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CHANGES APRIL 1, 2013 THROUGH MARCH 31, 2014

TITLE 21—FOOD AND DRUGS

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

1 Authority citation revised............ 69543
1.1 (c) amended ...........coeeeevivreiiinennnnnn, 69543
1.20 Introductory text corrected;
CFR correction..........cccooovvvviennin
Introductory text revised
1.281 Regulation at 76 FR 25545

confirmed..........coocovvviiiininiiiniconn, 32362
10.30 (b), (c), (d), (e)(3) and (g) re-
VISEA toiiviiiiirii i 76749
14.100 (f) removed; (g) redesig-
nated as (£)...cooeiiiiiiiiine, 69992
(c)(A8) revised....cccoeveiiiiiiiiiiinennns 2094

16.1 (b)(2) amended.........ccceeevviiiininennn. 58817

17.2 Revised; eff. 6-18-14.................... 6090

17.5 (a) revised; eff. 6-18-14................ 6092

21.61 (d) added ........coovvviiiiinninnn, .

73 Technical correction... .

73.350 (c)(1) revised.........cccovvvvriiiiinnnnn,
Regulation at 78 FR 35117 con-

firmed ........coocoviiiiii 54758

73.530 Added.....ccoceovviviiiiiiiiiie e 49120
Regulation at 78 FR 49120 con-

firmed ..o 68713

73.3100 Heading and (a) revised ....... 19415
Regulation at 78 FR 19415 eff.

date confirmed ............oovvriininn, 37962

73.3106 (&) revised .........coevvvveiiiiiininnnnn, 19415
Regulation at 78 FR 19415 eff.

date confirmed ............eeeeeiinnennn, 37962

101.91 Added
106 Revised...................
107.1 Added....ceeeeiniiiiiieeieeeeene
107.3 Amended..........coeviiiiiiiiininannn. 8074
107.10 (a) introductory text, (2)
introductory text and (b)(5)
Tevised .o
107.50 (e) revised
107.240 RevViSed ..ovvveveviiiniiiiinieinnnnnnns
107.250 Introductory text revised

172 Policy statement...................... 13540
172.167 (b) revised .........coevvvveeeiiiininnnnn, 71461
172.320 Revised .....ooocvvvvivieiiiiciiincniinn, 71461
172.345 (b) revised .........cocevvvvveiiiiiiinnnn, 71463
172.379 (b) revised .........coevvvvievniiiiinnnn, 71463
172.380 (b) revised ......cccceeivviiriniieniinnnns 71463
172.665 (d)(2) revised........cccoevvviiiiinnnns 71463

172.712 (b) revised .......cceevviiveviineesinnne, 71463
172.736 (b)(2) revised............ccccvviiiiiinn 71463
172.780 (b) revised ........cccvvvivviiiinieninnn, 71464

(b) and (c) revised.......c.eevviiriiiirnnnn, 73437
172.800 (b)(2) revised.......cccoccvviiiivinnnnn, 71464
172.804 (b) revised ........ceevvvviiiiinieniinnn, 71464
172.810 Introductory text revised
172.812 (a) revised ...
172.831 (b) revised ...
172.841 (b) revised........

172.862 (b)(1) revised...........ccevivveninnne, 71465
172.867 (b) revised ........ccovvvvveeiiiiininennn, 71465
172.869 (b) introductory text and

(6) through (11) revised ............. 71465

173.160 (d) revised ...........cvveee.
173.165 (d) amended....
173.228 (a) revised; footnote 1 re-

173.280 (c) revised .......coevviiiiiiiiniiniinn, 71466
173.310 (c) table amended; (f)
added............oones
173.368 (c) revised ...
175.300 (1) added......cc.coovvveviiiiniininniinn,
175.320 correctly amended; CFR

COTTECHION wvvvviviiiiic e 52429
178.1005 (c) revised.........eevvveiiiiiiininnnn, 71467
179 Policy statement...................... 10353
180.37 (b) revised.......cccoevviiivieiiineeninnn, 71467
225.1 (b)(1) correctly amended.......... 3739

316.1 (a)(1)(iii) and (2) revised........... 35132
316.3 (b)(3) introductory text, (i)

and (12) revised; (b)(13) and

(14) redesignated as (b)(14)

and (15); new (b)(13) added......... 35132
316.4 Revised.....ccoivviiiiiiiiiniiiisisiine 35133
316.20 (a), (b)(2), (3), (4), (b) and

(6) revised; (b)(9) removed......... 35133
316.21 (a)(1) and (b) introductory

text revised ... 35133
316.22 Revised
316.23 Revised
316.24 Heading revised; (a) and

(b) redesignated as (b) and

(c); new (a) and (d) added........... 35133
316.25 (a)(1)(ii), (3) and (b) revised

316.26 Revised....
316.28 Revised ........oecvvvveviiiiiiniiiiniiiinns
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316.29 (d) added........cceevivviviiinieiiiinennns 35134
316.31 (b) redesignated as (c); (a)
introductory text new (c) re-
vised; new (b) added .................... 35134
316.34 Revised .
316.50 Revised

500.35 Removed ......cccoceevviiiinnneeieniinnnnn, 42451
501 Small entity compliance
SUIAC.. i 59624
510 Drug application approvals
withdrawn.........coooeviiiiiiiiininininn, 2786
510.600 (c)(1) and (2) tables

amended ...19987, 21059, 27859, 44433,
52429, 52430, 52853, 63871, 66264,
73698
(¢)(1) and (2) tables amended
......................................... 2786, 10964
514.11 (b), (d), (e) introductory
text and (e)(2)(ii) introduc-
tory text revised; eff. 7-30-14

520 Drug application approvals
Withdrawn.........ocoeeviiiiiiinniinenn, 78716
520.28 Redesignated from 520.44

520.43 Added ........cccovviviiiiiiiiiinens
520.44 Redesignated as 520.28............
520.45 Redesignated as 520.38............

520.45a Redesignated as 520.38a ....... 66264
520.45b Redesignated as 520.38D ....... 66264
520.100 (b)(2) revised.......c.ccoeviviivrininns

520.309 (b)(2) amended
520.390a (b)(1)(i) amended.................. 21059

520.441 (b)(3) amended .......... 21059
520.443 (b) amended........ 21059
520.447 (b) amended........ 30197
520.580 (b)(2) amended ... 21059
520.600 (c) amended........... 21059
520.622a (a)(6) amended..... 21059
520.622b (c)(2) amended .... ....21059
520.622¢ (b)(6) amended ...............cov.n. 21059
520.763a (a) and (e) removed; (c)
amended .......cocviriiniiiini 21059
520.763b (a) removed; (¢c) amended
.......................................................... 21059

520.812 Revised ............
(a) and (b) revised .. .
520.955 (b) amended...........cecvvveeeiiiinnnns 52854

520.1195 (b)(1) and (2) revised........... 10964
520.1350 Redesignated as 520.1367

520.1367 Redesignated
520.1350; (a) and (b) revised........ 57058
520.1408 (b) amended; (¢c) removed

.......................................................... 21060
520.1604 Added ........ooovveviiiiniiiiiniir e 42007
520.1660d (b)(3), ((D)I)(A)3),

(B)(3) and (C)(3) amended .......... 21060
520.1720a (b)(2) amended .................... 21060
520.1900 (b) amended; (c)(1) foot-

note, (2) footnote and (3)

footnote removed ...........o..ceevenn 21060
520.2075 (c)(2) amended............cuuunens 10964
520.2220 (a)(1), (2) and (3)(iii) re-

VISEA tiviniiiiiiiieiniee e 10964
520.2220a (a)(1) amended .................... 21060
520.2345d (b)(2) amended .................... 21060
520.2612 Revised ......cocevvvviiiiiiniiiinn 63872
520.2087 RemMOVed.........ccovvvviiiviiiviiiinans 78716
520.2088 Removed..........ccevvivveeiiinnennnn, 78716
520.2089 Removed...........ccceevivreeiiinnnnnnn 78716
522.23 (b) and (c) revised; (d) and

(€) TeMOVEd..uuinerieniniiineneineneanns 16182
522.44 Removed .....couvvveveviiniiinininennns 16182
522.56 (b) revised .....ccveviveiiniininannnns 16183
522.62 Revised ......cooveviviniiiiiienene, 16183
522.82 Revised ..covvveniiiiiiiiiiiinieinns 16183
522.84 Revised ..c.covveviiiiiiiiiiieiieeinns 16183
522.88 Revised ...cvvveviininiiniiiiieanns 16183
522.90 Revised ..c.covveviiiiiiniiiiieinns 16183
522.90a Revised .....ccoevveiiiiiniiininnnns 16183
522.90b Heading revised................... 16184
522.90c (b) amended..........ccevvuvnennnnn. 16184
522.144 Revised.....coeevveiiiiiniienannns 16184
522.161 Revised.......ocevevvininininininnnn, 16184
522.204 (b) amended..............cuueunenne. 16184
522.234 Revised.....coveviiiiiiiiniiineanns 16184
522.246 (b)(1) amended..................... 16184
522.275 Heading revised................... 16184

522.300 Revised.....coeveviiiiiiiniiinennns
522.304 (b) amended.........ocoevvinenennens
522.311 (b) amended......

522.313a (b) amended
522.313b (b), (d), (e)(2)({1) and (iii)

TeVISEd oo 66264
522.313c (b) amended ....................... 16185
522.380 Revised.....coeevviiieiiniiineannns 16185
522.390 Heading, (a), (b) and (c)(3)

TeVISed.cvviiiiiiiiiiiieeeen 16185
522.460 Revised.....coevvvveiinininiinininnns 16185
522.468 (b) amended...........oevvunenennnns 16185
522.480 Revised...covevvuriniinininiinenennns 16185
522.5622 (b) amended...............cc.eveen 16185
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522.5635 (d) redesignated as (c);

heading, (a) and new
(e)(1)(dii) revised.......cceeveennennnnn. 16185
522.536 Revised......coeevviveineiniineinnnnn, 16186

522.540 Heading, (a)(3)(iii), (b)),
(3), (e)(1), (3), (D)D), (3), (e)(1)
and (3) revised; (d)(2)(i) and

(i) amended ........cooevevenenininennn..
522.542 Revised......coovvviiiiiiinnnnn,
522.558 () revised .......cccceviiiiiiiniiiiinns

(a) correctly revised .
522.563 Revised.....covevviiiieiiniiinannnns
522.650 (b), (c), (d)(1) and (3) re-

VISEA ceniriiiiiiiieeie e 16187
522.690 (b) amended..........ceevvenenennnns 16187
522.723 Revised....ccoevvvviiiniiniiinannns 16187
522.770 (a) and (b) amended............. 16187
522.7T78 RemMOVed....ccuvvueuvinininnineneanns 16187
522.784 Revised.....coevevviiiniiniiinannnns 16187
522.800 Revised....ocoevveniniinininiininennns 16187
522.812 (b) and (e)(3)(ii) revised;

(e)(2) introductory text

Added ..o 19987

522.820 (a) and (b) redesignated
as (b) and (a); (d)(1) introduc-

tory text, (2) introductory

text and (3) introductory

text revised .......coeviiiiiiiiiiininn. 16187
522.842 (a)(1) amended ............ceuenes 16187
522.863 RevVised...cocvevvuiniinininiinininnns 16187
522.883 Revised.....coevvvviiiniineiininnnns 16188
522.900 (b)(2) amended.........c...eueenens 16188
522.914 Revised...c.coevvvviiiniiniiinannns 16188
522.960 Revised.....coevveviniinininiinininnns 16188
522.960a Revised ......cccvevvvininiininnnnnns 16188
522.960b Revised .....ccevveuvinininrinininnnns 16188
522.960c Revised ......ccvvevviviiniinininnnns 16188
522.970 (b)(2) amended .........c.cceueenens 16189
522.995 Revised.....covvvvviiiniiniiinannns 16189
522.1010 (d)(2)(1)(B) and (ii)(B) re-

VISEA ciniiiiiiiiiieeeeeee s
522.1020 Revised .....cccvenennenen
522.1044 (b)(3) amended ....
522.1066 (b) amended .......
522.1077 Revised .......c.cccevivvvnnn.
522.1081 (b)(1) amended............c.......
522.1083 (b) and (c)(3) amended........ 16189
522.1085 Revised ....oevvvniniinininninininnns
522.1086 Revised ..........ceuvvennn

522.1125 (d)(3) amended
522.1145 (e)(2) and (3) heading re-

VISEA oo 73698
Heading, (a)(3)(1), (iii), (b)(3)({),
(iid), ()(3), (D(B)ii), (H(3)(@)
and (iii) revised; (a)(2) and

(b)(2) amended.........ccceveninennnnn.. 16189

522.1150 Heading, (a) and (c)(3)
revised; footnote 1 removed

522.1155 Revised
522.1156 Revised
522.1182 (b)(3) and (8) amended.........
(b)(2), (4) introductory text
and (b) introductory text
amended ......coeeeeviiniininiininiiinns
522.1185 Added......cvevvevininiineniininnnns
522.1204 Revised ...cocovvveinvineniinennnnes
522.1222 Removed; redesignated
from 522.1222a; (b) amended

29

................................................. 16190

522.1222a (b) amended...................oee.
Redesignated as new 522.1222

................................................. 16191
522.1222b Redesignated as 522.1223

................................................. 16191
522.1223 Redesignated from

522.1222b and revised................
522.1225 Revised ....oeveveniniineniinenenne.
522.1228 Removed ........cccvvvenenennnn..
522.1242 Redesignated from

522.1244; heading revised; (a)

and (b) amended ......................
522.1244 Redesignated as 522.1242

................................................. 16191
522.1260 (b)(1) and (3) amended.......
522.1289 Revised ....oevveveniniineniinennnne.
522.1315 (b) amended ............cuenenen..
522.1335 Heading, (a) and (c)(3)

TeviSed..cocviviiiiiiiiirree s
522.1362 Heading, (c)(1) and (3) re-

VISEA oiuiniiiiiiiiiieeee s
522.1372 (b) amended ..........ceeuenenne.
522.1380 Revised
522.1410 (b) amended .............evvvvveeeens

(b) amended.........coeeveninineninennnn.
522.1451 Heading revised; (b)

amended ......oevevevirininiiininininenns
522.1452 Heading, (a), (c) heading

and (3) revised ......coveveviiininnnnns

522.14656 Heading and (a) revised;
(c)(3) amended .........ceevenininnnnn
522.1468 (b) amended
522.1484 Revised
522.1503 Heading, (a) and (c) re-
VISEA ciuiniiiiiiiiiieeie s
522.1610 Heading, (a) and (c) re-
VISEA ciuiniiiiiiiiiieeie s
522.1620 (c) revised
522.1660a (b) and (e)(1)(ii) amend-

522.1662a (a)(2), (b)(2), (g)(2) and
(h)(2) amended............ccovvvvveeennnnn.
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(©)(2), (D(©2), (e)2) and (h)(2)
amended .....coeveeiviiiiiiiiiieieeans
522.1662b (b) amended
522.1664 (d)(3) revised
522.1680 Heading revised; (b)
amended ........ccooeeevniniii
(b) amended
522.1696 Revised .
522.1696a (b)(1), (3) and (d)(2)(iii)

amended ......oeeeeviiniineniininiiianenns 16192
522.1696b (b)(1), (A)(2)({1)(A) and
(ii1)(A) amended ............cevneenenn. 16192

522.1696¢ (b) amended; (c) re-
moved; (d) redesignated as
NEW (C)rirenrenierineereniereieerenearenannns 16193
522.1698 Heading, (a), (b), (c)(1)(1),
(iii), (2)(1) and (iii) revised........ 16193

522.1704 Revised ...cocoevveiiniiniinininnnns 16193
522.1720 Heading revised; (b)(2)
amended ........coceeviniiiiieniine s 21060
Revised..ccoviiiniiiiiiiiiiiniiiinineeenens 16193
522.1820 Heading and (c) revised
................................................. 16193
522.1862 Revised ......oevveiiiiiniiinannnns 16193
522.1881 Revised ....ccoevveniiiininiininannnns 16194
522.1884 Revised ......ocvveiviiiniiininnnns 16194
522.1885 Revised ....c.oevveniivininiinininnnns 16194
522.1890 Revised ....oevvveniinininiinininnens 16194

522.1920 Revised .................
522.1940 (a)(1) amended
522.1962 Heading and (c)(1)(iii) re-

vised; (b)(1) amended................ 16194
522.2002 Revised ....o.oevveiiiininiiinannnns 16195
522.2005 (b)(3) amended; (c)(3)

added ....coeeeiiiiiiie e 16195
522.2012 Revised ....cccoevveiinininiiinannnns 16195
522.2063 Revised ......covveiiiiiniininannnns 16195
522.2076 (c)(3) revised .......eevvvnennnnns 16195
522.2100 Heading, (a)(1), (3), (b)(1),

(3) and (d)(2) revised ................. 16195

522.2120 (b) amended
522.2121 (b) amended
522.2150 Revised ...........
522.2220 Heading revised;
amended
Revised................
522.2240 Revised
522.2340 (b) amended
522.2404 (b) amended
522.2424 Heading

(©)(2)

revised; (b)

amended; (c)(4) removed............ 21060
Revised....cooviviiiiiiiiiiiiiiceen
522.2444 Revised ....ccoevviviiiiiiiiinnnnns 16196
522.2444a Revised .......coevevinininininnnn, 16196
522.2444b Revised ....ccovviviiniiiininnnnnn. 16197
522.2470 Revised ...coevveiniinininnineninnns 16197

522.2474 Revised ...cccoevveiiiininiiininnns 16197
522.2477 (b)(3) amended.................... 16197
522.2478 (b) amended
522.2483 (b) amended
522.25682 Revised ....ccoevveiiiiinniininnns
522.2610 (b) amended; (c) re-

moved; (d) redesignated as

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

new (c)(2)(iii) revised................ 16197
522.2615 Heading, (a), (b) and (d)

TeVISEd . .iviiiiiiiiiiieiiie e 16198
522.2630 (a) and (b) revised................ 63872

522.2640 (d) and (e) redesignated
as (¢) and (d); (a), (b), new
(d)(Q)dii), (3)(i) and (iii) re-

VISEA tininiiiiiiiieieieee e 16198
522.2662 (b)(1) amended ..............ccvv. 21060
(@)(2)(dii) revised....ccoeeveerneninnnnnnns 16198
522.2670 Heading and (a) revised
................................................. 16198
524.86 Heading, (b) and (c)(3) re-
VISEA tiniiiiiiiiiieieieee e 10967

524.1564 (a) and (b) redesignated
as (b) and (c); new (a) added;
heading, (b) and (c¢) introduc-
tory text revised ............ceoeunil 10967
524.155 (a) and (b) redesignated
as (b) and (c); new (a) added;
heading, (b) and (¢) introduc-

tory text revised ..........cceevnennn. 10967
524.390 (b) and (c)(3) revised............ 10967
524.402 (b) amended.........o.eeuvenenennnns 10967
524.450 Heading, (b) and (c) intro-

ductory text revised................. 10967
524.463 (b) amended.........oceevvenenennnns 10967
524.575 (¢)(1) and (3) revised ............ 10967
524.660 Revised.....coveviiiiniiniininennnns 10967
524.6602 Removed........cceevevenvinininnnn. 10967
524.660b Removed........ccovenenvinenennnns 10967
524.770 (b) amended; (e)(3) revised

................................................. 10967
524.802 Heading and (c)(3) revised

................................................. 10967

524.900 (a) removed; (b) through
() redesignated as (a)
through (e); new (e) revised

................................................. 10968
524.916 (b) amended............ccveeeivreenns 44433
524.920 Revised.....ccovevvvriiiininninennnnnns 10968

524.960 (b) amended; heading and
(C)revised.....ceveriiiiiiiininininenne,

524.981 Removed

524.981a Heading, (c)

introduc-
tory text, (1) and (2) revised
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524.981b Heading, (a), (c¢) intro-
ductory text, (1) and (2) re-

VISEd couiniiiiieiee e 10969
524.981c Heading, (a), (c) intro-

ductory text, (1) and (2) re-

VISEA tininiiniiiiiiieee e
524.981d Revised
524.981e Revised
524.1005 (b)(1) and (c)(3) amended

................................................. 10969
524.1044 Heading revised ................. 10969
524.1044b Heading revised................ 10969
524.1044c Heading revised................ 10969
524.1044d Heading and (c) revised

................................................. 10969
524.1044e Heading and (c) revised

................................................. 10969
524.1044g Second (b)(3) removed;

heading revised ..........coevvnenenne. 10969
524.1044h Heading revised; (c)(3)

added ....c.oeiiiiiiiei e 10969
524.1132 Heading revised ................. 10969

524.1146 (a)(2) and (d)(1)(ii) re-
vised; (d)(3) added ..........ooevvvvvvninns
524.1193 (b)(2) amended ....
524.1200a Revised ............
524.1200b Revised ....coevevvinininninininnnns
524.1204 Revised ....cocvvveveviiiiiinnnnnnnnn
524.1240 (b) revised..............
524.1446 Heading revised .
524.1465 (b) amended .............ccvvvvvvienns
(b) amended........ceeeveiiiiinininnennn
524.1484b Heading, (b) and (c) re-

VISEA cininiiiiiiiiiieee e 10970
524.1484c Heading, (b) and (c) re-

VISEA tininiiirininieieiee s 10970
524.1484d Heading, (b) and (c) re-

VISEA ciuiiiiiiiiiiieieier s 10970
524.1484e Heading, (b) and (c) re-

VISEA eiuiiiiiniiniiieiee e 10970
524.1484f Heading, (b) and (c) re-

VISEA couiniiiiiii e 10971
524.1484g Heading and (c) revised

................................................. 10971
524.1484h Heading, (b) and (c) re-

VISEA cininiiiiiiiiiieee e 10971
524.1484i Heading, (b) and (c) re-

VISEA cininiiiininieieieeieeee s

524.1484j Added......cceveniiiininiiinainnns
524.1484k Added......ccoeveniiiininninininnns
524.1580 Heading revised
524.1580a Removed; new section
redesignated from 524.1580b;
new (b)(1) revised.........
524.1580b (b)(1) amended

Redesignated as 524.1580a; new
section redesignated from
524.1580c; (b) amended; (c)(2)
footnote 1 and (3) footnote 1
TEMOVE. . euiniiiiieieieieieieieaeneaaanns 10971

524.1580c (b) amended............ocevviinnns 21060

Redesignated as 524.1580b; new
section redesignated from
524.1580e; heading revised;
(c)(2) footnote 1 and (3) foot-
note 1 removed ...........ceevevnnnnnn 10971

524.1580d Removed .........coeeveenennnnnn. 10971
524.1580e Redesignated as
524.1580C ...curniniieieneieeeeeeeaanns 10971
524.1600a. Heading, (b) and (c)(3)
TeVISed . iiriiiiiiiieiiie e 10972
524.1600b Heading and (c) revised

524.1662 Heading revised ................. 10972
524.1662a (b) amended; heading

and (¢) revised ......cocvevevninininennns 10972
524.1662b (b) amended; heading

and (c) revised
524.1881 Removed ............
524.1881a Removed
524.1881b Removed
524.1883 Removed ........covvvvvnvninnnnnnn.
524.1982 (b) amended; heading

and (¢) revised .......ocevvveiininennns
524.2098 (b) amended
524.2350 Revised .....ccoovvvvviviiiinininnnnn,
524.2620 Revised ..............
526.313 (b) amended.........
526.464a (d) removed
526.464d Removed............
526.820 (b) removed ............
526.1130 Heading revised
526.1590 (a)(2) and (b)(2) amended,;

heading revised .....
526.1696b (b) amended..............coevveenns 21060

526.1696c (b) amended.............ceuuenes 10965
526.1696d (b) amended..............cueenen. 10973
526.1810 (b) amended ..........ccceuenenens 10973
529 Drug application approvals

withdrawn.........coooeveviiiiiiinnininan, 2786
529.40 (c) removed; (d) redesig-
nated as (c); new (c)(3) re-

VISEA vt 10973
529.56 (b) amended ..............cevuenenne. 10973
529.400 Heading revised; (b)

amended; (c)(1) footnote, (2)
footnote and (3) footnote re-

529.1030 (d)(1)(@), (i), (2)(1) and
(ii) removed; (d)(1)@ii), (iv),
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TITLE 21 Chapter I—Con.
(v), (2)(iii), (iv) and (v) redes-
ignated as (d)(1)(1), (ii), (iii),
(2)i), ({i) and ({ii); new
(d)(2)(i1) and new (iii) revised

................................................... 2786
529.1044 Amended.........cceevevenvininennnns 10973
529.1044a (b) amended.... ....21060

Heading and (b) revised............... 10973
529.1044b Heading and (c) revised

................................................. 10973

529.1115 (b) and (c)(3) revised;
(c)(1) footnote, (2) footnote
and (3) footnote removed..........

529.1150 (b) amended ....................

529.1660 (b)(1) and (2) amended

529.1940 (b), (c) and (e)(1)(ii)
amended; (e)(1)(ii)(D) added

................................................. 10965
Amended ....cocoeviiiiiiiiiiiiieeeeans 10974
529.2464 Revised ....ccoevveviinininiinininnnns 10974
529.2503 Revised .....cccvevvvnenennn. 2786, 10974
566 Drug application approvals
withdrawal ..........ocoovviiiiinnnnn

556.60 Revised ....coevevviviniiniiniininiinns
556.665 (e)(b) table amended
556.733 (a) amended...........cccvveeeriinnns

568 Drug application approvals

withdrawl......coocoeviiiiiiinininiinnnn, 10974
5568.4 (d) table amended ......... 10979, 155641
5568.55 (d)(1), (2) and (3) revised;

(@)(4) added....cccoevveniineeneineniannns
558.58 (e) revised
5568.62 (a)(1), (2), (c)(1)({) and (ii)

removed; (c)(1)(iii), @{dv), (v),

(vi) and (vii) amended .............. 70496
Removed........oooeviviiiiiiiiiiiieeen, 10982
558.76 (A)(3) revised ......ccveniviinininnnns 10982
(a) and (d)(1) table amended......... 13544
558.78 (A)(3) revised .....ccvvevenvinininnnns 10982
(b), (d)(1) table and (2)(i)
amended ......coveeeeiniiiiiiiiieeiiaeas 13544
558.95 (a), (d)(1), (2), (3), (4)({) and
(i1) revised.......ccceeviiineiiiieccinee, 52430
(d)(4)(dii) introductory text

and (iv) introductory text re-
vised; (d)(4)(iii)(d) amended

.......................................................... 76060
Technical correction..................... 79299
(d)(5)(iii) through (x) redesig-

nated as (d)(5)(iv) through

(xi); new (d)(5)(iii) added .......... 10965
(A)(B) revised...ocvureninrieniiniinienenns 10982

558.120 (a)(1) and (d)(1)({) re-

TNOVEQ. iiiiiiiiiiiiieiiie e 69993

Removed.......cooovviiiiiiiiiiiiiinnin, 10982
558.128 (e)(7) revised.....ccveeuvenenennnns 10982

(b)(1), (e)(1) through (5) tables,

(6)(iv) and (b) amended ............. 13544
558.140 (a) amended; (c)(3) revised
558.145 (a)(1) and (2) amended .........
558.1565 (a)(1) and (2) amended

5568.1756 (d)(9) redesignated as
(d)(11); (d)(b) through (8) re-
designated as (d)(6) through
(9); new (d)(b) and (10) added

(@)(3) and (8) removed; (d)(4)
through (7) redesignated as
()(3) through (6); (d)(9), (10)
and (11) redesignated as

(@)(7), (8) and (9)...veevveeniineninnns 10982

(d) table and (6) amended ............ 13545

558.195 (e)(2)(v) table amended ........ 25183
(e)(1)@Av) and (v) removed;
(e)(1)(vi) through (ix) redes-
ignated as (e)(1)(iv) through

(VAL) i 10982
(b), (e)1) table, (2) table and
(3) table amended ..................... 13545
(e)(1)(vii) correctly removed ....... 17860
558.198 (d)(1)(iii), (iv) and (vi) re-
moved; (d)(1)(v), (vii) and
(viii) redesignated as
(d)(D)dii), (iv) and (V).cecevenenennn.. 10982
(d)(1) table and (2) table
amended ......coeeveveiniiiiniininiinanenns

558.205 (a) amended
558.248 (d)(3) removed; heading

TeVISed. v 10982
558.258 (e)(2)(ii) through (vii) ta-

bles amended........cocveveveenininnnnnn 13545
558.265 (d)(1)(v), (viii) and (3)(ii)

TEMOVE. . euininiiinininieieieieaeneneanns 10982
558.274 Revised...cocvevvieniinininninenennns 10982
558.305 (b) and (e) table amended

................................................. 13545

558.311 (e)(1)(ii) and (xv) amend-
ed; (e)(b) revised .....cveenvinininnns 10983
(b)(1) through (4), (6), (7), (e)(1)
table, (2)(v), (3)(v) and (4)(V)
amended .....coeveeeeiniiiiiiiiiieieaas 13545
558.325 (A)(3) revised......ccveuevvenininnnns 10983
(a)(1), (c)(3)({), (d)(A) table and
(2) table amended.............. .
558.340 Heading revised
(a) amended......ccovevenvineniinininnenenn.
5568.342  (e)(1)(iv)  table
(e)(1)(ix) table amended............. 25183
(b)(1) and (e)(1) table amended
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558.348 (a) amended.............ceeueennn
558.355 (£)(3)(ix) removed;
(£)(3)([{i)(b) and (xii)(b)

amended ........coceevininiininin 19987
(O)(Mdii)(a) amended ..............cvee. 27859

(f)(8)(iii) introductory

amended ........cooeviiiniiie 66265

O3,
(Xv),

(vid), %), (xi), (xii),
(xvi), (xvii), (xviii),
(xix), (xx), (xxiii), (xxvi),
(xxvii), second (4)(iv), (vi)
and (vii) removed ............c..n.nne.
@), (9, A1), @O@)(ii)d),
1iv)(b), (v)(b), (vii)(®d),
(xiv)(b), (xxv)(b), (xxix)(b),
xxx)(b), (2)3ADDb), {iD)(D),
D)), (1ii)b), (v)(d) and
(v)(b) amended; (£)(1)(1)(b) re-
VISEA eiuiniiiniiiiiieiiei e
(b)(3) correctly removed..............
5568.363 (a)(2), (5), (6), (A)(1)(i),
(v), (vii), (viii), (ix), (3)(iii)
and (iv) removed; (d)(1)(iii)
and (iv) redesignated as
(DD)E1) and ({ii); (AA)(vi)
redesignated as (dA)Q)({Ev);
(A)A)(x) and (xi) redesig-
nated as (d)(1)(v) and (vi) .........
@)®), (M, @M)(viXB) and
(x)(B) amended ........coceveneninnnnn.
558.364 (a) and (d) table amended

558.366 (d) table amended......42007, 52429

(d) table amended
558.369 (a) amended.........oeeeuvenennnens
5568.415 (a) revised; (b) and (c) re-

designated as (c) and (d); new

(b) added....cceeveviiiiiieiieeieeeanns 13545
558.430 (a) revised; (b) and (c) re-
designated as (c) and (d); new
(b) added....cccevveiiiiiieiieeieeanns 13545
558.460 (d)(2)(iv) removed .........c.....v.. 52430
(@)(2) removed......ccceeeeviiniienininnnns 10983
(b), (A)()({) table, (ii) and (iii)
amended ......ooevvviiiniininiinieiiananns 13545
558.464 (a)(1) and (2) amended ......... 13545
558.485 (b)(3) amended .............coevinnnns 52431
(b)(7) and (e)(1)(xii)(C) amend-
(10 B PP PPN 13546
5568.500 (a), (b), (e)(1) table, (i)
table, (2)(1) table, (vi) table
and (xi) table amended............... 63872
(e)(2)(viii) and (x) amended ......... 13546
558.515 (d) amended..........ceevvenennnnns 10983
(a) and (d) table amended............ 13546

33
568.530 (a) and (b) removed;
(d)(1), (2) and (3) tables re-
VISEA oo 69993
Removed........coooviiiiiiiiiiiiieneen, 10983
5568.550 (d)(1)(i), (iv), (v), (viii),
(ix), (xii), (xiv), (xv), (xvii),
(xviii), (xix), (xxiv), (B)(@{iv),
(vi) and (vii) removed............... 10983
@), @Mdiie),  (viXe),
(vii)(o),  (xiii)(c),  (xvi)(o),
(xx)(c), (xxi)(C), (xxii)(B),
(xxiii)(b), (3)(AD(B), (iii)(B),
(v)(B) and (4)(i)(b) amended
................................................. 13546
558.555 (d)(3), (4) and (8) removed,;
(@(b5), (6) and (7) redesig-
nated as (d)(3), (4) and (5) ......... 10983
(d)(2), (3), (4) and (8) amended
................................................. 13546
558.575 (d)(1)(ii) removed................. 10983
(a)1) amended........coevveniinininnennnn. 13546
558.582 (a) amended...............evenennen. 13546
558.600 (e)(1)(iii) amended ............... 13546
5568.618 (b), (e)(1)(i) table, (ii)
table, (2)(i) table, (ii) table
and (iii) table amended.............. 19987
558.625 (b)(14) removed ..........coevvievnn 52431
(b)(10) added; (b)(54) amended;
(b)(57) and (83) removed............ 13546

558.630 (b)(5) amended
558.635 (a)(2) amended
(a)(2) amended .........cevvevenenininnnn

(@)@)(v), (vi) and (vii) cor-
rectly revised ..........ooeeeiinininnn. 17860
558.665 (e) table amended .................. 42008
558.680 (d) revised........cceevivinninnennns 10983
(b) amended.......cccevevevevnininininnnnns 13546

573.170 Introductory text cor-
rectly revised........cooiiiiiiniiiiinnnnns 42692
573.210 Added ...oevvvvniniiieiiiieeieeieanes 14176
579.40 (a) revised........ccovvviiiiiiiiiiniinens 27304

(a)(2), (3) and (4) correctly re-
VISEA iiviiiiiiiiiiici 34565
600.2 (b) amended.............coevvvvveeiiiiinnn. 19585

800.55 (g)(1) revised; (k) amended

............... . e 9412
801.3 Added........oovviiniiiiiiiiii, 58817
801.18 (Subpart A) Added................... 58818
801.20 Added........oocvviiiiiiiiniiniiii, 58818
801.30 Added.......coocevviiiiiiiiiiiniiiiii, 58818
801.35 Added........oocvvviiiiiiiiiniiiin, 58818
801.40 Added........oocevviiiiiiiiiiiiiiiiii, 58818
801.45 Added........oocvvviiiiiiiiininiini, 58818
801.50 Added........ccooevviiiiiiiiiiii, 58818
801.55 (Subpart B) Added................... 58818
801.57 Added........ccoeviiiiiiiiii, 58820
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801.119 Revised ......covvvevivneiiiireeiineennn, 58820
801.128 (£)(2) through (7) redesig-

nated as (f)(3) through (8);

new (£)(2) added
803 Revised; eff. 8-14-15....
803.3 Amended.........ccoccevviiiiiiiiiinniin,
803.32 (¢)(6) through (10) redesig-

nated as (c)(7) through (11);

new (c)(6) added.............cooevinvinenn, 58820
803.33 (a)(7)(iv), (v) and (vi) re-

designated as (a)(7)(v), (vi)

and (vii); new (a)(7)(iv) added

803.42 (c¢)(6) through (10) redesig-
nated as (c)(7) through (11);
new (¢)(6) added..............oevvivinennn. 58820
803.52 (¢)(6) through (10) redesig-
nated as (c¢)(7) through (11);
new (¢)(6) added.............eeevivvnnenn. 58821
803.568 Stay at 61 FR 38347 lifted;
stayed indefinately; eff. 8-14-

806.1 (a) amended .......ccevevevrenenennennnns 9413
806.2 (f) through (1) redesignated

as (g) through (m); new (f)

and (n) added..........oooevviiiiiiiiiniiinn
806.10 (c)(b) revised
806.20 (b)(2) revised
810.2 (h) through (k) redesig-

nated as (i) through (1); new

(h) and (M) added............oevvvveeeen 58821
810.10 (b)(2)(iii) amended;
(B)2)(V) added .......ooovvviirieiiniinn, 58821
814.1 Revised; eff. 4-10-14 .................. 1740
814.3 (p), (@) and (r) added................. 58821
(s) and (t) added; eff. 4-10-14 .......... 1740
814.20 (b)(13) redesignated as
(b)(14); new (b)(13) added; eff.
4-10-14. 00 1740
814.37 Heading and (b) revised;
eff. 4-10-14......ccveiiniiiiiiiiiieieeans 1740
814.39 (c) redesignated as (c)(1);
(¢)(2) added; eff. 4-10-14............... 1740
814.44 (e)(1)(ii), (iii) and (iv) re-
designated as (e)(1)(iii), (iv)
and (v); new (e)(1)(ii) added;
eff. 4-10-14......ccvviniiiiiieiieeienans 1740
814.84 (b)(4) added.........coovevvivveviiinninnns 58822
814.100 (b) through (e) redesig-
nated as (d) through (g); (a)
redesignated as new (b); (a)
and new (c) added; eff. 4-10-14
................................................... 1740
814.104 (b)(4)(ii) and (5) amended;
(b)(6) added; eff. 4-10-14 .............. 1740

814.116 (c)(2), (3) and (4) redesig-
nated as (¢)(3), (4) and (b);
new (c)(2) added; eff. 4-10-14

................................................... 1741
820.3 (bb), (cc) and (dd) added .......... 58822
820.120 (b) amended..........ccocvvevivrrnns 58822
820.184 (f) revised......c.cccccvviivineiiiiiinnns 58822
820.198 (€)(3) revised.......ccccvvvveiiirennns 58822
820.200 (d)(2) revised.........coceerviiiiiinnens 58822
821.3 (n) and (0) added..........ccecevreenn 58822
821.25 (a)(2)(1) and (3)(i) revised

.......................................................... 58822

821.30 (a)(2), (b)(2) and (c)(1)(i) re-

VISEA oo 58822
822.3 (e) through (m) redesig-

nated as (f) through (n); new

(e) and (0) added.............oevvveerennns 58823
822.9 (a)(4) revised ........ccooveiiiiiiiinn 58823
830 Added.......c.coovviviiiniiiiiiei 58823

(Subpart A) Added .........ccoeeeviiinnns

830.20 Added
830.40 Added
830.50 Added
830.60 Added
830.200—830.220

870.3535 ReVised ....c.coovvvvvviiiiiiiiiiinns 79303
870.5225 Revised ......oocevvvveviiiniiiiiniiinn, 79307
872.3960 (C) revised.........cocevvvveiinnrnnns 79310
872.4770 Added ........coovvvviviiiiiriiiiiicis 79310
876.5870 Revised....ccvvvevvineniniinenninennnns 3094
878.4755 Added; eff. 4-9-14 ................ 13219
880.6305 Added .......coovvvviiiiiiiiiiin 28734
882.1440 Added .....cevvvniviiiiiiiieeienans 9085
886.4155 Added ......ccoovvviiiiiiii 68715
892.1990 (c) revised......ccoeeviviiennnnnnnnns 3094
1240.62 (c) removed; (d) and (e)
redesignated as new (c) and
() e 44881
Regulation at 78 FR 44881 eff.
date corrected..........ccccoevveiinnnnnnn. 63872
Regulation at 78 FR 44881 and
63872 eff. date confirmed............ 66841
Chapter II—Drug Enforcement

Administration, Department of
Justice (Parts 1300—1399)

1308.11 (A)(47) added ........oovviiiiiiiinnn,
(h)(9), (10) and (11) added......
(h)(12), (13) and (14) added....
(h)(15) through (18) added....
(h)(19) through (28) added
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1308.13 (c)(11) through (14) redes-
ignated as (c)(12) through

(15); new (c)(11) added................ 72016
1308.14 (e) and (f) redesignated as
(f) and (g); new (e) added ........... 26705

(c)(1) through (53) redesignated
as (c)(2) through (54); new
(©)1) added ....coevvvveniiiieneiinianns 10989

Proposed Rules:

1—1299 (Ch. D.vvvvniiiiiiiiicciicc 16698
T 24691, 42382, 45730, 45782, 48636,
49988, 57320, 69602, 69603, 69604
.................................. 7006, 8907, 17947
21085, 36711, 65588,
70248, 72838, 72840, 72841

........................................... 10740, 12134
16 .. 24691, 24692, 42382, 45782, 48636,
48637, 49988, 57320, 64425, 64736,

69006, 69603, 69604, 69605, 78014,

78064, 78068

11738, 11880, 11990
24691, 48636, 69604

24691, 48636, 69604

112.......... 24692, 48637, 50358, 69006, 69605

.................................................... 13593
114 ., 24691, 48636, 69604
117 i, 24691, 24693, 48636, 69604
118 i 44483
120 . 24691, 48636, 69604
121 78014, 78064, 78068

........................... 5353, 16251

....... 24691, 48636, 69604

129 24691, 69604
172 i 43093, 49990
173 28163
179 i, 24691, 48636, 69604
182, 43093
211.. ...24691, 48636, 69604
225 64425, 64736

.............................................. 6111
310 i 65904, 76444
312 27115, 27116
314.. ....65904, 67985, 78796
Bl i, 35155
833 76444
500 .o 64425, 64736

64425, 64428, 64736
........ 6111, 6116
....59308, 75515

7611, 13263, 16252, 16698
............................................... 64425, 64736

. 21858, 61991, 62500, 65923
............................ 1776, 4429, 8639, 11037

TITLE 22—FOREIGN RELATIONS

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

41.12 Revised . ....ccocoivvviiiiiiiiiicin
41.21 (a)(3) and (d)(4) revised...
41.22 (a) and (b) revised ............
41.24 (b) revised......cccocvvvviiiiiiiiiiiiiiiinnns
41.59 (a)(2), (3) and (b) revised;

(a)(4) removed ....cceeveveeeeinnennnnnnn 7583
42 Authority citation amended

42.24 (n)(2) revised
42.52 (¢)(1) revised

62.17 Revised.........oovcvveviiiiiiiiiiiin,
120 Authority citation revised........ 21526
Regulation at 78 FR 21526 eff.
date confirmed ............cceeeeivnnennn, 32362
120.1 (&) revised.......cccceiiviiiiiiniiieniinans 21526
Regulation at 78 FR 21526 eff.
date confirmed ............cooevviininnn, 32362

Revised; interim
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