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Dear Sir/Madam: 

General Cornmen ts 
‘I”h.e proposed rule dots trot include in[iJm 
advcrso renctioas’ and. nthcr bitmhg illitii 

rule!. it would have been more hefpf~~i h&d 

formar: in.corporakd. those other’ gvidencc: 

br 1-Qlmn.n Prescripti.on Druga P.nd Biolugics; 
; 65 ~Fed Reg, P 8108 I-8 I 13 I (Dcx. 22,2000) 







~verrcis bdiwes L vertksi line is adepu.sk to identify nkw labelirjp inform.otion.. 
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p, 81087, column 3; pa PM MR, column I 

‘Wighli&ts of Pte6cribin.g Jnfiirmstion” se 

Due RI bmy and. he& scked.~Jles, mm ph 
only skim OCR the package ir~sert and sele~ 
behavior by providi.ng physicians with B hi 
be mAx$mti~.tcxJ in 8, product liability case, 
Isl~ding is 8 key compenmt a.nd represent5 
cffich.cy information about its drug. The,p 
complexity ta the I.egal sibaxinn, which to’ 
is not iocl[Jded. in this section. Jfi is not 1J!c 
ouC~om~ da. product liability cast. J%owew 
want LO provide B mechanism of inktrmatic: 
physicia&. lfcm-npanies WWF to act more 
safety infkna.tion, thi,fi would. not f~~lfill Ch 
cmmplexi~ md length of the labeling md 1 
~cxt. Some “Wa.minjgs” sf2c:ction.s are a.lrea6.i: 
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Comments RI:: Doclrst Nn. OON-‘22Q9 

AvsntiY P1la.rn.ceu.tical.s: qtpreciatm 1:ha 01 
your comideratinv. 

James Boyd, Ph.D., MBA 
N.A. Regu1a.b-y Cenmr 
Glc4m.I Drug ReguMoty 
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JUII.E 218, 2001. 

:nt on this propascd rule aad tbmke you for 



Re: Docket No. OON-1269 
Re$fb?menZs WI Content and Format 
Requirements for Prescription Drug 
ZQQQ) 

TQ Whom It May Concern:, 

Aventis Pharmaceuticals is pleased to mment 

We will also be sending a sigqed copy UPS. 

Rega.rds, 
Patti Stasiulaitis 

Hfuknan Preacrlptlon Drugs and Biologics; 
6 +d Reg, P 81081-81131 (Dec. 22, 

e dbove mentjoned Draaft Guidance. 


