
Aventis Phormacer~ ticah 

Via fax and IJPS 

Dockets fvlanagement Branch (NFA-305) 
Food and Drug Administration 
5630 Fishers Lwe, Room 106 l 
Rocltvillr;, M.D 2QR52 

Dcvr Sir/Mndnm: 

Avcaljs Pharmaceuticals and Avcntis kzhrirlg together rare plcased to prnvidc tile fallowing commenta on 

the a[y.-rvc-rcferencatj drafi guidance fir industry entitl& “l+ovid.ing R~g:vlt~~ry SrJbmissions in Elr;ctroOiC 

Format Postmtlrkrting Expcdired Safety Reports.” The guidunce discunscy issues rclatcd to the elecrmnic 

subrnissior~ of poOstm&eting cxpadited selkly reports fnr drug prodrrctfi msrketed for humsd use with nc~ 

d.rug applications INnAs) and abbreviated new drug tipplications (ANDAs); prescription dnrg products 

mnrkered for jluman use without an approved NDA or ANPA; and thera.peutic biological produ.6t.S 

marketed for human use with biologic licen~ tipplications @LAS). axclvding vaccines. 

Aver&is Phermnceuticals and Aventis Behring (,henceforth; Rventis) xupporr. FDA’B efWt6 in providing the 

industry with guidance in A.rifilling I;DA”Y reporting requirements. As martufa.cturers ol‘htiman drugs and 

biologics, WC am directly affected by this guidance and ofli:r the fallowing CotnmenEs for your 

consideration. Our ~wvrten~s sppcw BH boxed text bcltrw the draft grriJance refr;rcncc. 
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Thnrlrr yorr for your conkdctarlon. 
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