(a) added; new (b), (c) and 
(e)(3) revised..................................21997

558.625 (b)(39) table amended ............4915
573.920 (h) revised ................................46851
588.195 (e)(2) table corrected ...........15372
601.90—601.95 (Subpart H) Added 

..........................................................37996
610.11 (g)(2) added; eff. 5–5–03 ..........10160
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701 Compliance date extension .......16304
710 Nomenclature change ...............15355
720 Nomenclature change ...............15355
807.20 Regulation at 66 FR 5466 

eff. date delayed to 1–21–04
...................................................2690

822 Added ...............................................38887
862.1 (d) added ......................................58329
862.1235 Added ......................................58329
862.1678 Added.......................................58329
864.9245 (b) and (c) redesignated 

as (c) and (d); new (b) added; 
new (c) and (d) revised ...............9532

866.1 (e) added; eff. 5–6–03 .................5827
866.1645 Added; eff. 5–6–03 .................5827
868.1 (e) added.......................................76681
868.2375 (a) revised ..............................46852
868.2377 Added ......................................46852
868.2480 (b) revised ..............................76681
872.5570 Added ......................................68512
874.1 (e) added.......................................67790
874.3850 Revised ...................................20894
874.3950 Added ......................................67790
878.1 (e) added.......................................77676
880.6991 Added ......................................69121
880.6992 Added ......................................69121
884.5320 (c) revised...............................40849
888.1 (e) added .................................14137
888.3027 Revised ...................................46855
888.3310 Revised ...................................21173
888.3535 Added.................................14137
888.3565 Added.................................14137
1271.3 Regulation at 66 FR 5466 

eff. date delayed to 1–21–04
...................................................2690

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

1301 Policy statement........................51988
1308 Policy statement........................42479
1308.11 (g)(3) and (4) added ................59162

(g)(5) added........................................59165
1308.13 (e) revised ................................62370
1308.15 (b) revised ................................62370
1308.11 (d)(27) revised; eff. date 4–

21–03..........................................14119
1308.35 Regulation at 66 FR 51544 

eff. 4–21–03 ................................14126
1310.04 (f)(1)(i)(C) removed; 

(f)(1)(i)(D) through (W) redes-
ignated as new (f)(1)(i)(C) 
through (V); (f)(1)(ii) intro-
ductory text revised; (g) 
added ........................................11472

1310.05 (c) amended .............................49569

1310.06 (g) amended .............................49569
1313.12 (b) and (e) introductory 

text amended ................................49569
1313.21 (b) and (e) introductory 

text amended ................................49569
1313.22 (e) amended .............................49569
1313.31 (b) introductory text 

amended .........................................49569
1313.32 (b)(1) amended ........................49569

Proposed Rules: 
1 ...............................................................54138

............................ 1568, 5378, 5428, 10668
5 ...............................................................53324
16..............................................................53324
101 ...............................................38913, 69171

......................................................8163
111 ......................10417, 12158, 14360, 15117
112...................................................12158
165 ....................................................9955
170............................................................35764
184............................................................18834
201...........20070, 41360, 43068, 52429, 54139

............................................ 2254, 12500
211 ...............................................41360, 43068
212............................................................15344
310............................................................62218

.................................................... 12406
312 ...................................20070, 41642, 44931

.................................................... 12406
314 .......................20070, 22367, 65448, 66593

.................................................... 12406
320...................................................12406
343............................................................54139
349 ....................................................7951
358 ...............................................31739, 62218
589 ...............................................67572, 70707
600...................................................12406
601 .......................20070, 22367, 41360, 43068

.................................................... 12406
606 .........................................12406, 12500
610...................................................12500
800...................................................15404
870............................................................76706
872 .......................16338, 34416, 46941, 52901
878............................................................77698

.................................................... 13639
880............................................................41890
882............................................................64835
1020..............................................76056, 78760
1301...................................................7728
1308 .................................20072, 47341, 47343

......................................................4127
1310 .................................47493, 53842, 56776

......................................................4968
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