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CHANGES APRIL 1, 2014 THROUGH JUNE 30, 2014

TITLE 21—FOOD AND DRUGS (iii) introductory text and
new (d) amended; (c) intro-
Chapter I—Food and Drug Ad- ductory text, (2)(ii), (f) and
ministration, Department  of new (i) revised; new (g) added 53088
I:P%?:Lh]f]nz%q)Human Services 314.98 Revised ..c.oeveviiiiniiiiieiieinns 33089
317 Added.....ceveniiiiiiiiiieeeeeens 32480
1 Authority citation revised........... 30719 | 329 Added....cccevvviiiiiiiiiiiiieeeeeeas 33089
1.361 Regulation at 77 FR 10662 510 Drug application approvals

confirmed .........ccveeeveeiiinneeneennnn. 18799 withdrawn ..., 19816
1.980 (Subpart Q) Added.................. 30719 | 510.600 (c)(1) table and (2) table
14.100 (c)(9) heading and (ii) re- amended................. 18157, 19815, 28816

VIS e 20095 | 516.1684 Added......cccovvninvinininiinininnnns 18158
16 Authority citation revised......... 30721 | 520.28 Revised .....covvvveveviiiiiiiiiinenens 28816
16.1 (b)(1) amended.............cccvvven..... 30721 | 520.38a (b) amended...........ccceeeennnnn. 28816
17.2 Regulation at 79 FR 6090 eff. 520.38b (b) amended...........cevuvevnnnnn 28816

date confirmed ......coveeeineiinii, 32643 | 520.62 Revised .....cocevvvvnininiiininiininnns 28816
17.5 Regulation at 79 FR 6090 eff. 520.82 Revised ...ovvveviininiiniiiiieinns 28816

date confirmed ......oovvvviniininiinn, 32643 | 520.82a Revised .......cocvvvvvnvnininininnnnns 28816
73.530 (C) TVISEd wuveeeeneeeieeeeeeeeeenns 20098 | 520.82b Revised .....cecvvvivvinininninininnnns 28816

Regulation at 79 FR 20098 eff. 520.88a (a), (b), ()@, (ii),

date confirmed ...........cccoeeeennnn 33431 (2)(1) and (iii) revised................ 28816
101 Policy statement; eff. 1-1-16 520.88b (a), (), DLEXA), (O,

................................................. 23262 1D(A), (C), (c)(DH(@) and (iii)

106 Policy statement ..........ccc.venee... 33056 Tevised..ccoiiiiiiiiiee e 28816
106.3 Amended .....cccceeeeeeeeeeeeeiniiiinn. 33070 | 520.88c (a), (b), (d) heading, (1)
106.20 (i) revised......cceveneniineniinennnnn. 33071 and (3) revised ......c..ceeveeiinininnnn. 28817
106.30 (e)(2)(ii) revised.........ceevuenenn.. 33071 | 520.88d (a), (b), (d) heading, (1)
106.35 (a)(4) and (b)(1) revised ......... 33071 and (3) revised ........ceeeevveniniinnnn. 28817
106.50 (a)(2) revised ......cccvvnenevnennnnn. 33071 | 520.88e (a), (b), (d) heading, (1)
106.91 (b)(1), (2), (3), (4(i), (ii) and (3) revised ........ceeeevveniniinnnn. 28817

and (iv) revised........ocoevveninvennns 33071 | 520.88f Revised .....covvininiinininnininnnnens 28817
106.96 (c)(1), (2)(ii), (2)(1) and (2) 520.88g (b), (c)(1)(@), (dii), @2){d)

revised; (g)(3) added.................. 33071 and (iii) revised ......cocoevveninrenenn. 28817
106.100 (H)(4), (k)(5)(ii), (m) and 520.88h (b), (c)(L)(@), (dii), (2){d)

(0) revised....ccoeveiveiiiniiieieeeinns 33072 and (iii) revised ......cocoevveninrenenn. 28817
106.120 (b)(7) added......ccoevvvnenennennnnn. 33072 | 520.90a Removed ........cceevnveivnenennnnnns 28818
106.121 (d) and (i) revised; (j) 520.90b Heading, (b), (c) heading

AAAEd cneniiiiiiiiieeee e 33072 and () revised ......cocvvvviiiinannns 28818
172.803 Added ...cevveneniiiiiiiieiienane 29085 | 520.90c Heading, (b), (c)(1)(ii)

179.26 (b) table amended ................. 20779 and (2)(iii) revised ..........ceeuenenn 28818

310 Authority citation revised........ 33087 | 520.90d Heading, (c)(1)({), ({ii),

310.305 Amended; (e), (f) and (g) (2)(1) and (iii) revised................ 28818
redesignated as (f), (g) and 520.90e Heading and (d)(3) revised

(h); new (e) added; (D), (C)(2), | e 28818

(3) introductory text and 520.90f Heading and (b) revised;

new (g)(1) amended; (c¢) intro- (d)(1)(di) and (2)(ii) amended

ductory text, (1)), (A) and | e

new (f) revised; (c)(4) re- 520.110 (d) revised......cocevvvinininininnnnn

TNOVEQ . euuininiiiniiieeieneirenennanenns 33087 | 520.154a (b) amended........cccveueneanen.

314 Authority citation revised........ 33088 | 520.154a (b) amended............ccue.n.n...
314.80 Amended; (c)(1)(v), (d)(2) 520.154b (b) amended .........ccccveneneenens
and (e)(2) removed; (d)(1), 520.154c (b) amended ....

(e)1) and (g) through (k) re- 520.246 Revised.......ccevevvvininininininnnn,

designated as (d), (e) and (h) 520.260 Footnote 1 removed;

through (1); (a), (¢)Q)@d), (ii), (b)(2) amended..........eeeuvenennnen. 28818
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LSA—LIST OF CFR SECTIONS AFFECTED

CHANGES APRIL 1, 2014 THROUGH JUNE 30, 2014

TITLE 21 Chapter I—Con.
520.3002 (C) revised ....cocvvurenerrinenennens
520.300b (C) revised ....cocvvurenenrenenennnns
520.300C (C) revised .....occvvveerrinininnnns
520.309 (b)(1) amended............ceuvnens
520.310 (b) amended; footnote 1
TEMOVE...uiniiiiiiieieieieieaeneaeaeanns
520.370 (b) amended..............cevunennn.
520.390a (b)(1)(ii1) amended;
(b)(1)({ii) removed.........cceuenenen..
520.390b (b) amended ...........ceuvvnennn
520.390c (b) amended .............ceeuenn.n.
520.420 Footnote 1 removed.............
520.434 (b) and (c¢)(3) amended
520.441 (b)(2) amended.....................
520.446 (b)(1) amended ..........cceueenens
520.447 (b) amended.........oceevvinininnen.
520.530 (b) and (d)(3) amended .........
520.531 (a) added; (c) removed; (d)
redesignated as new (c); (b)
and new (c)(3) revised...............
520.534 (a) revised; (b) amended
520.540a Revised .......cceeevvviviiininnnnnn,
520.5640b Footnote 1 removed;
(a)(3) and (b)(3) revised.............
520.540c Footnote 1 removed; (b)
amended; (c) revised
520.5650 Removed..........cceuvenen.
520.563 Heading and (c) revised;
(b) amended..........cceeevviiiininnnnnn,
520.580 (b)(2) amended.....................
520.608 Heading, (b) and (c) re-
VISEA tininiiiiiniiieieeee s
520.622a (a)(2) amended ...................
520.622b (a)(2) amended ...................
520.622¢ (b)(2) amended
520.623 Heading, (b) and (c)(3) re-
VISEA cininiiiiniiieeieeee s
520.666 (b) amended...........ccceuvuvnnnnn
520.763 Revised......cocvvveveiiininininnnnnnns
520.763a Revised ......cooevvevvvnininnninnnnn,
520.763b Revised .....cceeveuvinininninininnens
520.763c (d) redesignated as (c);

520.816 Heading, (b) and (c)(3) re-
VISEA eiuiniiiiiniieie e
520.823 Heading and (a) revised
520.863 Heading and (c) revised;
footnote 1 removed...................
520.870 (c) added; (d) removed
520.9032 Revised ......coeveuvinininnininnnnens

520.903b (a), (b) and (c) revised

520.903d Heading and (c)(3) re-
vised; (¢)(4) removed................. 28821

520.903e (b) and (¢)(3) revised .......... 28821
520.960 Heading, (b) and (c)(3) re-

VISEA tininiiiiiiriiieeeeeeee s 28821
520.1060 Added.......coevvveniineninennanannnns 28821
520.1100 (d)(1)(ii) and (2)(1)(A) re-

VISEA ceuiiiiiniiiiiieinie e 28822
520.1120a (a) removed; (b)

through (f) redesignated as

new (a) through (e); new (a)

and (e) revised ........coeevniininnnns 28822
520.1120b (a) removed; (b)

through (e) redesignated as

(a) through (d); new (d) re-

VISEA cininiiiiririiieeeeieee s 28822
520.1157 Heading and (c)(3) re-

VISEA ceuiniiiiieie e 28822
520.1158 Heading, (b) and (c)(3)

TeVISEd . cviiiiiiiiiiiieeeeeeees 28822
520.1196 Heading, (¢)(1)(i) and (iii)

TeVISed . .iiiiiiiiiiiiieivieee e 28822
520.1199 (b) amended ..........cceeueneenens 28822
520.1204 (b) amended .........cccvenenenens 28822
520.1242a (b)(2) amended.................. 28822
520.1242b Revised ...ccoevevviininninininnns 28822
520.1242c Revised....cccveiiniinenninnnnnns 28823
520.1242e (b) amended...................... 28823
520.1242f Heading, (a) and (b) re-

VISEA eiuiniiiiiiiienivi e 28823
520.1242g (a) removed; (b)

through (f) redesignated as
new (a) through (e); new (d)
TeVISed . .iviiiiiiiiiiiiiii e 28823

520.1263a Revised ......cccvevvnevninninnnnnn. 28823
520.1263c (b)(1) and (2) amended
................................................. 28823
520.1265 (b)(1) amended.................... 28823
520.1284 Revised .....cceevveivniininninnnnnss 28823

520.1310 Heading revised; (b)
amended .....oeveeeiiniiiiiiieiieiiaas 28823

520.1315 (b) amended .........cccvvneneenens 28823
520.1320 Revised ....ccoevveniininiiiinininnnns 28823
520.1326a (¢) heading and (3) re-

VISEA cininiiiiiiiiieeieeee e 28824
520.1326b (c) heading revised........... 28824
520.1330 Revised ....ccoevveniininininnininnnns 28824
520.1331 (b) and (¢)(3) revised .......... 28824

520.1341 Heading, (b) and (c) re-
VISEA ciuiniiiiiniieeie e
520.1380 Revised
520.1408 Revised
520.1409 (c¢) and (d) removed; (e)
redesignated as new (c);
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heading, (b) and new (c) re-
VISEA cininiiiinininieieie e
520.1422 (b) amended
520.1430 Heading, (b) and (c) re-
VISEA oiniiiiiiniririiiee e
520.1450a (b) amended......................
520.1450b (b) amended....................s
520.1450c (b) amended
520.1451 (c) removed; (d) redesig-
nated as new (c); (b) and new
(©)B) amended .......cceeveeneinininnnns
520.1452 (b) amended; (d)(3) re-
VISEA tininiiiiinirieeeeeee s
520.1453 (b) amended; (d)(3) re-
VISEA cininiiiiiiiiieee e
520.1468 Revised
520.1484 (b)(1), (2) and (3) amend-

520.1628 (b) amended
520.1629 (a)(2) and (b)(2) amended
520.1630 (b) revised ........cocevvnvnininnnn.
520.1631 (b) amended
520.1638 Revised
520.1640 Removed ........covvvveveninnnnnnnn
520.1660a (b) amended..........c...euvenen.
520.1660b (b) and (c) amended..........
520.1660c (b) and (d)(3) amended
520.1660d (b)(1), (2),
(DMOEDANS), (B3, (C)}3)
and (iii)(C) amended.................
520.1696b (b) amended......................
520.1696¢ (c) removed; (d) redesig-
nated as new (c); new (c)
heading and (3) revised.............
520.1696d (c) removed; (d) redesig-
nated as new (c); (b) and new
(c) heading and (3) revised........
520.1720a (b)(3) amended..................
520.1720b Revised
520.1720c (c)(3) revised.........cevuenennn.
520.1720d (c) removed; (d) redesig-
nated as new (c); new (c)(3)
revised..cooviiiiiiiiiii e
520.1780 (a) amended
520.1802a (b) amended; (c) foot-
note 1 removed; (¢c) heading,
(1) and (3) revised
520.1802b (b) amended; (c) head-
ing revised; (c) footnote 1 re-

520.1802¢ (b) amended; (c) head-
ing, (1) and (3) revised
520.1803 (a) and (c) revised

520.1804 (b) amended; (c¢) footnote

1 removed ..oocvveniiniiiiiieeieeinens 28826
520.1805 (¢)(3) revised
520.1807 (b) amended
520.1840 (b)(1) amended.................... 288217

520.1855 (c)(3) revised ......c.eevvvnennnnns 288217
520.1860 (c) removed; (d) redesig-
nated as new (c); (¢)(3) added
................................................. 288217
520.1880 (c) removed; (d) redesig-
nated as new (c); heading,
new (c) heading, (1) and (2)
TeVISEd . .iiviiiiiiiiiiiiiin e 28827
520.1900 Heading, (b) and (c)(3)
TeviSed..coiviiiiiiiiiee e 28827
520.1920 Revised ......cevveniiiininiininennnns 288217
520.1921 Heading, (b), (¢) heading,
(2) and (3) revised .......ccevenennenn. 28827
520.1962 Revised .....ccevveiiiiiniininennnns 288217
520.2002 Revised ....oevvvneniinininninininnens 28827

520.2043 (b)(1) and (2) amended........ 28827
520.2044 (b)(1) amended.................... 28827
520.2045 Revised
520.2046 Added......coevveneniinininiininianns
520.2098 Revised
520.2100 Revised
520.2123a (a) and (b) revised
520.2123c (b) amended.........cceeueueenens 28828
520.2150 Revised
520.2150a Removed
520.2150b Removed
520.2158 Removed;

redesignated

from 520.2158a; heading and

(a) reVised...ccouveniiniiiniieiieeanens 28828
520.2158a Redesignated as 520.2158

................................................. 28828
520.2158b Removed ............coeeenviennnnn. 28828
520.2158¢c Removed ...........coeeeniinneen. 28828

520.2160 Removed ........cceevvneveenennnnns 28828
520.2170 (d) removed; (b), (¢) and
(e) redesignated as new (c),
(b) and (d); heading, new (d)
heading, (1) and (3) revised

................................................. 28829
520.2184 Revised .....ccceevveivninninninnnnnss 28829
520.2200 (d)(3)(iii) revised ................ 28829
520.2218 (b) amended ....................... 28829
520.2220a Revised ......ccoevvvevivinininnnn, 28829
520.2220b Revised ......ccceevnivinninnnnnns 28829
520.2220c Revised.........coeevvviiinininnnn. 28829
520.2220d Revised .......ccevvnevninninnnnnns 28829
520.2220e Added .......oevveviiiniiniiiinannns 28830
520.2220f Added.......coevvvveiiiiiiiinnnns 28830
520.2240a Revised ....covevvevininiinininnnns 28830
520.2240b Revised ......cccvevvvvninninnnnns. 28830
520.2260a (b)(1) amended.................. 28830
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TITLE 21 Chapter I—Con.

520.2260b (b)(1) and (c)(2)(iii)
amended; (¢)(2) footnote 1 re-
TNOVEA . eeuiniiiiiniiieeieeineneaeanenns 28830

520.2260c (a) and (b) redesignated

as new (b) and (d); new (a)

and (c) added; new (b) and

(@)(B) revised....ccevveiinineneinininnns 28830
520.2261a (d) removed; (a), (b) and

(c) redesignated as (b), (c)

and new (d); new (a) added;

new (b) and (c) revised; new

(d)(2)(ii) amended.................... 28831
520.2261b (d)(A)(i) revised;
(d)(4)(ii) amended...........ceuvnens 28831
520.2280 Heading, (b) and (c)
amended .....coeveeeeiniiiiiiiiiieiiaeas 28831
520.2325a Heading revised; (a)(3)
amended ......oceeeeeieiiiiiiiiiieieaean 28831

520.2325b Revised
520.2330 (b) amended; (c¢) footnote
lremoved.....cocoeveiiiieninenennn.. 28831
520.2345a Heading and (b) revised
520.2345b (b) revised
520.2345c¢ (b) revised
520.23456d (b)(1), (3), (d)(1)(iii) and
(2)(iii) amended; (b)(b) added

520.2345e Heading and (b) revised;

(c))(v) removed ......cevvenenennn.. 28831
520.2345f (b) amended; (c) heading

and (3) revised ......coceeeiriiiininnnnn. 28831
520.2345g (b) amended; (c) head-

ing and (3) revised ..................l 28831
520.2345h (b) amended; (c¢) head-

ing and (3) revised ..........cevuenens 28832
520.2362 (a) removed; (b), (¢) and

(d) redesignated as new (a),

(b) and (c); heading and new

(a) and (c) revised.......c.cceuenenenn. 28832
520.2380a (a) removed; (b)

through (e) redesignated as

new (a) through (d); new (b)

TeVISed.cvviiiiiiieiee e 28832
520.2380b (a) removed; (b)

through (e) redesignated as

new (a) through (d); heading

and new (b) revised................... 28832
520.2380c (a) removed; (b)

through (e) redesignated as

new (a) through (d)...........ceeeees 28832
520.2380d Heading and (c) revised

520.2380f Heading, (c) heading, (1)
and (3) revised .....ccoveinvininiinnn.
520.2471 Added......coevveveniiniiniineninnns
520.2475 (b) amended .........ceceuvuennnnn
520.2520a Redesignated from
520.2520b and revised.................
520.2520b Redesignated
520.25208 ...cuviiiieieeeeeee s
Redesignated from 520.2520e;
(¢c) and (d) removed; (e) re-
designated as new (c¢); (b) and
new (c) heading and (3) re-
VISEA cininiiiiiiiiieee e
520.2520¢c Redesignated from
520.2520f; (¢) and (d) removed;
(e) redesignated as new (c);
(b) and new (c) heading and
B)revised ....ccoevviiiiiiiiiiiieiinns
520.2520d Redesignated
520.2520g; (¢) and (d) re-
moved; (e) redesignated as
new (c¢); (b), (¢c) heading and
B)revised ....covviiiiiiiiiiiiiinns
520.2520e Redesignated as new

520.2520D ...t
520.2520f Redesignated as

520.2520C ....uiviniieiieieeeeeeeaeans
520.2520g Redesignated as

520.2520d.....ceiiieieeieeeee s

520.2582 Revised
520.2604 Revised
520.2605 Revised
520.2610 Revised
520.2611 (b)(1) amended
520.2613 (a), (b), (c) heading, (1)
and (3) revised ........ceeeviiininennns
522.313c (d) revised......cocevvininininnnn
522.5633 (b)(1) amended ..........cceuvenens
522.955 (d)(1)(i)(C) and (ii)(C) re-
VISEA eiuiniiiniiiiieeiee e
522.956 (d)(3) revised........cceevvvneninnnns
522.1044 (b)(4) amended....................
522.2473 Added.......cevvvviniiiiiniienannns
522.2662 (b)(2) amended....................
526.313 (d) removed; (e) redesig-
nated as new (d); new
(d)(1)(iii) and (2)(iii) revised
556 Technical correction
5568 Technical correction
Drug application approvals
withdrawn ...........ccooeeeiiiiiinnn
5568.95 (a)(2), (D(@2)({@), (D), )@
and (ii) amended.......................
558.261 (e)(2)(ii) and (iii) amended
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5568.274 (a) introductory text,
(c)(1)(i) and (2)(I) amended;
(a)(2) and (3) removed; (a)(4)
redesignated as new (a)(2) ........ 19815
558.325 (a) through (d) redesig-
nated as (b) through (e); new
(a) added; new (b) revised;

new (e)(2) amended................... 19815
558.485 (b)(3) and (6) removed.......... 19815
5568.550 (d)(1)(i)(c) and (2)()(c)

amended ......oeveveriniiiiiiiiiiiiiiaaa 18159

558.625 (b)(2) through (24), (26)

through (38), (40) through (53)

and (b5) through (88) re-

moved; (b)(25), (39), (54), (89)

and (90) redesignated as new

(b)(2) through (6) .....cevvvvinenennn.. 19815
558.630 (b) revised
558.635 (a) revised
600 Authority citation revised........ 33090
600.2 (b)(2) and (d) removed;

(1)(3), (e) and (f) redesignated

as new (b)(2), (d) and (e); (a),

(b) introductory text and

new (e) amended...........ceuvuennnns 33090
600.80 Amended; (c)(1)(Iv), (d)(2)

and (e)(2) removed; (d)(1),

(e)(1) and (g) through (1) re-

designated as (d), (e) and (i)

through (n); (a), (c)(1)(1), (ii),

(iii) and new (d) amended; (c)

introductory text, (2)(ii), (f)

and new (j) revised; new (g)

and (h) added.......ccceenevveninnnnnnn. 33090
600.81 Amended; existing text

designated as (a); (a) heading

added; new (a) amended; (b)

AAAB ..vrvievieereiieieeie et 33091
600.90 Amended............coocvererienronnnn 33092
866.3372 Added

866.3945 Added

872.3640 () and (b)(2) revised .......... 34625
876.1330 Added........cocovereerreeeerianenian 28403
876.5015 Added.........coveveeeeereereanennns 30724
878.4452 Added........c.covevveeeeeeeneennnnnn 34224
878.4635 ReVISed .....c.covevvereeeeeeeaeeneas 31213
878.4790 Added........cocoveveeereeeeneanennns 31861
880.5445 Added........c.ccveveeeeraneanennns 28406
886.5700 Added..........coevveereereireannnns 22015
890.3890 ReVISEd ....cvevverreereeierienenian 201782

Proposed Rules:

1—1299 (CH. D)o 34668
S SRR 18866, 18867, 25758, 29699
3 (1) BT 30055, 30056, 30763

BT i 22602, 22910

860....euiiiiiiii 33711
866, .. i 29387
882 i 33712
884 .. i 24634, 24642
1100 ..., 23142, 30506, 35711
1140 e 23142, 30506, 35711
1143 oo, 23142, 30506, 35711

TITLE 22—FOREIGN RELATIONS

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

IReVISEd coiniiiiiiieens 35936
34 Authority citation revised......... 35283
34.7 (a)(T) removed .......coeevvevinennnnnn. 35283
34.8 (a) revised ....cocevvvviiiiiiiiiiinn, 35283
34.13 Introductory text revised

................................................. 35283
41 Authority citation revised......... 19289
41.3 Introductory text and (e) re-

VISEA ceuiriiiiieieee s 19289
42.11 Table amended ..............eevvvnen 32482
120.10 (b) revised; interim............... 27185

121.1 Amended; interim
Corrected......cccceenenennn.
123.20 (a) corrected .......coeveueninenenen.
124 Authority citation revised........ 27189
124.15 (a) introductory text, (b)
introductory text, (2) and (c)

revised; interim........................ 27189
126.1 (u) added.....cccoevevieiiniiieniienennn. 21617
126.17 (0)(2)(1) through (iv) cor-

rectly added ........covvviniiiininnnn.. 21616
126 Supplement No. 1 correctly

revised..cooviiiiiiiieie e 36393
173 Added; interim..........ccceeveveenene. 22017
Chapter Ill—Agency for Inter-

national Development (Parts
200—299)

234 Added....ccoeviviiiiiiiiiiieeens 26834
235 Added ....ccceeniiiiiiiiiiiieieeeaens 35283
Chapter lll—Peace Corps (Parts
300—399)

303.2 (d) through (i) redesignated
as (g) through (j), (1) and (m);
new (d), (e), (f), (k) and (n)

added; new (h) revised .............. 19818
303.3 Revised . ..cccouviiniiiniiniiiiieniinns 19818
303.5 (a), (b) introductory text

and (d) revised; (e) removed

................................................. 19818
303.6 Revised....couveiniiniiiniiiniiniinns 19818
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