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February 24, 2006 

Via fax and UPS 

Division of Dockets Management (HiiA-305) 
Food and Drug Administration 

, 5630 Fishers Lane, Room 1061 
Rockville, MD 2055? 

Re: Docket No. 200510T-(1354 

Consumer-Directed Promotion of Kegic!cafcrl' -11eclrecll Prcfclircts; Public jleurirrg ' 

Dear Madam or Sir: 

Sanofi-aventis U.S. Inc, a men~iber of th~: sanoti-aventis Group, sul~n~its these conzniei~ts in` 
response to the ,above-xeferenced notice of public hearirg on (?irect-to-consumer (DTC) 
promotion of regulated tried'] cal products . 

1. Does current DTC promotion present the benefits and risks of'usinIq medical products in 
an aecrr-rate, non-snisleading, balanced, and unclerstatrrlErble,vca_y.' 

> . . , , . , ~. , . . , a.. Can indicat ions ofa cl~ cr~ . ~ .~~rocl -"zic~t oi (1-~� , . ~ ,rc c % ~) cc /f~ctcl-El,- ~o.j~f.izT~lr~ca«~t zo a Iccl~ersorr . 

Yes . `Ale believe that the indication should be presented at a level that is comprehensible to 
the general public and. consumers. Oiie ivay- this can be acconnptislied is by presenting the 
indication in language that can be Understood at a sixth grade reading level . 

ii . Does providing more infortnatiorz o1,~~~st the cliscccsc Irely) con, ujners zfrzdef°stand the use of 
the drug/device better ' 

Yes . Providing additional information -about a particular disease state can raise consurner 
awareness of signs and s%-niptom ;: in(!,, therefore . assist the corisumer in better 
understanding the correct and appropriate use of a pliarmaceiztical pro~lLicl'inedieal device . 

, We believe that this exchange of iiafarrtlatioii should bc, part of a comprehensive program 
that'inclLKIes subjCct matter available in various media, such as websites, print materia[, 
television advertisements, .vidco n~~,Ns releases, etc . 
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