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CHANGES APRIL 2, 2007 THROUGH MARCH 31, 2008 

MARCH 2008 

656.30 (a), (b) and (c) revised; 
(e)(3) added ....................................27946 

656.31 Revised .......................................27946 

Proposed Rules: 
122............................................................51730 
295...................................................12037 
404..........37496, 41649, 43202, 61218, 62607, 

70527 
................................. 10715, 12923, 14409 

405...........37496, 41649, 45701, 61218, 62607 
.................................................... 10715 

411............................................................45191 
416...........37496, 41649, 61218, 62607, 72641 

...........................................10715, 12923 
422............................................................45991 
616 ............................................................62145 
655...........................................8538, 16243 

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

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

1.231 (b)(2) revised...........................15883 
1.234 (d)(2) revised...........................15883 
1.235 (d)(2) revised...........................15883 
2.125 Regulation at 71 FR 70873 

confirmed.......................................20942 
14.100 (a)(4) added ................................41221 
17.2 Introductory text revised ........15884 
20.100 (c)(43) added ..............................41017 

(c)(44) added ......................................69118 
25.20 (m) revised ..................................69118 
25.33 (a) introductory text, (c), 

(d) introductory text and (g) 
revised ............................................69119 

74.2053 Added ........................................33666 
Regulation at 72 FR 33666 con-

firmed .............................................45328 
101.17 (h)(2) revised .............................46378 
101.80 (c)(2)(ii)(B), (iii)(A), 

(e)(1)(iii), (iv), (2)(iii) and (iv) 
revised; interim ...........................52789 

101.81 (c)(2)(ii)(A)(6) added; 
(c)(2)(iii)(A)(2) revised; in-
terim..........................................9947 

111 Added ...............................................34942 
111.27 (b)(1) revised .........................13124 
111.75 (a)(1) revised; interim ............34968 

Regulation at 72 FR 34968 com-
ment period extended .................52790 

111.95 (b)(6) added; interim ...............34968 

Regulation at 72 FR 34968 com-
ment period extended .................52790 

172.735 Heading, introductory 
text and (a) revised .....................46896 

172.841 (b) and (c) revised ..................46564 
173.375 Revised .....................................67576 
179 Actions on petitions....................17394 

Policy statement.............................39557 
184.1065 (b) revised............................8606 
184.1140 (b) revised............................8606 
184.1155 (b) revised............................8606 
184.1165 (b) revised............................8607 
184.1240 (b) revised............................8607 
184.1261 (b) revised............................8607 
184.1262 (b) revised............................8607 
184.1265 (b) revised............................8607 
184.1287 (b) revised............................8607 
184.1297 (b) revised............................8607 
184.1298 (b) revised............................8607 
184.1307 (b) revised............................8607 
184.1307a (b) revised..........................8607 
184.1307b (b) revised..........................8607 
184.1307c (b) revised ..........................8607 
184.1321 (b) revised............................8607 
184.1322 (b) revised............................8607 
184.1323 (b) revised............................8607 
184.1324 (b) revised............................8607 
184.1355 (b) revised............................8607 
184.1386 (b) revised............................8607 
184.1445 (b) revised............................8607 
184.1449 (b) revised............................8607 
184.1521 (b) revised............................8607 
184.1537 (b) revised............................8607 
184.1540 (b) revised............................8607 
184.1545 (b) revised............................8607 
184.1553 (b) revised............................8607 
184.1555 (c)(3) revised........................8608 
184.1639 (b) revised............................8608 
184.1655 (b) revised............................8608 
184.1764 (b) revised............................8608 
184.1768 (b) revised............................8608 
184.1769a (b) revised..........................8608 
184.1848 (b) revised............................8608 
184.1851 (b) revised............................8608 
184.1854 (b) revised............................8608 
184.1859 (b) revised............................8608 
184.1865 (b) revised............................8608 
184.1923 (b) revised............................8608 
184.1950 (b) revised............................8608 
184.1984 (b) revised............................8608 
201.26 Added; interim .........................73599 
201.66 (c)(5)(ii)(H) added; eff. 6– 

19–08 .................................................71785 
(c)(5)(vii) amended; interim ...........403 

201.105 (c)(2) and (d)(1) revised.........69119 
201.115 (a) and (b) revised ..................69119 
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NOTE: Boldface page numbers indicate 2007 changes. 

CHANGES APRIL 2, 2007 THROUGH MARCH 31, 2008 

TITLE 21 Chapter I—Con. 
201.122 (a), (b) and (c) revised...........69119 
201.325 Added; eff. 6–19–08 ..................71785 
202.1 (e)(4)(i)(a) revised ......................69119 
207.20 (c) revised ..................................69120 
207.21 (a) amended...............................69120 
207.35 (b)(3)(v) revised ........................69120 
208.20 (b)(7)(iii) added; interim ..........404 
209 Added; interim.............................404 
210.3 (b)(6) revised; eff. 4–17–08 .........68068 
211.48 (a) revised; eff. 4–17–08............68068 
211.67 (a) revised; eff. 4–17–08............68068 
211.68 (c) added; eff. 4–17–08 ..............68068 
211.72 Revised; eff. 4–17–08.................68068 
211.82 (b) revised; eff. 4–17–08............68069 
211.84 (c)(1), (d)(3) and (6) revised; 

eff. 4–17–08 ......................................68069 
211.94 (c) revised; eff. 4–17–08 ............68069 
211.101 (c) and (d) revised; eff. 4– 

17–08 .................................................68069 
211.103 Revised; eff. 4–17–08 ...............68069 
211.110 (a) introductory text re-

vised; (a)(6) added; eff. 4–17– 
08 ......................................................68069 

211.113 (b) revised; eff. 4–17–08 ..........68069 
211.160 (b)(1) revised; eff. 4–17–08 

..........................................................68069 
211.182 Revised; eff. 4–17–08 ...............68069 
211.188 (b)(11) revised; eff. 4–17–08 

..........................................................68070 
225.1 (c) revised ....................................69120 
225.35 (b) revised ..................................69120 
225.135 Revised .....................................69120 
226.1 (b) amended.................................69120 
310.201 (a)(20) removed .......................67640 
312.6 (c) added; interim......................73599 
314 Authority citation revised ........58999 
314.70 (a)(1) revised; interim ............73600 
314.81 (b)(3)(iii) redesignated as 

(b)(3)(iv); new (b)(3)(iii) 
added; new (b)(3)(iv)(c) 
amended .........................................58999 

314.91 Added ..........................................58999 
347.50 (a) and (e)(1)(iii) revised .........6017 
369.21 Amended ....................................67640 
500.25 (c) revised ..................................69120 
500.26 (b) revised; (c) amended.........69120 
510.3 (k) revised ...................................41017 
510.301 Introductory text and 

(a)(2) revised; (b)(1) amended 
..........................................................69121 

510.305 (b) revised ................................69121 
510.455 (b) and (c) revised ..................69121 
510.600 (c)(1) table and (2) table 

amended ...19665, 19666, 24185, 26289, 
27955, 27956, 30970, 36595, 45158, 

63986, 68478, 72921 

(c)(1) table and (2) table 
amended ...................4077, 8192, 14384 

511.1 (g) added ......................................69121 
514.1 (d) removed .................................41017 
515.10 (b)(4) and (7) revised ...............69121 
515.21 (a)(3) revised .............................69121 
516 Added ...............................................41017 

Authority citation revised ...........69121 
516.111—516.171 (Subpart C) 

Added ..............................................69121 
516.1215 (Subpart E) Added ...............57200 
520.45a Revised ...............................11027 
520.48 Heading and (d)(1)(iii) re-

vised ..........................................9455 
520.100 (b)(1) amended ........................60551 
520.309 (b)(2) amended ........................68478 
520.445b (b)(2) revised; (d)(5) 

added ...............................................63987 
520.446 (a)(3) and (b)(3) added............4077 
520.447 (b) revised ................................19796 
520.538 (a) amended .............................37437 
520.606 Added ........................................20943 
520.905c Revised ...................................24185 
520.928 (c)(1) and (2) revised..............2808 
520.1195 (b)(1) and (2) revised ............9456 
520.1720a Revised ..............................8192 
520.1720c (c)(3) amended.....................60550 
520.1720e Revised .................................27956 
520.1780 Added ......................................27733 
520.1871 (c) redesignated as (d); 

heading, (a), (b), new 
(d)(1)(i), (iii) and (2) revised; 
new (c) added ................................16270 

520.2123 Revised................................6607 
520.2123a Revised ..............................6607 
520.2123b Revised ..............................6607 
520.2123c Revised ..............................6607 
520.2130 Added ......................................60551 
522.90c Revised .....................................45158 
522.246 Revised .....................................27957 
522.558 (a) revised ................................19797 

(c) revised ..........................................51365 
522.820 Revised .....................................69142 
522.841 Removed...................................19665 
522.870 Added ........................................51365 
522.940 Removed..............................12635 
522.970 (b)(2) revised; (b)(4) added 

...................................................2809 
522.1055 Removed ............................12635 
522.1182 Revised ..............................12635 

(b)(1) and (7) amended .................14385 
522.1183 Removed ............................12635 
522.1192 Revised ...................................27735 

(b)(2) revised; (b)(3) added .............62771 
522.1193 (d) redesignated as (e); 

heading, (a), (b) and new (e) 
revised; new (d) added ................27734 
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MARCH 2008 

522.1222a (b) amended .......................8192 
522.1660 Heading revised .................14926 
522.1660a Heading revised................14926 
522.1660b Heading, (e)(1)(i)(A) and 

(ii) amended .............................14926 
522.1662a (h)(2) revised .......................42291 
522.1696a (d)(2)(ii)(A) amended ........16754 
522.1696b (d)(2)(ii) amended .............14177 
522.1850 Revised ...................................56896 
522.2121 Revised ...................................31178 
522.2630 (d)(1)(ii) amended.................54540 

(d)(1)(ii) and (2)(ii) revised ............6018 
524.775 Added ........................................42291 
524.1465 Revised ...................................18119 
524.2620 (a)(2) amended ......................36595 
526.363 (d)(2) and (3) amended .........12262 
526.365 Heading and (d) revised 

...................................................3181 
526.1810 Heading, (a), (b) and (d) 

revised.........................................811 
529.1030 (b)(1) amended ......................45158 
529.1660 (b)(1) revised..........................26289 
556.34 (b) revised; (c) added .............11027 
556.283 (b)(4) added ..............................19797 

(c) revised ..........................................57200 
556.420 (b)(1) revised............................56897 
558.3 (b)(2) amended; (b)(5), (6) 

and (7) revised...............................69130 
558.4 (d) table amended......................19797 

(d) table amended...........................812 
558.5 (c) and (d) revised......................69131 
558.6 (a)(4)(iv) and (6) revised...........69131 
558.55 (a) amended...............................60551 
558.58 (a)(3) added; (b) revised; 

(e)(1)(i) table amended ...............60551 
558.78 (a) and (d)(1)(i) table 

amended; (b) revised ...................49192 
558.175 (b) and (d)(1) table 

amended .........................................60551 
558.198 (b), (d)(1) table and (2) 

table amended ..............................60552 
558.258 (e)(4)(i) table amended .........66046 
558.261 (a)(2) and (c)(2)(i) revised; 

(e)(2)(iii) amended; (e)(3) 
added ...............................................19798 

(e) revised ..........................................65885 
558.300 Revised .....................................37437 
558.325 (c) added; (d)(2) table 

amended .........................................33387 
558.342 (e)(1)(iii) table amended 

..........................................................16271 
558.355 (d)(2), (3) and (f)(3)(viii) 

removed; (f)(3)(ii), (xii) and 
(f)(6)(i)(b)(1) revised ....................68479 

(f)(7)(iv) added...............................6018 
558.366 (d) table amended................15884 

558.450 (a)(1), (2), (b)(3) and (d) re-
vised ................................................70774 

558.485 (b)(3) amended ........................19666 
(b)(1) amended .............................15661 

558.500 (e)(1) table amended..............41619 
(e)(2) table amended ..........56897, 62571, 

65667, 70777 
558.555 (a) and (b) revised; (e) 

added ...........................................812 
558.625 (b)(68) removed .......................19666 

(f)(2)(ix) added...............................6019 
558.630 (b)(10) amended ......................19666 
558.665 (e) revised .............................6019 

(e) table amended ..............14385, 16755 
573.920 (h) revised ................................39561 
584.200 Amended ..................................41620 
589.1000 Revised ...................................69131 
600.11 (e)(4) revised..............................59003 

Regulation at 72 FR 59003 con-
firmed.......................................12262 

601.12 (f)(3)(i)(D) revised; (f)(5) 
added; interim ..............................73600 

606.3 (i) revised.....................................45886 
Regulation at 72 FR 45886 con-

firmed ........................................7463 
606.100 (b)(19) revised..........................48798 
606.160 (b)(1)(viii) revised; (d) 

amended .........................................48798 
607.65 (f) amended................................45886 

Regulation at 72 FR 45886 con-
firmed ........................................7463 

610.41 (c) added .....................................48798 
610.46 Revised .......................................48799 
610.47 Revised .......................................48799 
610.48 Added ..........................................48800 
610.53 (c) table amended ....................45887 

(c) table correctly amended .........54208 
Regulation at 72 FR 45887 con-

firmed ........................................7463 
610.68 Added; interim .........................73600 
640.4 (h) revised....................................45887 

Regulation at 72 FR 45887 con-
firmed ........................................7463 

(h) revised .....................................7464 
640.20 (b) revised ..................................45887 

Regulation at 72 FR 45887 con-
firmed ........................................7463 

640.21 (b) removed; (c) revised .........45887 
Regulation at 72 FR 45887 con-

firmed ........................................7463 
640.22 (b) removed; (c) revised .........45887 

Regulation at 72 FR 45887 con-
firmed ........................................7463 

640.24 (a) revised ..................................45887 
Regulation at 72 FR 45887 con-

firmed ........................................7463 
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CHANGES APRIL 2, 2007 THROUGH MARCH 31, 2008 

TITLE 21 Chapter I—Con. 
(d) amended ..................................7464 

640.25 (b)(2) amended ..........................45888 
Regulation at 72 FR 45888 con-

firmed ........................................7463 
640.30 (a) revised ..................................45888 

Regulation at 72 FR 45888 con-
firmed ........................................7463 

640.32 (a) revised ..................................45888 
Regulation at 72 FR 45888 con-

firmed ........................................7463 
640.34 (b) amended...............................45888 

Regulation at 72 FR 45888 con-
firmed ........................................7463 

640.64 (b) and (c) revised ....................45888 
Regulation at 72 FR 45888 con-

firmed ........................................7463 
700.27 (d) correctly reinstated; 

CFR correction.............................45636 
801.128 Added;interim.........................73601 
803.11 Correctly revised .....................17399 
803.21 (a) correctly revised ...............17399 
807.81 (b) revised; interim .................73601 
809.11 Added; interim .........................73601 
812.5 (d) added; interim .....................73602 
814.20 (g) correctly revised ...............17399 
814.39 (g) added; interim....................73602 
814.84 (b)(3) added; interim ...............73602 
820.1 (e)(1) correctly revised.............17399 
821.2 (c) correctly revised .................17399 
822.7 (b) correctly revised .................17399 
822.15 Correctly revised .....................17400 
822.22 (b) correctly revised ...............17400 
864.9245 Revised ...................................67644 
866.3305 Revised ...................................15830 
866.3950 Added.......................................44382 
866.6040 Added.......................................26291 
874.4420 (a) correctly revised............17400 
878.4494 Added ......................................43146 
880.6260 Added.......................................36362 
880.6315 Added ......................................59177 
884.2800 Added ......................................20227 
886.1090 Heading and (a) cor-

rectly revised................................17400 
888.3080 Added ......................................32172 
1002.7 Introductory text cor-

rectly revised................................17400 
1002.10 Introductory text cor-

rectly revised................................17400 
1002.20 (b) correctly revised .............17400 
1002.50 (c)(3) correctly revised .........17401 
1005.11 Correctly revised ...................17401 
1005.25 (b) correctly revised .............17401 
1020.30 (c) correctly revised..............17401 
1271.22 Correctly reinstated; CFR 

correction ..................................3387 

1271.55 Regulation at 70 FR 29952 
confirmed.......................................33669 

1271.80 Regulation at 70 FR 29952 
confirmed.......................................33669 

1271.90 Regulation at 70 FR 29952 
confirmed.......................................33669 

1271.290 Regulation at 70 FR 
29952 confirmed.............................33669 

1271.370 Regulation at 70 FR 
29952 confirmed.............................33669 

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

1300.01 (b)(21) revised..........................67852 
1300.02 (b)(12), (13) and (25) re-

vised; interim ...............................17406 
(a)(28) added; interim .....................20046 
(b)(28)(i)(B) revised; interim ........37448 

1306.12 Revised .....................................64929 
1306.14 (e) added ...................................64930 
1308.12 (d)(5) added ..............................24533 

(b)(1) table revised ..........................54209 
(b)(1) correctly amended ...............69618 

1308.34 Regulation at 71 FR 51997 
confirmed; eff. 4–16–08...............14179 

1309.24 (h) through (k) redesig-
nated as (i) through (l); new 
(h) added.........................................35930 

1310 Technical correction .................41820 
1310.02 (a)(28) added; (b)(11) re-

moved; (b)(12) redesignated 
as new (b)(11).................................35931 

(a)(29) correctly added ...................40238 
1310.04 (g)(1)(vi) added; interim 

..........................................................20046 
(f)(2)(ii)(H) removed; (f)(2)(ii)(I) 

redesignated as new 
(f)(2)(ii)(H); (g)(1)(vi) added.......35931 

(f)(2)(ii)(I) and (J) correctly re-
designated as (f)(2)(ii)(H) and 
new (I); (g)(1)(vii) correctly 
added ...............................................40238 

1310.08 (f) revised .................................35931 
1310.09 (h) added; interim..................20046 

(h) added ............................................35931 
(i) correctly added ..........................40239 
(j) added; interim ............................40744 

1310.12 (c) table amended; in-
terim ...............................................20047 

(c) table amended; (d)(4) and 
(5) added .........................................35931 

(c) table amended; (d)(1) re-
moved; (d)(2) through (5) re-
designated as (d)(1) through 
(4); interim ....................................40745 

VerDate Aug 31 2005 10:15 Apr 07, 2008 Jkt 214003 PO 00000 Frm 00038 Fmt 8095 Sfmt 8095 E:\HR\OC\214003.002 214003rf
re

de
ric

k 
on

 P
R

O
D

1P
C

67
 w

ith
 H

E
A

R
IN

G



39 

NOTE: Boldface page numbers indicate 2007 changes. 

CHANGES APRIL 2, 2007 THROUGH MARCH 31, 2008 
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1312.13 (f) and (g) revised..................6851 
1312.22 (a) revised; (c), (d) and (e) 

added ...............................................72927 
1312.23 (a) and (f) revised...................72929 
1313 Heading revised; interim..........17407 
1313.05 Added; interim .......................17407 
1313.08 Added; interim .......................17407 
1313.12 (c) revised; interim ...............17407 

Regulation at 72 FR 17407 
stayed in part through 6–7– 
07; interim .....................................28602 

1313.13 (c)(4) revised; (c)(5) added; 
interim ...........................................17407 

Regulation at 72 FR 17407 
stayed in part through 6–7– 
07; interim .....................................28602 

1313.15 (a) revised; interim ...............17407 
1313.16 Added; interim .......................17407 

Regulation at 72 FR 17407 
stayed through 6–7–07; in-
terim ...............................................28602 

1313.17 Added; interim .......................17408 
Regulation at 72 FR 17408 

stayed through 6–7–07; in-
terim ...............................................28602 

1313.26 Added; interim .......................17408 
Regulation at 72 FR 17408 

stayed through 6–7–07; in-
terim ...............................................28602 

1313.27 Added; interim .......................17408 
Regulation at 72 FR 17408 

stayed through 6–7–07; in-
terim ...............................................28602 

1313.32 (d) and (e) added; interim 
..........................................................17408 

Regulation at 72 FR 17408 
stayed through 6–7–07; in-
terim ...............................................28602 

1313.35 Added; interim .......................17409 
Regulation at 72 FR 17409 

stayed through 6–7–07; in-
terim ...............................................28602 

1315 Added; interim ............................37448 

Proposed Rules: 
2 ..............32030, 37137, 44037, 53711, 63141 
15..............................................................59973 
101 ...............................................62149, 66103 

......................................................4765 
133............................................................70251 

......................................................7692 
179............................................................16291 
201............................................................37139 
210 ...............................................68111, 68113 
211 ...............................................68111, 68113 
314 ....................................................2848 

347 ...............................................49070, 67264 
352 ...............................................49070, 67264 
516...................................................14411 
600 ............................................................59041 
601 ....................................................2848 
606 ...............................................45993, 63416 

......................................................1983 
607 ............................................................45993 
610 ...................................45993, 54226, 63416 

......................................................1983 
630 ............................................................63416 

......................................................1983 
640 ...............................................45993, 63416 

......................................................1983 
660 ............................................................63416 

......................................................1983 
814 ....................................................2848 
820............................................................63416 

......................................................1983 
870............................................................56702 
878 ...............................................26011, 36398 
880 ....................................................7498 
1270 ..........................................................63416 

......................................................1983 
1301 ..........................................................53734 
1305 ..........................................................66118 
1308 ..........................................................54226 

......................................................5778 
1309...................................................3432 
1310..............................................53973, 65248 
1313 .................................................16793 
1314 ..........................................................55712 

TITLE 22—FOREIGN RELATIONS 
Chapter I—Department of State 

(Parts 1—199) 
9 Revised ...............................................30972 
22 Authority citation revised...........5090 
22.1 Table amended; interim...........45889, 

72244 
Table amended .................................74173 
Table correctly amended ..............3867 
Table amended; interim................5090 

41.12 Revised...................................14929 
41.105 (b) removed ...............................74175 
42 Authority citation revised ..........61305 
42.11 Revised...................................14931 
42.24 Added ............................................61305 
42.33 (b)(2)(iii) revised ......................7670 
42.83 (c) revised...............................11028 
51 Revised..............................................64931 

Authority citation revised ...........74173 
51.1 (j) corrected...............................5435 
51.3 (d) added ........................................74173 

VerDate Aug 31 2005 10:15 Apr 07, 2008 Jkt 214003 PO 00000 Frm 00039 Fmt 8095 Sfmt 8095 E:\HR\OC\214003.002 214003rf
re

de
ric

k 
on

 P
R

O
D

1P
C

67
 w

ith
 H

E
A

R
IN

G


		Superintendent of Documents
	2010-06-24T15:34:59-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




