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Dbar FDA: 

1 am writing On behalf of the %rmacentic~ Printed Literature A.sso&tion (PPLA) to comment ctn the 
proposed rule published by FDA in the April 22,2004 edition of the Fe&& Re@ster, This prqod (FDA 
Docket No. 2003N-0324, Regulatory Infmzmtion No. 0910cACX) seeks to impkement a legislative requircmcnt 
in~Iu&d in th8 Bast Ph atma~~~ticals far Children Aa (BI’CA) such that alI human drug products approved 
under section 565 of2 1 USC 355 would be dispensed with FDA’s toll-free Ned W&h telephme number and B 
brief 6katenIent &h&sing consumers t&t they can CatI the FDA nnmber to report side effi Born Rx drugs. 

Wliih the PPLA recogniies t&w FDA iir e~thg ih response to a specific lkgisl&i+e &c, we csscrt that, cs 
propod, the approach selected by the Agency to implement this requirement will be vittualzy iqosslaxe for 
th8 Agq tb enforce given its current resources. Simply stated, we dieegree w&h FDA’s preiimkmy decision 
to plar;e mponsibiliey fm complyiq w&h these BPCA provisions on the plutmmcy industry ins&ad of on 
pharmscsrltcd manmm, 

In@d, we believe that FDA is mis$ng a rare opportunity to madate tit printed inlFomJati~n infended for use 
by patients be prepared by pharmaceutical ma&auras, approved b the Agency, and dispensed to phmacies 
as Rx labeling. As we dcmosxstrakd to FDA during its publk me on July 3 1,2003, it is entirely feesible fog 
manufacmrers to adhere multiple spies of printed le&kts onto bulk umainem of drug prothis; pharmacy 
personnel can then remove approved labeling f%om the bulk contdnex and dispeme it with each Pmmiptkm 
filled. 

Authority for FDA to require that such k&lets be provided by rmmisfacrurGs has already been -ted by 
Congress uuder Public Law 104- 180, and the PPLA maintains that including the Med Watch toll-tie number ia 
approved labeling would be a much mm efficient mesas ofcompltying with Cmgressional iutent spelled out in 
both the BFCA and Public Law 104-108. 

The PPLA is a not-for-profit trade association formsd in 2001 by wrqmnies char pcint labeling for 
plxmnaceu~al mauufacturers and c~nylenies that suPPky the& pr&sem. A p&my goal, of tk PPLA is to 
identiq opportunities where printed literature for drug products can ba battar used to: 1, > improve -hoe 
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with pharmaceuti& regitnens; 2) reduce risks associated with use of Rx drug prodUas; and 3) improve padant 
understa&ug of the drugs which have baen prescribed to them, Wbile~ the PPLA obviously has a vested 
inteitx? inmaximizing the acnouat ofprinted Literature that accompanies dxug products ouz associatiori was 
formcbinan~orttoinnprave~~~~s~~ pharm~calmtonu~qphysici~,oth~ 
heaithuare providers, arrd pati&s. 

PPLA members have arwenrious knowledge regarding printed mat&& fix Rx drug products~ and have 
rep&edly sought oppomanities to share th& knowledge with J?DA ia collrrborative ef.Ex?s to improve the state 
of wved k&&g fix patients in the United States. We off&t our cxpertk tu FDA here, zqain, in an &ort to 
ensure that all Rx drugs dispensed in the United States are acamqmid by approved labeling prepared by the 
mantitnrer simik to that r-tied in the European Union and other parts of the world 

Ia the April 22,2004 Fedemf Re#mrr notice, FDA presents several altemat+s by whiah pharmacias can 
dispense preseriptian drugs that include the toll-b phone number to F’DA’s Med\Katch cwnk;r: alcq with a 
brief statement akting patients to the f&t that they could call ihis number tu “port any side &&s they 
experieae (but not to seek medica! advica). FDA notee that this action is b&q taken in response 10 
con~sional nq t&.immat~ included in the BPCA. 

According to the notice, FDA estimates that 7 1,730 rutail and non-retail pharmacies currently dispense Rx ~ 
anddraf,of~~scume19,812p~~wouldbea~~~proposed~~C]FRecrbirqT~l~l). 
Mrrrtduer. FDA es&&es that more &JUI 3 billion indiW.ual pnxuxiptiuns i~tl? dispea#ed by @zrnaGs ,each 
year in the United States (FR xlolicq Table 2). 

Caddming Cb~@&%iorbd intmt u&r the WC& it is obvious fo the PPLA t&t FDA zocks the resources to 
ensure compliance with this labelixig requirement if the respoi&iiity is placed on mensing pharmacies. It 
would be far more efficieW therefare, and much more in keeping with IWCA proHisions, if the Agmcy pIac:ed 
tiw responsibility uritb tha f&t man lim itad ~uwber of .&c daug manuG@urers that FDA abx&y oversees. 

SpeteiWtlly, we u@e FDA to alter the proposed rule such that man&tcturers are required to mh sufficient 
cpttities of prin@&inSxm&n to bulk cxmtaine~ of Rx drag jproduda to e~uxu that one pke of approved 
infbdon - similar to a patient pa&age insat (PPI) or a M&Guide - cau be dispensed with each prsscriptor~ 
filled f&n the mmufactums’ 43kntlr conraina. Rx dm#j prcwhm3 shipped &xn ?h6 rnarmf+GnWW in ‘<tiH 
.gw$ig;E; not irate&d b be re-padceed in dx p#armq c4d be &&pod wi& a single pieceof 


