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CHANGES APRIL 1, 2004 THROUGH NOVEMBER 30, 2004

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

1 Comment period reopened .......... 19763,
19766
Policy statement...... 19765, 24070, 47765
1.101 (d)(2)(ii) revised ........coeuvvnenenn. 48774
1.231 (b)(1) revised; interim............. 29428
1.232 (d) and (g) revised; interim
................................................. 29428
1.276-1.285 (Subpart I) Regulation
at 68 FR 59070 comment pe-
riod extended..........cocevvninininnnnn 28060
1.377—1.406 (Subpart K) Added........ 31701
HReVISed coovviiiiiiii 17286
5.1100 Amended ........c.oeoenennen.. 48775, 52600
7.45 (a) introductory text revised
................................................. 17290
10.1 (a) revised ..oovveeeniiiiiiiieeieeenenns 17290
10.3 (a) amended .........ceeviiiiinininnn. 17290
10.45 (d) introductory text re-
VISEA tininiiiiiiniiieeeeeee s 31705
14 Authority citation revised......... 46099
14.100 (a)(3) added ....cceeueveenennnnannnnn. 46099
(b)(2) heading and (ii) revised
................................................. 62810
16.1 (b)(1) amended...........cceevvnenenn. 31705
(b)(2) amended; eff. 5-25-05 ........... 68680
16.26 (&) revised.....cccoeveviiiiininininennnn. 17290
16.40 Revised.....ocovvvenivveiniieiiennnnn, 17290
17.1 (d), (e) and (f) redesignated
as (e), (f) and (g); introduc-
tory text, (a), (b), new (e), (f)
and (g) revised; new (d)
added .....oeviiiiie 43301
17.2 Added....covvvniniiiiiieiieieeeeeeeee 43301
Table corrected ......oevvvevineneninnnnn. 49807
20 Comment period reopened.......... 19766
20.65 Added .....ooevieiiniiiiiieeeeans 53616
20.66 Added ....ocovvvininiiiiiiiieieieeans 53616
20.67 Added ....oeiniiniiiiiiiineens 53616
21.43 (a)(2) revised.....coveuvieniinininnnns 17290
25.5 (b)(5) revised ....covevvivininiinininnns 17291
25.40 (e) revised.....cocvveveiiiiiiiiiinnnnn, 17291
25.45 (a) revised.......coeveveviiiiiininininnns 17291
26.1—26.21 (Subpart A) Appendix
E amended.........ocovvvviiiiininnnnn 48775
73.1 (b)(2) amended...........eeuevenenenn.. 24511
73.3125 (a) amended............cceuvvnenenn. 24511
74 Technical correction.................. 52169
74.2052 Added .....ccovveviviiiiniiniiinenan, 44930
Regulation at 69 FR 44930 con-
firmed......ocovvviiiiiiiii 60307

107.50 (e)(2) revised ......cceevnenernennnnn. 17291
107.230 (e) revised.....ccceeveviieninnnnnnnn. 17291
107.240 (b) and (c)(1) revised............. 17291
107.250 Introductory text revised

................................................. 17291
110 Meetings .......cceuenes 29220, 32863, 40312
172 Technical correction ................ 40765
172.510 (b) table amended................ 24511
172.515 (b) amended............cceenvenenn. 24511
172.867 (b) and (c) revised; (f) re-

TNOVEA .euinininiinieininieerieieeeaenrananns 29432
173.375 Added ....evvvneniiiiiiiieeeen 17298
175.105 (c)(5) table amended............. 24512
176.180 (b)(2) table amended............ 24512
176.300 (c) table amended................ 24512
177.1500 (a) and (b) table amend-

[T PP 24512
177.1632 (b)(2) table amended .......... 24512
178.1010 (b)(36) amended................... 24512
178.2010 (b) table amended .............. 24512
178.3400 (c) table amended .............. 24512
178.3770 (¢)(1) amended.................... 24512
178.3910 (a)(2) table amended .......... 24512
180.25 (2)(3) added ....cevveneviineniinennnne. 65542
184.1034 (a) amended ...........ceeuenenn.. 24512
184.1090 (a) amended ..........oeuvenenenn. 24512
184.1307a (a) amended............ceuenen.. 24512

184.1434 (a) amended
186.1374 (a) amended
189.5 (Subpart B) Added; interim

189.110—189.191 (Subpart B) Re-
designated as Subpart C; in-
Terim ..oovvviiiiiin 422173

189.220—189.301 (Subpart C) Re-
designated as Subpart D; in-

TETIM i 42273
201 Technical correction ................ 18255
201.64 (k) added......ccevveiiieniniininennnns 69280

201.66 Regulation at 64 FR 13286
and 64 FR 18571 implementa-

tion date delayed...................... 53801
203.11 (a) revised ....ocevvvveiiiiiiiienens 17292
203.12 Amended.......ccoeveuvinininiinininnens 48775
203.37 (e) amended.........cevvvevneninnnnnn 48775
203.70 (b)(1) amended.........c.cveueunenens 48775
206.10 (b) amended .........cceeevernenennnns 18763
207.7 (d) amended...........cceevininennnn 48775
207.22 (a) and (b) amended .............. 48775
207.37 (a) introductory text re-

VISEA cininiiiiiiiiieeeeeeee s 48775
210 Authority citation revised........ 29828
210.1 (c) added...

210.2 Revised . .cccouviiriiniiiniiiiieneinens
211 Authority citation revised........ 29828
211.1 (b) revised......ccevevvvininininininnnns 29828
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250.250 (c)(4)(ii) amended ................ 18763
310.545 (a)(18)(V)(A) and (vi)(A)

headings, (d)(1) and (d)(11)

TeVISEd. it 51362
312.36 ReViSed ..couveveriininiiniiniiineinns 17927
314.3 (b) amended ........cceuveueniinenennnns 18763

314.50 (MM)(@D), 1), (@), B), (V),
(3)(D), (11), (4)dv), (e)(1) intro-

ductory text and (2)()
amended .......coeeeeiiiiiiiiiiiiineneans 18763
314.60 (¢c) amended...........cccevevenennnnn 18764
314.70 Revised ..couveueniininiininiiieneanns 18764
314.81 (b)(1)(ii) amended.................. 18766
(b)(3)(iii)(b) amended................... 48775
314.94 (d)(2) amended..........cceeuennnens 18766
314.200 (a)(3) amended.........c..cueuvenens 48775
314.410 (b)(2) amended .............cuunn.ns 18766
314.430 (e)(6) amended .............c....... 18766
335.3 (¢) added.......cevvvviniiiininiiinaanns 26302
335.50 (b)(1) revised .....cccvvneviininennnns 26302

350.50 Regulation at 68 FR 34291
stayed in part.......coceeevevinininnns 61148
500.80 (&) revised .....cocvvveviiniiininininnns 17292
510.455 Revised.....coevvvveniiniinnnnenannnns 30197

510.600 (c)(1) table and (2) table
amended...... 31878, 40766, 41427, 47360,
47361, 60811, 62406, 62811

514.3 Amended .........cooeeniiiniiiniiinnnn, 51170
514.5 Added .....coviiniiiniiiii 51170
520.370 Added ........oeevnviiniiinniiniinn, 52815
520.445b (b) amended....................... 62406

520.446 (a)(2) and (b)(2) removed;
(a)(3) and (b)(3) redesignated
as new (a)(2) and (b)(2); (b)(1)

and (2) amended..........cevuvnnnnnn 32273
520.447 (b)(1) and (2) revised. ............ 31734
520.580 (b)(1) amended.............c.....s 31878
520.928 Added ......ceoeviiiniiiiieieeanns 51171
520.1192 (e)(1) revised .....cceeevevnennnnns 59131
520.1193 (b)(2) amended.................... 43735
520.1195 (b)(1) amended.................... 24958

(b), (e)(1)(ii) and (iii) revised

................................................. 57173
520.1198 (d)(2)(1) and (3) revised

................................................. 49808
520.1242a (b)(2) corrected................. 33839

520.1350 (c)(1) revised ......cocevvnvnennnnn
520.1448a (a)(2) amended
520.1452 (d) heading and (2) re-

ViSed . .ooiioviiiiiiii 24959
520.1453 (A)(2) revised ........cccuuiennenn. 21956
520.1660d (a)(6) amended.................. 487176

(b)(6) amended ...........cccouveeninnnnnn. 62406
520.1696b (b) revised ..........cocenviinnenn. 41428
520.1804 (b) amended ................oun.ee. 31878

520.1840 (b)(3) amended.................... 62811

520.1846 (b) amended ............ceuenenes 62811
520.1870 (b)(2) revised ........ccevvvnenennnns 62181
520.2045 (b)(2) amended.................... 41427
520.2122 Removed .......ccevvvvvevenenennnnnn 52815
520.2123Cc Added ....coevvvneniinininiinineinns 52815
520.2325a (a)(2) amended.................. 41427
(a)(1) amended......coeveenenneninninnns 605647
522.23 (b) introductory text
amended
522.275 Added
522.313 (d)(2)(iii) amended............... 47362
522.314 (d)(1)(iii) amended ............... 47362
522.315 (a) and (d) revised................ 43892
522.460 (a)(2) amended .........c...eeueenens 40766
522.540 (a)(2)(ii) amended ................ 47361
522.840 Revised....ocveviiriniinineniinininnns 67818
522.842 Revised.....covvvviiiiiiiniiinannns 68252
522.970 (b)(1) and (2) amended ......... 53618

Heading, (b)(1), (e)(2) introduc-
tory text, (i), (ii) and (iii) re-
vised; (b)(2) redesignated as

(b)(3); new (b)(2) added.............. 60308
522.1010 (a) and (b) revised .............. 17585
522.1160 Added .....ocoevveneniiininninanennns 256827
522.1183 (e)(1) amended.................... 47361

522.1192 (a)(1), (2) and (3) amend-

TeVISed . .iiriiiiiiiiieiieeeeea 53617
522.1193 (d)(2) and (3) revised........... 31735
522.1260 (b)(2) amended.................... 47361
522.1367 (¢) revised ......coeeveeveininnnnnns 69523

522.1660 Redesignated as new
522.1660a; new 522.1660 added

................................................. 31879
522.1660a Redesignated as
522.1660b; new 522.1660a redes-
ignated from 522.1660; (d) re-
designated as (e); (b), (¢) and
new (e) revised; new (d)
Added ..o.veneniiiii e 31879
(b) amended.......cccevvvvvinininininnnnns 62406
522.1660b Redesignated from
522.1660a; (e)(1)(i1) amended;
(e)(2)(i) revised; (e)(2)(ii) re-
moved; (e)(2)(iii) redesig-
nated as new (e)(2)(ii)............... 31879
522.1696b (d)(2)(iii)(A) and (B)
amended ...................
522.2076 Added
522.2477 (d)(1)(ii), (2)({ii) and
(3)({ii) revised .....coceevviiniiininnnns 68253
522.2478 (A)()(A)(C), (ii)(C) and
(2)({i1) revised .....coceevveveniinininnnns 67818
524.590 Added ..cvvvininiiiniiniiiieeanens 40767
524.7T70 Revised...cocoevvvviniiniineininennnns 48392
524.900 (¢) amended .........ocevvenennnens 41427
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524.1044c Revised.....ccveviveininnininannnns 47363
524.1193 (b)(2) amended.................... 62181
524.1580b (b) revised .......cceeevvinenennnns 47362
529.1660 (a) and (b) revised .............. 61999
529.1940 (e)(2)(ii) corrected; CFR
COrreCtion.....ccvvevviniininiiiniinnns 61761

5566.113 (b)(1) amended; (b)(2) re-
designated as (b)(3); new
(b)(2) added; new (b)(3) re-
VISEA coniiiiiiiiie s 43892
556.286 Heading and (b) revised;
(C)added . .ccevveneniiniiininieineeinens
556.420 (b) revised; (c) added
5568.4 (d) amended........cceuveuenrinenrnnnns
558.5 Revised....cocviviriiniiiiniiiiiiiiinns
558.76 (d)(1) table amended...51172, 57638,

62406
558.78 (a) and (b) revised; (d)(1)
table amended..........oceeuvineninnnns 62406
5568.95 (d)(4)(iii)(d) amended ............ 30198
558.115 (d)(4) added......cceuveuerveninennnns 51173
5568.128 (b)(1), (e)(1) table, (2)
table, (3) table, (4) table and
(5) table amended .............c..ou.t 62407
558.140 (a) amended.........eceevvenenennnns 62407
558.145 (a)(2) amended .........c.c.eeueenens 62407
558.195 (e)(2) table amended........... 26499,
52816, 62407
(e)(2) table and (3) table
amended ......coevevviniiiniiiiniiiienn. 67264
558.305 (d)(1)(1) and (ii) amended
................................................. 30198
5568.311 (d) revised; (e)(2)(iv) and
(3)(iv) amended.........oceevvinennnnns 30198
5568.342 (d)(1)({d), i) and (2)
amended ......oeveveriniiiiiiiniieiiiaes 30198
(©)(2)added .....oevevveniniiiiieeeenns 51174
558.355 (d)(a2) added;
OGD(D)D), ), (),
(6)(1)(b)(1) and (2) revised........... 30198
(B)(M(iii) amended............ccevevennn 51174
(O (D)(xiv)(b) amended .................. 62407
(@)(7)(vi) revised; (d)(13) and
(H)(3)(xiii) added.....c.ceeuvvevnennnnnns 68783
558.450 (d)(1)(ix) table amended
................................................. 28821
(A (3)(1) redesignated as
(A)(3)(iv); new (d)(3)(1) added
................................................. 51173

(a)(2), (A)(1)({E) table, (v) table,
(vii) table, (viii) table and
(ix) table amended.................... 62407
558.500 (e)(2)(viii) and (x) added

5568.560 (a) revised; (b) added;
(DM)(xv)(c) and  (xvi)(c)
amended .....coceeeeeeiiiiiiiieiieeeas 62407

558.586 Heading and (a) revised;
(b) added; (c) and (d) re-
moved; (e) and (f) redesig-
nated as (¢) and (d).....cceeuenrenenns 60547
558.600 (e)(1)(iii) table amended
........................................ 31880, 62407
558.625 (¢)(1)(i) and (ii) amended

................................................. 30198
(£)(2)(vii) amended ............cuvnnenn. 51175
(b)(89) amended...........cevevenennnnnnn. 62407

558.630 (b)(10) amended.................... 62407
573.685 Added ......ceovvvviniiiiineiinaannns 19321
600.3 (jj) and (kk) added.................. 18766
600.10 Regulation at 68 FR 75119

eff. date confirmed................... 26769
600.11 Regulation at 68 FR 75119

eff. date confirmed................... 26769
601.12 (a), (b)(2)(1), (c)(2)(ii),

(d)(2)(1) through (v) and (vii)

revised; (b)(4), (c)(2)({iv), (6),

(B)(il) and  O@)E(E)

added; (c)(2)(i) removed............ 18766

606 Technical correction ................ 18255
610 Technical correction ................ 18255

700.27 Added; interim
800.55 (2)(4) revised .....ocevvvviniininnnnnns
801.430 (e)(1) table revised; eff. 2-

D2 B L N 52171
807.22 (a) correctly revised ............. 18473
(a) corrected.....cevuvnvniiinininininnnnns 25489

820 Authority citation revised........ 29829
820.1 (a)(1) amended; (b) revised

................................................. 29829
862.1055 Added.......oevvveniinininiiinannns 68255
862.3840 Added......coeveneniinininiinininnns 58259
866.3050 Added.......oevvvviieiininiiinennns 56936
866.6020 Added ......coevveviniiiininiinininnns 26038
868.1120 (c) revised ......covvvvniniineninnnns 34920
870.4320 (C) revised .....oevevenenrinenennnns 34920
872.3060 Revised .....cccvveiieniniinininnnns 51766
872.3630 Added......coevvvenieninenianinianns 26304
872.3640 Revised .....ccvvevivviiniinininnnns 26304
872.3710 Revised ..ocoevvvviniinininiinenennns 51766
878.4025 Added.......cevvvniniiiininiininannnns 48148
882.1790 (C) revised .....oeveeninrinenennnns 34920
888.3410 Revised ....ccoevvenviiinininnennnnns 59134
1002.3 Revised ...oevveninvininiineiiennne. 17292
1270.3 (j) introductory text re-

vised; eff. 5-25-05 ...........cccevenenens 68680
1271 Authority citation revised

................................................. 29829
1271.1 Amended.....cccoevveiniieniinennnnn. 29829
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(c) and (d) revised; (y) through
(11) added; eff. 5-25-05 ................ 68680
1271.10 (a)(3) revised; eff. 5-25-05

................................................. 68681
1271.22 Revised; eff. 5-25-05.............. 68681
1271.45—1271.90 (Subpart C)

Added ..o 29830
1271.45 (a) amended; eff. 5-25-05

................................................. 68681
1271.145—1271.320 (Subpart D)

Added; eff. 5-25-05 .........cceennennn. 68681
1271.330—1271.370  (Subpart E)

Added; eff. 5-25-05 .........cceueunenne. 68686
1271.390—1271.440 (Subpart F)

Added; eff. 5-25-05 .......ceevnvunennen 68687
Chapter Il—Drug Enforcement

Administration, Department of
Justice (Parts 1300—1399)

1301 Technical correction............... 34568
Authority citation revised.......... 55347
1301.26 Revised....cccoeevveiniinenannennnnn. 55347
1308.11 Regulation at 68 FR 16430
confirmed ..........cooeviiiiininiannn.. 17034

(d)(15) through (32) redesig-
nated as (d)(16) through (33);
new (d)(15) added; new (d)(19)
through (33) redesignated as

(d)(20) through (34); new

(@)(19) added; (g)(3) and (4)

TEMOVEA.euiuininiinineneineneinenenrananns 58053

Proposed Rules:

1—1299 (Ch. I) .o 17615, 68831
L 30842
S 25527, 35277
16 i 56824, 60108
20 e 53662
2 e 68280
BB it 40556
59t 23460, 29912
101, 20838, 24541, 67513
118 i 56824, 60108
170 58371
189 i 42275
201 i 21778, 31773
208 .. 21778, 31773
209 ..t 21778, 31773
310 ittt 46119
B12 i, 32467, 43351
Bl s 43351
341 i, 46119, 63482
F3 ) PPN 59569
589ttt 42288
B00. ... eeiiiie it 43351

B0L...ieniiiiiii 43351
T00. . e 42275
866, ... 58371
N 39377
890 . i 64266
1309 oo 45616

TITLE 22—FOREIGN RELATIONS

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

22.1 Table amended; interim........... 53619
51.27 (d)(1)(1)(A) through (D) and
(ii) correctly added; CFR
correction........ccoeviiiiiiiiiiinininn., 67053
41.42 Regulation at 69 FR 12799
confirmed ...........oooeeviiiiiiiniannn..
51 Technical correction

51.27 (b)(2)({ii)(B) revised; in-
terim .....oooviiiiiii 60813
121.1 Amended..........ccoeeneen... 29224, 40314
123.27 (a)(1) revised................ 29226, 40314
126.1 (f) revised ......coeevvevviveineininnnns 18811
171 Revised ..ocovevvineiieieieieeeeeeeans 63935
Chapter Ill—Agency for Inter-
national Development (Paris

200—299)
202 Authority citation revised........ 61723
202.10 Added.....coeveeveineiieiieiieeieeieanes 61723
205 ReVISed ....oevviveineiieiiiiieeeeieeiennns 61723
211 Authority citation revised........ 61724
211.13 Added......oeveeneneiieeieeieeeeeans 61724
226 Authority citation revised........ 61724
226.1 Amended ..........ceeveeveiniininnnnnn. 61724
Proposed Rules:

22 s 42913
202 i 31773
20D e 31773
211 i 31773, 51404
226 31773

TITLE 23—HIGHWAYS
Title 23 Nomenclature change........ 18803

Chapter |—Federal Highway Ad-
ministration, Department  of
Transportation (Parts 1—999)

630.1002—630.1016 (Subpart J) Re-

vised; eff. 10-12-07...................... 54569
655.601 (a) revised; interim.............. 25831
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