
., 
: . 

, 

, 

.I,
 

I 

:. 

i. 

: , 

i- 

,: 
j’ 

,‘.
 

/ 
,: 

,: 
-:.

 
I, 



AGENCY: F~o~,,q~~,,~I&ug Adniitiistration, HEIS.’ ’ “’ ^_ . 

SUMMARY: The Fpq,d,,.q~~fl, Djq Administrtitibti (FDA) is~atiending its 
1:‘” 

u “I lI*._t‘, .~^ I. , ” ,. ,,.. _e,/_ ; ?.,_ _ O”“, ‘il \ -,;: ,I” __; ;. _, 
regulations gove.rnjng the format in 4hkh”kartan-r &-&ei&rg is require$to~%e ,,,L” ,_,““_, ,,,- < >_ (. ,.. _” 

submitted for review witP&~&vvd~.pg applications WAS), certaiti biological , ,,.lll”, _, ,, ‘ .,“. 4: ., 
license applications [BLAs), abbreviated new drug applications (ANdAs), ,.~ _ . . :;, I) : ,; ..-- :. /I. 
supplements, ind annu.al reports. The final rules requnes ‘that tiertam ,{abehng / _,. .\ ,j”. ,., ,,, 
content b,e sub~~itt~,~,electrogi~,~l!y in a form that FDA ~a& process, review, I ,... I.-, .> _ 

and archive. Submitting the co,~t.~~t,[oflab~l~~~ in ele&rbnk format &I _” (’ ,, ._ (I : “, ,; ,/ I 
simplify the drug labeling review pro&s and speed up’& approval of 

. 

labeling changes. 

Federal Register]. Submit wrihten,com.menfs,o~ the information collection vr, ‘1’ -,..;j, ,i by : i-“, )L,” $ $Y?, iI ~.:~*.: ‘,;,.” “-;I : >>.&, + _/ 3 ,. / ) 

requirements by [insert date $0 days after date of &blication in the Fe&&l .( 
Register]. / I 
ADDRESSES: The,Qffice,of &tanagement’and&&$ (.OMEI)‘is still expbriencing I ~-., ,,, 
significant delays in the regular mail, including first c&s and exfiress m&i’, ’ t ,> . -I ,. ,, ~.I, / s ‘” / L :. I _,_ / . .,I /,. ,F. 7°C ,?,i’. .&, ,?I ;, ., ‘\ ‘r,. _,“Z - 1. 1, i;i‘,:~“. ; .>., ~, j,. 

I ,._. 4 
i “.,. _- ~_ 



Attn: Fumje Yol$ta, Desk Officer for FDA, FAX: 2(&-3,93,-$$:!?.4. I..1 d\,.“_,, . _* : ,. .,._ > _. /.l.),,, ,‘,_., > _‘__ “<_. G ,; ,).- 1. ./ _ 

I. Background 



conduct these comparison,s qa~,~~Jly using two paper &pi&s of the laqeling, ,. .i. 



4 
, 

‘-“‘“a._, ^ ..” _“~ 1 j _ 2. I ,_, ,.; ‘“, > * . . -:,,, I., a-i.- II! /., ,, .,.x ,, \ ,-’ j:, ; /.,_,_ “I 
comparison of labeling files will provide a higher degree of certainty‘that all ,,, I jx_, /_ */ ii, ,, ... ., -. , i ^S \,. I I/. .,,,,,.~~~,-,‘,;~.~,.,l,. ,,,._,., I*i”*. )I ,- ,“” 1 ‘.,. _ .~ ;__a. _, -_,.” _jj ., -_ ,,. _: ) 
sections of prescription drug labeling are correct.. .I- :;l’- 1 , [ ~^ “1. .-” _. .,.,_ *, 

* .I: d/;;, L >- !*,’ ._ ._ ~‘- 
2002). In addition, part 11 (21 CFR part ‘11), concerning eledtron$‘records and 

.” 



preamble to thefproposed rule, Ar;JbA’aI$licantk are notS’re$ired to submit ; 
4 The sub.&& of labeling f&r “the ar&ival,copy of an ~I&&‘I i~‘r&&ed “u;-‘d.er.I. 

I:. .*.1,.._ : RI ” _ ” 

5 314.5D(e)ii)(ii). Se&m’3!i~~.~~l(b) (21 CFR 313.??(b)) requires that supplements tq approved -’ 
applications’-s~~.~,~)tteil t,o,“t-he,,agenc”y *under 5 kl”4.‘7~0 (21 CFR 324.70) foollow, the procedures 
described in Ej 314X1, Section 31%:8?(b)(2)(iii) (21 CFR:314:81;(b)(2)(ii)) requires that annua! 
reports include “currei$ly used professional labeling, patient broch,u~res, or package inserts.” 
With respect to the a&rival copy ‘of an AmA, § 314.94(a)(8)(ii) requires copies of the label 
and all labeling for the.drug product. Under S; 31K97 (21 CFR ?ff4..97), supplements and other 
changes to achroved ANQ,As rinis’t’be submitted to thgx4agency under the requiremeclts of 
§§ 314~70 and 31,4::731 Under i34'4~~~(cj'i~~~~~~'~~~.98(c)), ~~&al're$o~ts for AqAs must 1 .L*., * .v".‘,i~., 
be submi‘tt,e.&“as rehuired in § 31"4fi? (b’~(L?~~ii)‘.“’ 

. ,. ,.-. -,; .._j ,_ ” _,_~__>. .,, _.~_ “/ 1 (iaj ., / _/. c., .L“’ I ~ __ ’ <:““* _ 





I r-r “” * ._ >‘,, ~,, 
‘:‘,” i-a “y,i”:“a.&&l*.v, . *.s .-‘/, -.,“1*>“” I..~ i .,,_ _, , 1 .*.“,’ ., 

manufacturers, trade associatrons, adv.ocacy groups’; consu&i,ng firms, and 
__ _,/ .- /,, - / __i __ _ 

,,,,.\ .j ,>_;_ j .: 1. _ j. i _ 
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of our eva1uation.s avtih@e to the public. 1 _?.‘_ j*_ _, 
/  , . ;  __.. ” 

/  

rule 

comments 



annual report labeling is because of the lack of, a published guidance docu”ment, *’ ’ “\ 
I - I --i ” .” ” j, _;.,; r I . m, ,l I i( >, .,, -;, i , : I E ,; ,. ,. 



I for a 

0 



recognized that b ‘flexible aphicikih Gould enable the industry and ‘FDAtotalse j II .,,<.*.: ;.%-‘, *?d.,~%e.“*. . . ./ “_ ,., &,k*:’ .a ,_.s, /- v:” _ __,.,i .n ,,./. * 
~advantage of f&ire improvements- m .computer technology and softv$$ .’ _ _ db ,a_ “..) ,_ . ,I - , .I,,_^i _-‘,:, -.. ,,.*, ,_ /__ ,.^,, I.- , i ._“ _ _ ‘: 





of labe&.qj 

the part 11 

and 

part 

critj 



that we can process, review, and &&ii~~. ‘CG$G” &&x&G $$&g are 

currently 
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submitting the dontent of labeling that 

i I) -pa”. ; .<_ ,_I 



annual responses; i:e.‘, 

,’ , ,I”, ,“<.‘;~‘“” ‘: ‘- 



appToxima!ely 

approximately 

approximately 







I A. I *n 4P.n 110 9.45- ,. 1,040 I “,‘t”” I y I 

16 18 890 55 25 222 

a3 16.18 1,335 6,675 5 

31‘481 (Prbdkls requiring additional steps for elec- 
tron!c gubmisslon) . : _,.l ,( ,. . ,..__ 

_, , _ .“.,; 

314.98 (Prodkts’.~@t ?e@@ig -additibnal ste&;“for e‘lectronic subf%sioh) ‘“. II 
._ .,.. ,_ .,,. &- ..^ ,_ __,. 

314.98 (Prodkts requiring additional proofreading) 
_.‘““I /. .,__ “_./ I .‘,, , _ ,. ,,. ,_l 

314.98 (Products requiring addiliot‘i?l ~s~~~~.,L=~r~,~~$c- 
tronic submission) wv~“~‘““‘~“’ 

601 .I4 (Annbal reports ‘submked $dei ~6Ol.i$$(3) 
not requiring additional stebs for electronic sub@ 
sion) : -’ 

. ..-- ““I, ., - “.,A>, ./I_ dX,” i-e ire 2 / i, 

137 16.18 2,225 22,250 
I . I 

I 
18 1 18 .25 5 

._“., : - 

tion of i”T&+atiop:‘ .  . I  ,  . *  I I  -1 

2 We estimate that for certdh’ ‘%MJal report& 
spend-less than~l’jminuies p~~‘?&$&%??for all 

sWe estimate iFiaf”EEirtain annual reports, 

Before’ this ijvl,e bec,~~,ee, 

Federal Register. &ni&itiing 

collection of,informatip~ 









proofreading to ensure 
i. ,*: I 

format:“Five hours was 

circumstances1 ’ .^. <,” 
~.I ” “. 









(11(3) the 

paragrap 

g314.50 

* * 

with part 11 of”this.chapter. 
c ’ “‘j ; * 

electronic formatas d*escribed in paragraph (l)(5) of this section..,. This*. i ” ” ‘.,W j.3, I,‘ ,,“,““-1 “,“” ,” ,_s i.;. I. 2” _ .a$-, . . I‘ ,::“.“: -,.“. 







issue guidance on how to 

* * * * 

122.Pub. L&105-ii5.111 Stat, 2322 (21 I2XC3i5‘i&j. oL"s 




