
!,-YFoqd and Drug Administration (,,“,l 

1100 Orthodox Street - 
Philadelphia, PA 19124 

‘,.,, > -, I , “. , ‘. _  

This is in response to your petition filed on June ‘3,2003;requesting permission to f i%%r ’ ” “- ‘- I” 
.., I._ 

Abbreviated New Drug Application (ANDA) for the followirig’drug products: Propranolol Hydrochloride Extended-Releasi; Ti61ets; 6. egg;. sD mi;i,20w~;:;ih “rB.(y-g;t TGG riifea ilr;;g / _& 

products to which you refer in your petition are InderalB LA (Propranolol Hydrochlorde) 
Extended-Release (Long-Acting) Capsules, 6? mg, 80 mg, 120 mg and i60 mg, approved under 

I I “. .’ .- ’ “,’ 
i, (,,. I^ ” * ,_> .,_ ,. 

NDA 18-553 held by Wyeth Pharmaceuticals, Inc. II : .I ’ ” I e .:‘̂ ‘_ -I;~, ).,. ^I _a, . 
1 *- 

Your request involves a change in dosage form from th&,iof the, listed drug products (i.e., from 
extended-release capsules to extended-releas.e&blets). The &&urge you request is the, type of’ 
change that is authorized under the-Federal F,ood, Drug, and Cosmetic Act (Act). 

< ..: ._ :_ ,.‘a-, ! / I ,,, rs,,,.L.’ . ..“Z -!_ ‘:’ . ,,, ,~I AmI .^_ ,- . ._., ~. ;, 
We have reviewed your petition’und.er Section 505($(2)(C) of the Ait’ and have determined that 

,_ 

it is approved. This letter represents the Food.and .Dnig‘Adnii~str;lt~~~~~‘(F~A)’ determination 
that an ANDA may be submitted for the ,above-referedced~dru~pr~d~~ts. ‘.’ . ’ I. ./I _I ._( ,_, , _, > ,,I i ~. / , . ;, . I p _ (‘_ __ :, ” ,~,_(__ iI ‘.. _, :_ ,.‘i , t ;i ,_ . i,, )‘,. .“I, ..:*. Under Section 5o5(..)(2)(c)(i) of the Act, the pDA,&ust’i;;;;;e ?p&-~ &%;G-f-; dd.sag; $A.-& 5 

that differs from the ,dosage form of the listed drug product unless it ‘fbds that investigations 
must be conducted to show the safety and ‘effe?iveness ofmediffe,&rg dosage form: 

“ : ‘. ,- ., ,. .2. i,“, .l./ ::r, $ , ;r -I : -A,--,.” ,,. ,F I- ,_,, -, I’j ‘ , I . , . ‘:~‘i;?“wi. $; Ani‘..~ _. .:‘&,; ‘c.‘,* ‘*,, _l~ ht.:, :c:. !,“, ,*... :.: ,,.. i ’ ’ 1 ,,, _ _” ,,‘,_ _. f.-ev”v”,‘%  : *I ( ,*,” :,,‘~ ._ j.+ ;rii4 “; 1” c : *&:..* 1’ .’ 
The FDA finds that the change in dosage form for the specific proposed drug products does not 

,_ 
(,_ 

pose questions of safety or effectiveness because the-uses, dose, and route ofadmmistration of’ 
the proposed drug products are the s,~&e” as.,ttat of the&ted drug pi?odudts;~~TheFDA concludes,~,: 1 “.1,1- “... H‘.‘. I”ill,v_ ,.,.,.; 
therefore, that investigations are not necessary in this instande.’ In ad.&tion,’ if shown’to meet”‘. 
bioavailability requirements, the proposed drug produ&ts‘can be expedited to have the same 
therapeutic effect as the’l&ted &f&&&‘&i $&&$:’ .” ““’ s i/ .,-~-di.~,* r&,” L&ir ,,* -‘i,,.“~~~,.~,~-“.~-, i:,” -~.;,‘j .Ij >J . - ,_ ._ ., ’ “‘1 

//._ .,. -* j , __ .,l -vt-‘” s. : I % ‘/ ,$;x,&*c,y< ,,,,A., -<. *SC’ \. + I isin ; I, ., _. l;l .” “/_ \ ..” 1 j ri. -r: /, .:i,-,:: ,-. ‘,‘\. ” ‘*-“‘-. ” >., ** /;.s ), \.v, _\l -,‘,*.:A‘.,‘: 5’ _tI, .__I ,-,:.. r 

The approval of this 
products does not 
drug products. The “., .I * . 
ANDA itself is submmed and reviewed by the FDA. *- S,)_” ., _, _.^S il?i”*l”,“” . “. ., 
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.“_ I”< . ‘ii, c -y.4,;* li r._ ,‘“,;:;.;; ~1 :. ,_ :.:--” ;., ;: 2.. *’ )I j I__ _ 
On October 17,2002, the United States Distr&Co& for!& District of Columbra ruled that the 

, 
;*““X,“‘i”i jx,^ ,_ ‘I<.. ,_ 

Food and Dmg Administration (PDA) did not have the.author%y to”&% the~Pedia$<Ru~e, and 
enjoined FDA from epforci,ng it. (Civil Action OO-02XT&(HHK).’ The government has.decided 
not to appeal the decision; however, intervenors in, the case have appealed. Because FDA is ,(^ ‘,l)q..la”: ,... _ se, . 
currently enjoined from enfor&g the Pediatric Rule, you are under no obligation to conduct 
pediatric studies on your petitioned d-rug product at this tim,e. __ Piease be, aware ,mat ifthe decision 
to invalidate the Pediatric Rule is, not upheld on appeal; an Abbreviated New Drug Application 
(ANDA), submitted under an WA suitability petition2, < b>,. ,dl _>“.“,II may be subject to the requirements of 
the Pediatric Rule in the$$me..3 If the Pedi.atric Rule is reinstated and pediatric clinical studies I. ., I,. , ,~ 42,. -. vs,l.iY- < Lo+,.+ %4kW,, ~W~~‘xi, $&~u%~%~*~,*~~v .r!r;i~,,~~~~~,‘~~i* ^ (_. ,,. _ j. , 
are required for this product in the future, you will be notified qs soon,as possible. Under those 
circumstan+s, the petitioned product may not be eligible for approval under the ANDA approval i ,~ 
authorities. .a . ,..: i’ ,.* I,, *.-*-c (,_ I_ /. /’ 1.. j ,,~*~.p”‘~,, ,, ,, I_ ,_:~:* _ ,- ,, ,., ‘.*, _. /” / ,. _L ;’ :., ,,.. .I _. __’ , 

,. 8 “. I 
To permit review of your ANDA s~~~~s~~o~,~“jroumu‘st submit’all’iniformatibn. required under” .” 
Sections 505@(2)(A) and (B) of the Act. To be approved, the drug products will, among other 
things, be required to meet current lj~~~~g~~&~iit~ requirements under Section 505@(2)(A)(iv) of 
the Act. We suggest that you submit your protocol for the.,drug products to the Office of Generic 
Drugs, Division of Bioequivalence, prior to the submission of your’ ANDA. During the review of . 
your application, the FDA may require%% ‘scil$!&$ofi of”~~diti9~~~,,infqrmation. ’ : , ’ . _ ” ,, ” .z - ‘, ,. . . . I ;, ., 

, ., * _. I ,-,“::-.,s “,~.,, ._~ ! , . 
The listed drug products to wh&h.you refer in your ANDA must be theiones. upon w’&h’you’ .” ‘“- .x 
based this petition. In addition, you should refer in your ANDA to the appropriate petition 
docket number cited above, and include a copy of this.letter in-the ,AmA”submissibn. Please ,.) .,.( i,lxx‘Aii~i,x “‘;,‘;:. % -,“_.1 - 
note that once an application is approved for a drug product that is the same‘as the,subject of this 
petition, that drug product will be a hsted drug. Thereaf&, the petitionmay’not b’e utilized as the, 
basis for SubmissimoS 5113 ,A?@&” ._.’ _. I 1,. I 

..I~..i.-,“~ix-l.*iri _,I .‘d‘ .c, * _~.‘. I, ,._* ^_” . . . . _ ,, ,, 

The Pediatric Rule (r&)‘is codified at 21 CFR 3141$&2l.CFR 6ai:27,: 
i : ‘_ ,. i - i I ,. “‘ ‘,l, “( ;;*, 1, ‘; .: (,~ . “,, _ 2,. !,‘. . : :..* ,“_ / .~ 

1 ;’ 
,’ . ~* ,;o .\ ,, _ 2 An *NDA suitability petition is a petition submitied pursum(T; ,Lgtion ~os~~(~~~) b~~~~~~~~~?~~~~,‘rj~~, 

and Cosmetic Act requesting p~~ssion to submit ‘an$?DA f;;;:~~~~~“~-~~~;i~~~~a~ a’differe.<t acQve ingredient, 
or whose route of adminisuatjon, dosage form, or strengmdiffer ‘from that of the.lis@~dmg. Also see. 21 C.F’.,R.§ ,, 
314.93. ..“_ “. I -.-:ru-.n “, I , J ~a” ._. ,.“, -;, ‘.L 1 . ..( &,,“; :, n .,“!, ,_ .r_ 2’ _ ,,. _. 1 . . _. 
3 While it was in effect, the Pediatric Rule-required that afi applicat&rs for &W active ingredients, new dosage 
forms, new indications, new routes of admimstration, and new dosing regimens ‘must contain an-assessment of the L 
safety and effectiveness of the product in pediatric patients unlessjthGs$quirement is waived or deferred (21 CFR 
314.55). ,, _,. .,, ‘_ : : I ‘” .; ;,, Zi _ ;; i ,e”:.. ~.~d,.*. ,.--; .I_ / ,, .) : :.e.,;:.,” ‘*.-d:‘e:‘ -c;::..**, , ,_,.+_j _:-_ ., ,,:, _(_ ! ‘..‘ , , b. I( ..,“.. :,+ ““‘ , ..-,;“I ci ,:; ,?.J,, ,:a i.” ;:,~ (I .. ̂ ’ ‘, .,, ’ ,. __ ,, , i .)*~ j,<’ ;.‘.., -Q ,. . ..., ‘, ,. ,’ .I -, (, ,I .L._ ., ,,” -*.::.. ~;., _.,) ,( I ‘̂  _i r .” ~-,$‘;,.;&*,,<., <<‘i,I’ $&, ,g”-;.. -.. ‘*, 
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