
Aventis Pharmaceuticais 

Vis hx and WI’S 

Dockets Managcm,mt Dmnch (HFA-305) 
Food and Imp Ad~ministralion 
5630 Fishers Law, Room I Oh I 
Rockvilte, Ml3 20852 

Re: Docket No, 99N-1852 
Draft Guidanac for Industry: Reports on the StWJs af Postmnrkering Studies - lmplemr,nlation of 
Section t 30 of the Food and Drug hdnlinisI,rsrion Modernization Act of 1997; hh Fed Reg, p. 
f7’312-17914 (April 4,2001) 

Dear Sir/Madam: 

Aventirs Pharmrxeu~icnls and Avontis Behring to~elhct ure pleased to provide the folollowing comments rsn 

the: nbove-rsfercncod draft guidance for industry entitled “Roporrs on the Status ofPnstma.rksting Studies - 

Implementation of Section 130 of the Food ;rnrJ Drug Administration Modernization Act of 1997.” Thr; 

guidance would provide rccommerldafions on procedures, conlent, and format for submitting a 

postmarketing study status report for an approved ln.trnan drug or licensed biological product; timchmw 

for FDA’s review of postmerkeriny studicq a.nd information sbuul postmarketing studies that will bc 

availabiti 10 the plJhl;C. 

Avantis 13rarmaceuticals tmd Aventia &bring (henceforl:h: Avcntis) strongly support FDA’s efforts in 

providi.ng the industry with guidance in lL!lilling I’DA’s rcporbny requirements. WI; are directly affcd:cd 

by this guidance and offer 1:1x following cammanb for your consideration: 

c /Q :- 



Comments Re: Jhckec Na. 99N-If352 
_ 

June 27,201-JI 

Generai Comment 
Avcntis fd6 there is R lack of c1arir.y in. 1:he ptiidflnnce as k’o what must be repotied, specifically, ttlaf. there itr 
confi.rsion betwcca pastmarketing oommil.msna and 0rher postmarkctiag shJdies. 

SpeMic Comments on the Guidance Proposal 
~ventis comments appear as boxed text below the drat3 guidances reference. 

. When should the final report be submitl:ed, in relation. to the completion of the M.~dy’? 

Appendix I?, Tkle [p- 21) 
“POSTMA RKETPJG STA 1’US SUMMARY” 

Averltis suggests lbat the title ofthfd l web-site po&g bs clarified tn rearI: “BOSTMARKBT~G 
COMMITMENT STATUS SIJMMARY.“* 

Appandix R, LSnl%l +6 {p. 21) 
” U.S. Appro vaJ Dew I213 J/9 7 
Anttuai Report ihc Durs; 12/3/M 
Annrd Repw-t Recefved: OZ/OI/(JI). ” 

Section IIILC, paragraph 1, sttltes that the a.nrrusJ report is due within 60 days of the anniversary. Therefore. 
the Annual Report Ike Date shown in this exa.mpJe is incnrrocl. It should read ‘Ann~rul Report &a Patti: 
112/2!3/flo. ” Q * 
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Commeol% Ro; Docket lua. YW-MS2 

Tlmk ynu fw ynw ronsideratlan. 

Sincerely, 

James BQyd, Ph.D., MBA 
N.A. RqgAatoy Center Head 
Global Drug Regu.h~tory AfXairs 

James byd, Ph.D., MBA 
I- - 

/ 

\ 
M.A. Regulanory Cwler Head 
Qloba! Drug Regulatory AfTairs 
Aventis PI~arnx3ceu~ictds 



Route 202-206, P.O. Box 6800, Rridgewater, NJ 08807-0800, USA 

TO: 

Phone: 

Fax phmc; 

CC: 

From: PapA Stadti8itis 

PhQ7M +l (9908) 2314611 

FaJc phcm: +I, (908) 231-3265 

REM,cdRKS: n Urgent n ForyQwrEvicw a Reply ASAI? a Please comment 

We will aho be sending a, copy by UPS. 

, ..., 


