
Food and Drug Administration 

21 CFR Parts 5 ,58,60, -JOI s 107,179,3t0,312,314,510,53 4,606,6-l 0,640,660, 

20, and 1040 

Change in the emoval of the Office of Management and Budget (ONIS) Control 

Numbers; TechnicaC A~~~d~ent 

AGENCY: Food Ad~~~s~at~~~, EiHS. 

~U~~AR~~ The Food and Drug Ad~~~s~ati~~ ( A) is amending its regulations to reflect a 

change in the removal of OMB contmf numbers. This action is editorial in nature and is intended 

to improve e accuracy of the agency’s regulations. 

FUR FURTHER I~F~R~A~lU~ CONTACT: Peggy Schlosburg, Office of Information Resources 

Management ( -250), Foad and Drug Administration, 5600 Fishers Lane, ~u~~vi~~e, 

20857,301~8274223. 

~~~F~E~E~TAR~ I~F~R~ATJ~~~ FDA is amending its regulations in 21 CFR parts 56,58, 60, 

It, 107, 179,3f y 3f2,314,5fU, 514,606,6fO, 640,660,680,72 

reflect a change in the removal of the outdated OMB control numbers. We no longer need to 

OMl3 controf numbers in the CFR, because they are now dis 

Register notice a wncing OMB approval fur the coffection of ~~f~~a~~~. 

~b~~~at~~~ of this document constitutes final action on these changes under the A~~is~ativ~ 

Procedure Act (5 SC. 5.53). Notice and public procedure are unnecessary because FDA is merely 
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21 PaH 314 

A~~is~ative practice and prucedure, Confidential business information, Drugs, ~~p~~ing 

and re~~rdk~epi~g requirements. 

Ad~nis~at~ve practice and procedure, Animal drugs, Labeling, Reporting and recor 

Ad~~istra~ve practice and procedure, Animal drugs, Confidential business infu~ati~n, 

~~~o~i~g and re~~rdkeepi~g requirements. 

, Labeling, Laboratories, Reporting and recordkeeping requirements. 

iofogics, Labeling, eporting and recordkeeping requirements. 

ab~~~~g, Reporting and recordkeeping requirements. 

iologics, Labeling, Reporting and recurdkeeping requirements. 

Xood, Reporting and recordkeeping requirements. 

siness i~f~~ati~~, Cosmetics. 
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and procedure, Confidential business information, Me 

;uld recordkeeping r~~~~rerne~ts* 

~~e~tr~ni~ products, Medical devices, Radiation protection, Repining and recordkeeping 

re~~~reme~ts~ Television, X-rays. 

~~e~~~~i~ products, Labeling, Lasers, Medical devices, Radiation protection, Reporting and 

re~~rdkeeping re 

Therefore, under the Federal Food, Drug, and Cosmetic Act and under authWity delegated 

to the ~~~ssi~~er of Food and Drugs, 21 CFR parts 56,58,60, 01, IO?, 179,310, 312,314, 

510,5f4,606,6 ,640,660,680,720,8 f4,f020, and 1040 are amended as follows: 

PART SG-INS ITUTIUNAC REVIEW BOARDS 

e a~th~~~ citation for 21 CFR part 56 continues to read as follows: 

~ut~~r~t~: 21 U.S.C. 321,343,346,346a, ?48,35Oa, 3SOb, 351,352,353,355,360,36~~-36~~~ 

36 -36Oj, 37f,379e, 381; 42 U.S.C. 2f6,241,262,263b-263~. 

56.115 lrRR ram-ds, remove the parenthetical phrase at the end of the section. 



PART 58--GOOD LABQRATORY PRACTfCE FUR NONCLtNtCAL LABORATORY 

STUDIES 

4. The a~t~~~~ citation for 2X CFR part 58 continues to read as f~~~~ws: 

?J.S.C. 342,346,346a, 348,351,3X?, 353,355,360,36~~36~f, 36~~-36~j, 371, 

1; 42 U.S.C. 216,262,263 63~. 

Q 58.63 

[Alluded] 

58.90 A~~~~1 care, remove the parenthetical phrase at tie end of the section. 

g58.105 

*In§58. Test and conO-ul article ~~~r~~~e~z~~~u~, remove the parenthetical phase at 

the end of the section. 

, remove the p~en~~~ca~ ase at the end of the section. 
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.x90 Storage and retrieval of nxords ami data, remove the parent 

at the end of t 

PART G&PATENT TARP RESTORATDN 

A~t~~r~ty~ 21. USC. 348,355, 36Oe, 36Oj,371,379e; 35 U.S.C. 156; 42 U.SC. 262, 

5 60.24 [Amended] 

6~.4~ [Amended] 

15, Xn $60. ~e~~~s~ fcEt+ heanizg, remove the p~ent~eti~al phrase at the end of the section. 

PART -IOf--FOOD LAS 

citation for 21 Cm part 101 continues to read as folfows: 

A~t~Q~~ty~ IS U.S.C. 1453, X454, I455; 26 USC. 32f,331,342,343,348,37 ; 42 I.J.S.C. 243, 

264, 271, 
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?-tNFANT FORMULA 

X 8., The a~t~~~ty citat~un for 21 CFR part 107 cQ~ti~~es to read as fokws: 

Auth~r~ty~ 21 U.S.C. 32 ,343,35Oa, 372. 

~lQ?.1Q [Amended] 

9. In (s 1237.10 ~~~~e~~ i~f~~a~~u~~ remove the parenthetical phrase at the end uf the section. 

9 107.ZQ [A~~~~~~] 

20. In !$107.20 ~~~ec~~u~s fur tfse, remuve the parenthetical ase at the end of the section. 

g- 107.50 [A~~~~~~] 

21. Xn !$ KK50 Terms and c~~~i~iu~s, remuve the parenthetical phrase at the end of the section* 

22. Xn 6 107.280 Records retmtiun, remuve the p~en~eti~a~ phrase at the end of the section. 

PART “f79-IR 

FOOD 

23s e aUkwily cita on fur 21 CFR part 179 continues to read as ful~uws: 

U.S.C. 32 I, 342,343,348,373,374. 

5 2179.25 

24. In 6 179.25 General ~~~~is~~~s far food irra~i~~~u~, remuve the parenthetical phase at 

PART 31 

ority citatiun fur 21 CFR part 3 10 continues to rea 
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216,2 1,242(a), 262,263bZ63n. 

PART 312-l 

27. city citation fur 21 CFR part 3 lt2 continues to read as f~~~~ws: 

~ut~~~~t~: 21 U.S.C. 321, 3311, 351,352,353, 355,371; 42 f1l.S.C 262. 

29. IIn Q 3X2. X0 Waivers, remuve the paxenthetical phrase at the end of the section. 

5 31223 

section. 

[Amended 

3 XND content and format, remove the parenthetical phrase at the end of 



$312.33 

34. In 0 312.33 A~~~~~ reports, remove e p~e~thet~ca~ phrase at the end of the se&ion. 

9312.38 

sectiun. 

[A~e~d~d~ 

t~dr~~~l of an IND, remove the parenthetical phrase at 

gj 312.41 Amended 

38. In tj 3X2.41 Comment and advice m an fAD, remuve the p~e~~~tic~~ phrase at the end 

of the section. 

$332.44 

39.h $312. ~e~i~~tiu~, ;rennove the p~~~theti~a~ phrase at the end of the se&m. 

$312.45 [Alluded] 

40. In (i 322.45 hwctive status, remove the paren etical phrase at the end of the sectkm. 

5 312.47 [Amcmded] 

41 m In 5 3f2~lT Meetings, remove tie ~~e~t~~t~~a~ phrase at the end of 



IO 

312*53 

42. Xn 6 312S3 ~e~~~ti~g ~~~est~g~t~rs and moaito~--S, remove the parenthetical p 

of the section. 

43. In 5 3 1255 ~~f~~i~g i~vest~g~t~rs, remove the p~e~~et~~a~ phrase at the end 

44. In 6 312.56 Review of unguing ~~ve~tig~t~~~s, remove the parenthetical phrase at the end 

2.57 ~e~~rd~e~~i~g and record ~et~~ti~~, remove the parenthetical phrase at the 

end of the section, 

phrase at e end of the section. 

. In 6 3 22.64 ~~~est~g~t~r reports, remove the parenthetical phrase at the en of the section 



ase at the end of the 

3-I 2.70 mended] 

. h 0 312.70 ~is~~~~i~~~tiu~ Qf a clKxz1 investigator, remove the p~~~the~ca~ p 

at the end of the section. 

§312AlO ended] 

52, In 5 312.120 ~ure~g~ clinicaE studies nut cundwted under an IND, remove 

[Amended] 

40 Address for eurrespundence, remove the p~e~~eti~a~ phrase at the end uf 

§3f2,160 

54. Xn 0 312.160 Dmgs for ~~v~stig~tiu~~ use in ~~~ur~tu~ research ~~~~~~s or in vitro 

tests, remove the p~e~~e~~a~ phrase at the end uf the section. 

T ~1~A~~~l~AT~UN~ FOR FDA APPROVAL TO MARKET A NEW DRUG 

ority citation for 21 CFR part 314 continues to rea 

,331,351,352,353,355,355a, 356,35fia, 35 f 356e,371,374,3T!k, 



5 314Ja [Amended] 

Amended] 

etical phrase at e end of the section. 

5 314*80 [Amended] 

60a In 15 314.80 ~u~t~~~~eti~g ~e~urt~~g c?f adverse dmg experiences, rczmuve the p~~~thet~~a~ 

e end OF the section. 

[A~~~d~d] 

Weavers, remuve the p~e~the~~a~ phrase at the end uf the section 

fi314.126 

62. In 0 314.126 Adequate and ~e~~-~u~tru~~ed sttcdies, remove the ~~enthetica~ phrase at the 

end uf the section. 
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fj 314,200 [Amended 

§ 314,420 

. In !$3M.420 Drug ~~st~r~~es~ remuve the parenthetical phrase at tlze en of the section. 

6s. The authority citatiun for 211 CFR part 510 continues to read as fulluws: 

Aut~~~ty: 21 USC. 32X, 331,351,352,353,36Ob, 37~,3?%. 

ANtMAZaRUGAPPLICAT~UNS 

a-ritzy citation for 21 CFR part S 14 c~~ti~~es to re 

Aut~~~~ty: 21 USC. 35 1,352,36Ob, 37 1,3?9e, 38.. 

9514.1 [Alluded] 

68 L In 6 5 14.1 A~~~i~~t~~~s, remove the arentheticaX phrase at the end of the se&m. 

~~UU~~U~~U~ENT~ 

69. The a~th~~~ citation for 21 CFR pm 606 continues to read as folluws: 

A~~~~~~~~ 21 U.S.C. 3211,331,351,352,355,360,36Uj, 371,374; 2 U.S.C. 2X6,262,263a, 2 
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PART 610-G NERAL BfULOGICAL PRODOCTS 

7 1. The ~~t~~~~ citation for 2 1 CFR part 6 10 continues to read as foXlows: 

~~th~r~t~~ 21 U.S.C. 321,351,352,353,355,360,372; 42 U.S.C. ZfG, 262,263,263a, 2 

mended] 

$j 6fU.12 mended] 

73. In $j 610. X2 ~~er~l~~, remove the p~e~~~t~~a~ phrase at the end of the secti 

74. In 5 610.13 Pwity, remove the parenthetical phrase at the end of the section. 

8 ~~~~~res, remove the parenthetical phrase at the end of the section. 

U.S.C. 321,?51,352,353,355,360,371; 42 .S.C, 2f6,262,263,263a, 264. 



phrase at the end of the section. 

~~~~UNA~ STANDARDS FOR DIAGNOSTIC SUBS-t-ANCES FO 

LAEKWtATORY l-ES73 

ty citation for 21 CFR part 660 continues to read as fo&3ws: 

~~t~~~~ty: 21. U.S.C. 321,33 I, 35 I, 352,353,355,360,36Uc, 36Od, 36Qh, 36Oi, 371, 

216,262,263,263a, 264. 

e end of the sectkx~ 

$j 6~~.~$ [Amendedl 

84. In 8 660.28 Ldxhg, remove the parenthetical phrase at the end of the section. 
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fj 660*35 [Amended] 

n $660X5 ~~~eli~~, remove the ~~enth~t~~a~ p ase at the end of the section. 

5 660.36 [Amended] 

8’7. In 8 660.36 Samples ~~~~~~~~c~~~, remove the parenthetical phrase at the end of the 

section. 

5 1 ~r~cessi~~~ remove the p~~~thet~~al phase at the end of the section. 

5 660.52 [Amended 

89. In 0 66~.~2 Re$ereace ~re~~r~~~~~s, remove the parenthetical p se at the end of the 

St3kH-L 

end of the se&m. 

5 66Q,55 mended] 

92. In $! 660.55 ~~e~i~~, remove the parenthetical phrase at: e end of the section. 

33. l’he authcxity citation for 21 CFR part 680 continues to read as follows: 

Authority: 2f U.S.C. 321,351, 352,353,355,360, 371; 42 USC. 296,262,263,263a, 264, 



$680. [Amended] 

94 IIn $680. f A~~er~e~~~ ~r~d~~~s, remove the parenthetical phrase at the end Q 

Q 680.3 jAmended] 

96.1115 6IKk.3 Tests, remave the parenthetical phrase at the end of 

PART ?2~-VU~UN~A~~ FLING OF CQSMETlC PRODUCT ~N~~~~~E~~ 

S~A~~~~~~S 

ority citation for 21 C paxt 720 contiinues to read as folIows: 

~Mth~r~ty: 21 U.S.C. 321,331,361,362,371,374. 

PART 814-4%? MARKET APPROVAL UF MEDOGAL DEViCES 

33. The a~~~~ty citation for 21 CFR part 814 ~u~ti~~~s to read as 

Authority: 21 USC, 351,352, 353,360,36Oc-36oj, 371,372,373,374,375,379, 379e, 381. 

§614.20 [Amended] 

+ In 5 814.20 A~~~ic~tiu~~ remove the parenthetical phrase at the end of the section. 

9814.39 [Amended] 

1. In 5 814.39 PMA s~~~~e~e~~~, remove the parenthetical phrase at the end of the section. 



$j 814*84 [A~@~d~d] 

102. In !$814.84 Reports, remove the parenthetkal phrase at the end of the sec=tion. 

PART 1020--P ~FU~~AN~~ STANDARDS FUR fUNG?tNG ~A~iA~lUN E~~~~~~~ 

PRUDUC?S 

103. or&y citation for 22 C paxt X020 continues to read as fofbws: 

Authority: 21 U.S.C. 35X, 352,36&-36Oj, 36~~~-36~~~, 371,381. . 

§1~2~~33 [Amended] 

Authority: 21 U.S.C. 35f,352,360,36&+36Oj, 37 ,381; 42 USC. 263b-263~~. 




