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CHANGES APRIL 1, 2003 THROUGH MARCH 31, 2004 

TITLE 20 
Chapter IV—Employees’ Com-

pensation Appeals Board, De-
partment of Labor (Parts 
500—599) Chapter 
V—Employment and Training 
Administration, Department of 
Labor (Parts 600—699) 

604 Removed .........................................58549 

Chapter VI—Employment Stand-
ards Administration, Depart-
ment of Labor (Parts 700—799) 

718.2 Revised .........................................69935 
725.2 (c) revised ....................................69935 
725.459 (b) revised; (d) removed 

..........................................................69935 

Chapter IX—Office of the Assist-
ant Secretary for Veterans’ Em-
ployment and Training, Depart-
ment of Labor (Parts 
1000—1099) 

1001.150—1001.152 (Subpart F) 
Added; interim .............................39002 

Proposed Rules: 
220............................................................34341 
321............................................................63041 
404..........24897, 40213, 45180, 47877, 50985, 

55323, 61162, 62670, 
....................................................... 307 

408 ...............................................55323, 62670 
416..........24897, 40213, 45180, 55323, 61162, 

62670 
.................................................307, 554 

422............................................................69978 
641 ............................................................22520 
667 ............................................................56386 

.................................................... 11234 
670...................................................11234 
701...................................................12218 
703...................................................12218 

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............58960 

Meeting ..............................................61340 
Technical correction ......................63017 
Policy statement.............................69957 
Policy statement ..................1675, 7347 

1.225—1.243 (Subpart H) Added; 
interim ...........................................58960 

1.276—1.285 (Subpart I) Added; in-
terim ...............................................59070 

1.276 (b)(3) corrected.........................4851 
1.279 (f) corrected .............................4851 
1.280 (a), (c) and (d) corrected ..........4851 

(d) corrected .................................8330 
1.281 (a)(6), (7), (9), (12), (13), (b) 

introductory text, (6), (c) in-
troductory text, (7) and (13) 
corrected....................................4851 

1.283 (a)(1)(ii), (3) and (6) cor-
rected.........................................4851 

(b), (c), (d) introductory text, 
(1) and (e) corrected ...................4852 

1.284 (b)(1) corrected.........................4852 
1.285 (b), (d), (f), (g), (i)(1), (j)(1), 

(3), (l)(1) and (2) corrected..........4852 
3 Nomenclature change.....................24879 

Nomenclature change .................13717 
3.1 Amended..........................................37077 
3.2 (b) revised .......................................37077 
3.6 Revised ............................................37077 
3.7 (d) amended ....................................37077 
3.9 (b) amended ....................................37077 
5 Nomenclature change ..................13717 
7 Nomenclature change.....................24879 

Nomenclature change .................13717 
10 Nomenclature change ...................24879 

Nomenclature change .................13717 
10.20 (c)(6) and (j)(2)(ii) amended 

..........................................................25285 
12 Nomenclature change ...................24879 

Nomenclature change .................13717 
13 Nomenclature change ................13717 
14 Nomenclature change ................13717 
14.61 (d) amended.................................25285 
15 Nomenclature change ................13717 
16.1 (b)(2) amended; interim.............62368 
17 Nomenclature change ...................24879 

Nomenclature change .................13717 
20 Meeting .............................................61340 

Technical correction ......................63017 
Nomenclature change .................13717 

20.20 (e) added.......................................25285 
20.22 Existing text designated as 

(a); (b) added .................................25285 
20.26 (a)(4) added; (b) revised............25285 
20.27 Amended ......................................25285 
20.28 Amended ......................................25285 
20.29 Amended ......................................25285 
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20.33 Added ............................................25285 
20.34 Added ............................................25285 
20.40 (a) revised....................................25285 
20.41 (b) introductory text and 

(3) revised; (b)(2) amended; 
(c) added .........................................25285 

20.42 Redesignated as 20.45; new 
20.42 added .....................................25286 

20.43 Redesignated as 20.46; new 
20.43 added .....................................25286 

20.44 Revised .........................................25286 
20.45 Redesignated as 20.47; new 

20.45 redesignated from 20.42; 
(a) introductory text and 
(c)(1) amended; (c) introduc-
tory text and (6) revised ............25286 

20.46 Redesignated as 20.48; new 
20.46 redesignated from 20.43 
..........................................................25286 

(a) introductory text revised .......25287 
20.47 Redesignated as 20.49; new 

20.47 redesignated from 20.45 
..........................................................25286 

20.48 Redesignated as 20.50; new 
20.48 redesignated from 20.46 
..........................................................25286 

Amended ............................................25287 
20.49 Redesignated as 20.51; new 

20.49 redesignated from 20.47 
..........................................................25286 

(a) and (c) revised............................25287 
20.50 Redesignated as 20.52; new 

20.50 redesignated from 20.48 
..........................................................25286 

20.51 Redesignated as 20.53; new 
20.51 redesignated from 20.49 
..........................................................25286 

20.52 Redesignated as 20.54; new 
20.52 redesignated from 20.50 
..........................................................25286 

20.53 Redesignated as 20.55; new 
20.53 redesignated from 20.51 
..........................................................25286 

Amended ............................................25287 
20.54 Redesignated from 20.52 ..........25286 
20.55 Redesignated from 20.53 ..........25286 
20.81 (b) removed; (c) redesig-

nated as new (b) ...........................25287 
20.83 (a) amended.................................25287 
20.100 (c)(42) added; interim .............58965 
20.107 (a) revised ..................................25287 
20.111 (b) and (c)(4) amended ............25287 
20.120 Added ..........................................25287 

(a) corrected .....................................65392 
25 Nomenclature change ...................24879 

Nomenclature change .................13717 

60 Nomenclature change ...................24879 
Nomenclature change .................13717 

100 Nomenclature change .................24879 
Nomenclature change .................13717 

101 Nomenclature change .................24879 
Nomenclature change .................13717 

101.4 (h) revised....................................51704 
101.9 (c)(2)(ii) and (iii) redesig-

nated as (c)(2)(iii) and (iv); 
new (c)(2)(ii) added; (c)(2)(i) 
and (d)(1)(ii)(A), (11)(iii) il-
lustration, (12) illustration, 
(13)(ii) illustration, (e)(5) il-
lustration, (j)(13)(ii)(A)(1) il-
lustration and (2) illustra-
tion revised; (f), (g)(5) and (6) 
amended; eff. 1–1–06.....................41502 

101.36 (b)(2)(i) revised; eff. 1–1–06 
..........................................................41505 

101.69 (o)(1) amended.......................16481 
101.80 Regulation at 67 FR 71461 

confirmed.......................................39833 
101.81 Regulation at 67 FR 61782 

confirmed.......................................44209 
101 Appendix B amended; eff. 1– 

1–06...................................................41506 
109 Nomenclature change .................24879 

Nomenclature change .................13717 
111 Removed .........................................59715 
119 Added; eff. 4-12-04 .......................6853 
165.110 Regulation at 68 FR 9881 

confirmed.......................................34272 
170 Nomenclature change ...............13717 
172 Hearing denied ..............................46403 

Technical correction..........57799, 57957 
172.615 (a) table corrected; CFR 

correction ......................................17277 
172.800 Introductory text and (c) 

revised; (d) and (e) removed 
..........................................................75413 

172.867 (e) revised ................................46402 
172.869 Added ........................................50072 
177.1390 (c)(1)(i)(g) added .................15668 
177.1520 (b) table amended ..............16481 
184 Nomenclature change .................24879 

Nomenclature change .................13717 
201 Nomenclature change .................24879 

Technical correction ............1320, 7114 
Nomenclature change .................13717 

201.25 Added; eff. 4–26–04...................9170 
201.59 (a)(3) table amended ................266 

Regulation at 69 FR 266 eff. 
date corrected to 1–4–05 .............1320 

201.64 Regulation at 61 FR 17806 
eff. date confirmed ...................13717 
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TITLE 21 Chapter I—Con. 
(a), (c) and (d) revised; (j) 

added ........................................13724 
201.66 (c)(7)(i) revised......................13733 
201.70 Added....................................13733 
201.71 Added....................................13734 
201.72 Added....................................13734 
201.122 Corrected; CFR correc-

tion ..................................................55822 
201.314 (h)(1) and (4) revised .............18869 
201.323 Regulation at 65 FR 4110 

eff. date delayed; (c) intro-
ductory text revised; (c)(3) 
amended; (d) and (e) redesig-
nated as (e) and (f); new (d) 
added; eff. 7–26–04.........................32981 

203 Technical correction ................12792 
203.3 (u) Regulation at 64 FR 

67757 eff. date delayed to 
Dec. 1, 2006 .................................8105 

203.50 Regulation at 64 FR 67761 
eff. date delayed to Dec. 1, 
2006.............................................8105 

310.518 Revised .....................................59715 
310.538 (a) amended; (e) added..........24348 
310.545 (a)(3)(i) heading, (ii) and 

(d)(17) added; (d)(1) revised; 
eff. 4–19–04 ......................................18881 

(a)(18)(i), (v), (vi), and (d)(1) re-
vised; (d)(32) added; eff. 6–4– 
04 ......................................................33376 

(a)(4) redesignated as (a)(4)(i); 
new (a)(4)(i) heading, (ii) and 
(d)(34) added; (d)(1) revised; 
eff. 12–9–04 ......................................34291 

(a)(26)(xi) and (d)(37) added; (d) 
introductory text and (13) re-
vised ................................................51170 

310.548 (d)(1) corrected; eff. 4–19– 
04 ......................................................37963 

312 Nomenclature change .................24879 
Nomenclature change .................13717 

312.140 (a) amended.........................13473 
314 Nomenclature change .................24879 

Nomenclature change .................13717 
314.50 (l)(1) revised; (l)(4) heading 

added; (l)(2) and (3) amended; 
(l)(5) added; eff. 6–8–04 ................69019 

314.52 (a)(3) redesignated as 
(a)(4); new (a)(3) added ...............36703 

(a)(3) removed; (a)(4) redesig-
nated as (a)(3)...........................11310 

314.53 (b), (c)(1), (2) and (3) re-
vised ................................................36703 

(d)(4) amended .............................13473 
314.65 Amended ....................................25287 
314.72 (a)(2)(iii) amended ...................25287 

314.80 (c) introductory text 
amended ...................................13473 

314.81 (b)(2)(iii) revised; eff. 6–8– 
04 ......................................................69019 

314.94 (d)(1) revised; eff. 6–8–04 .........69019 
314.95 (a)(3) redesignated as 

(a)(4); new (a)(3) added ...............36705 
(a)(3) removed; (a)(4) redesig-

nated as (a)(3)...........................11310 
314.420 (a)(5) amended .....................13473 
314.440 (a)(1) amended .....................13473 
316 Nomenclature change ...............13717 
328 Nomenclature change .................24879 

Nomenclature change .................13717 
330 Nomenclature change .................24879 

Nomenclature change .................13717 
331.30 (c)(4) and (5) removed; 

(c)(6) redesignated as new 
(c)(4) .........................................13734 

335 Added; eff. 4–19–04.........................18881 
341 Nomenclature change ...............13717 
341.40 Corrected; eff. 12–23–04 ...........17881 
341.70 (b) corrected; eff. 12–23–04 

..........................................................17881 
347 Technical correction ..................3005 
347.1—347.50 (Subpart A) Heading 

revised; eff. 6–4–04 ........................33376 
347.3 Revised; eff. 6–4–04 ....................33376 
347.10—347.20 (Subpart B) Des-

ignation and heading added; 
eff. 6–4–04 ........................................33377 

347.10 Redesignated as 347.12; 
new 347.10 added; eff. 6–4–04 
..........................................................33377 

347.12 Redesignated from 347.10; 
eff. 6–4–04 ........................................33377 

347.20 Added; (d) suspended; eff. 
6–4–04 ...............................................33377 

347.50—347.60 (Subpart C) Des-
ignation and heading added; 
eff. 6–4–04 ........................................33377 

347.50 Redesignated as 347.52; 
new 347.50 added; eff. 6–4–04 
..........................................................33377 

(b)(2), (e)(1)(ii) and (f)(1)(ii) re-
vised; eff. 6–4–04............................68511 

347.52 Redesignated from 347.50; 
eff. 6–4–04 ........................................33377 

(c)(4) and (e) added; (d)(1)(i), 
(ii) and (3) revised........................35293 

Regulation at 68 FR 35293 con-
firmed .............................................58273 

347.60 Added; eff. 6–4–04......................33377 
349.12 (a)(3) amended ..........................32982 
350 Added; eff. 12–9–04.........................34291 
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352 Regulation at 66 FR 67485 re-
instated; eff. 6–4–04......................33380 

Suspended; eff. 6–4–04 .....................33381 
352.20 (b) added; eff. 6–4–04 ................33380 
352.52 (c)(2) heading, (d)(4) head-

ing, (f)(1)(ii) and (vi) revised; 
eff. 6–4–04 ........................................33380 

352.60 (b)(2), (c) and (d) revised; 
eff. 6–4–04 ........................................33380 

355 Nomenclature change .................24879 
Nomenclature change .................13717 

358.301—358.350 (Subpart D) 
Added ..............................................24348 

358.650 Revised; eff. 6–30–05 ...............75417 
369 Nomenclature change ...............13717 
369.20 Amended; eff. 4–19–04 ..............18882 

Amended; eff. 12–9–04......................34293 
500 Nomenclature change .................24879 

Nomenclature change .................13717 
509 Nomenclature change .................24879 

Nomenclature change .................13717 
510 Technical correction ...................42250 
510.600 (c)(1) table and (2) table 

amended ...17882, 26995, 33381, 34293, 
41066, 49704, 55823, 55824, 59881, 

62006 
(c)(1) table and (2) table 

amended.....................................1523 
520 Nomenclature change .................24879 

Nomenclature change .................13717 
520.48 (c) and (d) revised ....................62006 
520.88b (c) amended ................54658, 55824 
520.88f (b) amended .................54658, 55824 
520.446 (b)(3) amended ........................55824 
520.447 (b)(2) amended ........................55824 
520.522 Added ........................................54804 
520.538 (d)(1) and (2) revised..............18882 
520.870 (a) amended .............................51705 
520.905a (d)(4)(ii) revised; 

(d)(4)(iii) amended .......................26205 
520.1192 (a) and (b) revised; (d) re-

designated as (e); new (d) 
added; new (e)(1)(iii) and 
(2)(iii) amended; new 
(e)(1)(ii) redesignated as 
(e)(1)(ii)(B); new (e)(1)(ii)(A) 
added; new (e)(1)(ii)(B) 
amended .........................................43294 

520.1196 (b) revised ..............................55823 
520.1198 Added ......................................38601 

Revised ...............................................55309 
520.1242a Revised ..............................9753 
520.1263b Removed ..........................13220 
520.1265 Added.................................13220 
520.1288 Revised ...................................51905 
520.1350 Added ......................................42968 

520.1446 Heading, (a), (d)(1)(i), (ii) 
and (iii) revised ............................51905 

520.1452 (a) and (d)(3) revised; (c) 
added ...............................................51445 

520.1453 Added ......................................51446 
520.1498 Added....................................500 
520.1510 Revised ...................................51906 
520.1615 Revised ..............................13220 
520.1660d (a)(9) added ..........................42968 

(d)(1)(iii)(C) amended; (a)(7) 
and (b)(5) revised .........................68723 

520.1696b (b) amended .........................26204 
(b) revised .....................................9946 

520.1720a (b)(5) added ..........................41066 
(b)(3) amended ..................................59881 

520.1720c (a) and (b) revised; (c) 
removed; (d) redesignated as 
new (c) ............................................43926 

520.1870 (a), (b) and (c)(1) revised 
..........................................................57351 

520.1872 (a)(3) added; (c)(1)(i) 
table amended ..............................22293 

520.2043 (b)(1) amended ......................54803 
(d)(1)(ii) revised ...............................55199 
(b)(2) and (d)(2)(i)(B) amended 

..........................................................55825 
520.2044 (a)(3) and (b)(3) added .........34533 
520.2340 Added ......................................34795 
522 Nomenclature change .................24879 

Nomenclature change .................13717 
522.23 (b) introductory text 

amended .........................................33856 
522.246 (b)(1) amended ........................22594 
522.312 Added ........................................26205 

(d)(1) revised .....................................34796 
(d)(1) and (2) revised .......................49351 

522.315 Added ........................................60296 
522.480 (b)(2) amended ........................59881 
522.540 (a) revised ................................56765 

(b)(2)(i) and (c)(2) amended ...........59881 
(a)(2)(i) amended..............................65169 

522.841 Added ........................................49704 
522.900 Revised .....................................42969 

(b)(1) amended ..................................55824 
522.970 (b)(1) amended ........................70701 
522.1010 (b)(2) amended ......................59881 
522.1260 (a) and (b) revised ................51705 

(b)(2) amended .............................11507 
522.1367 Added ......................................68724 
522.1660 Heading revised ....................54805 

(b) and (d)(1)(iii) amended ............54806 
522.1660a Added ....................................54805 
522.1662a (k)(2) amended ....................36913 
522.1680 (a) and (c)(3) revised; (b), 

(c)(1)(i) table and (ii) table 
amended; (c) footnote re-
moved..............................................36913 
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TITLE 21 Chapter I—Con. 
522.1696a (b)(1) and (3) amended 

..........................................................34534 
522.1696b (b)(2), (d)(2)(i)(A) and 

(iii)(A) amended ...........................34534 
Regulation at 68 FR 34534 cor-

rected ..............................................42589 
522.1720 (b)(1) and (2) amended; 

(b)(4) revised..................................59881 
522.1883 Revised ...................................59881 
522.1962 Heading and (b) amend-

ed; (a) and (c)(2) revised; 
(c)(3), (4) and footnote 1 re-
moved; (c)(1) heading added 
..........................................................59881 

522.2063 (b) amended ...........................59881 
522.2112 (b) and (c)(1) amended; 

(c)(2) and (3) revised ....................62006 
522.2477 (b)(1), (2) and (d)(2)(i)(A) 

amended; (d)(2)(i)(B) and (C) 
redesignated as (d)(2)(i)(C) 
and (D); new (d)(2)(i)(B) 
added ...............................................42250 

(b)(1) amended......................48785, 55201 
(b)(1) amended; (d)(1)(i)(D) re-

vised ................................................55200 
(b)(3) added; (d)(3) heading re-

vised ............................................500 
(d)(1)(i)(E) added ...........................7116 
(d)(1)(i)(F) added..........................12271 
(b)(1) revised; (d)(2)(i)(E) added 

................................................. 13735 
522.2662 Revised ...................................26206 
522.2690 Added ......................................26995 
524 Technical correction ...................42250 
524.463 (b) amended .............................55825 
524.1044g (b) and (c) revised ..............42970 
524.1193 (b), (e)(1) and (2) revised; 

(e)(3) amended .............................501 
524.1376 (b) amended ...........................33381 

Regulation at 65 FR 33381 cor-
rected ..............................................42250 

524.1580b (b) amended .........................36913 
524.1600a (b) amended .........................55201 
526.88 (b) amended...............................44878 
526.464b (d) amended...........................44878 
526.464c (b) amended ...........................44878 
529.1044a (b) amended .........................59881 
529.1660 Added ..................................6557 
529.1940 (d)(1), (2), (e)(1) and (2) 

revised; (e)(3) amended...............57613 
556.36 Added ..........................................62007 
556.113 (a) redesignated as (a)(1); 

(a) heading and (2) added; 
(b)(2) amended ..............................60296 

556.346 Added ........................................42590 
556.500 (b) amended ..........................6557 

556.570 Revised .....................................54659 
558 Nomenclature change ...............13717 
558.95 (d)(4)(ii)(b), (iii)(d), (iv)(a) 

and (c) amended ...........................27727 
558.140 (a) amended .............................22294 
558.145 (a)(2) amended ........................47237 
558.175 Revised .....................................17882 
558.198 (d)(1) table amended .............9947 
558.258 (e)(4) redesignated as 

(e)(5); new (e)(4) added................34534 
558.305 (c) and (d) redesignated as 

(d) and (e); new (c) added...........42590 
558.311 (b)(4) amended; (e)(2)(i) 

Footnote 1 and (3)(i) Foot-
note 1 revised; (e)(4) redesig-
nated as (e)(5); new (e)(4) 
added ...............................................36745 

(e)(4)(i) table amended ...................51170 
(b)(9) and (e)(1)(xix) added.............1523 

558.355 (f)(1)(xiv)(b) amended.............55826 
(f)(3)(vii)(a) and (b) amended.........6558 
(f)(7)(iii) added.............................12068 

558.500 (d)(3) and (e)(2) added ...........54659 
(d)(3) amended; (e)(2) table re-

vised .........................................12068 
558.550 (a)(3) added; (d)(1)(xv)(c) 

amended .........................................41067 
(a)(3) and (d)(1)(xvi)(c) amend-

ed......................................................54807 
558.555 (d)(8) added..........................13221 
558.625 (f)(2)(vii) revised..................12069 
558.635 (d)(4)(vii) revised .................13221 
570 Nomenclature change ...............13717 
573.220 (c)(1)(iii) removed ..................27904 
573.460 (a) revised ................................65633 
573.920 (h) revised ................................52340 
600.10 (c)(3) amended; eff. 6-1-04 

..........................................................75119 
600.11 (e)(1) and (2) amended; 

(e)(3) revised; eff. 6-1-04 ..............75119 
601 Nomenclature change .................24879 

Nomenclature change .................13717 
601.14 Added; eff. 6–8–04......................69020 
601.43 (a) introductory text and 

(b) amended ...................................34797 
606.121 (c)(13) revised; eff. 4–26–04 

...................................................9171 
610 Technical correction ..........1320, 7114 
610.21 Amended ..................................266 

Regulation at 69 FR 266 eff. 
date corrected to 1–4–05 .............1320 

610.67 Added; eff. 4–26–04...................9171 
720.8 (a) amended.................................25288 
740 Nomenclature change ...............13717 
803.18 (e) revised .............................11311 
806.10 (f) revised..............................11311 
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807.22 (b) revised .............................11311 
807.25 (a), (f)(1), (2), (6) and (7) re-

vised .........................................11312 
807.26 Revised .................................11312 
807.30 Revised .................................11312 
807.35 Revised .................................11312 
807.37 Revised .................................11313 
808 Nomenclature change .................24879 

Nomenclature change .................13717 
812 Nomenclature change .................24879 

Nomenclature change .................13717 
814 Nomenclature change .................24879 
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1005.3 Revised .................................11314 
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