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Food and Drug Admini.stration 
5630 Fishers Lane, Room 106 1. 
Fbckville, MD 20852 

Re: Do&et No. 2OOSD-0169 

Drqfl circcidpnce on Useful W*en Consumer Metikwtbn Information 

Dear Sir/n&&m: 

Sauofi-Synthelabo Inc. and Aventis Pharmaceuticals, members of the sanofi-avcntis Group, 
appreciate the opportunity to comment on the FDA Drufl Guidance an UsefitZ FRWen 
Consumer Medicatiorr Infimntion. The gukbncf2 pmvidcs useful. idixm&iOn concerning the 
continuing effort to reach the 2006 goal to provide h.elp&I tiormatiox~ to 95% of conmmms. 

We are proposing the following comments regarding the guidance for yout consideration. 

~PEC~IC COIVMENTS : 

Section 1ZI.A General. Cobslderatlons 

Lhes 144447: CM rhar adheres to fhe Action Plan &t&a for a spectpc prwcription drug 
will be considered ust&l when (3) the most recent FDA-cxpproved professional labeiing or 
package insert (Ipr serves as the source documentfir the irrforwuztion contained in CM.. . 

Often, in the case of important safety changes to the professional tabeling, revised labeling is 
implemented prior to FDA approval. In these cases the label.ing is subtnittqi to FDA as 
cbmges being &&ted accordjng to 21CFR 31.4.70 (c)(2) and is considered as current labeling 
by the sponsor. Cons&ration sb.ould be given. to using the current labeling in use by the 
sponsor rather than the most recentJ,y approved labeling. This will. result in the most up-to-&e 
safq infbrmation being availabk for the commer. 
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Section B. Specific Recommendations for Each Actbn Plan Cdter’ia, Criterion 1 

Liaes 185-187: All FDA.-approved indications listed in the PIfor the medication. Information 
on unapproved indications should on& be included in CMI nrstumizedfor inciividuai parients. 

Jmlusion of unapproved indications or indications n.ot listed in the PI for the medication should 
be discouraged and not be included in CMI. Addition of unapproved indications could lead b 
confusion on the pmt of the conswr~cr, and may not provide the proper dosage instructions aud 
important mfkty information related f;o unapproved USEG. 

Scctfon IL Specific Rccommend&ions for Each Acth Plun Criteria, Criterion 3 

Lhcs 235-237: IfspectjZed in the PI, include information on how to use the medication, such 
as whether to take it with or without food or water, time of day to take the medication, and any 
other instrtrf lions,. . 

Zn the case of complicated dosage or adminisrration. instructions, consideration could be given. 
to provide a statemen t such. as “Follow your doctor’s instrructions” rather thau trying to exphin 
complicated dosage steps, such as dosage titration. 

Section B. SpecMc Recommendations for Each Action Plan Criteria Criterion 8 

Llnc 387: Use short paragraphs and ballets where possible 

Consideration should be given to revising to “Use short &tive paragraphs and bullets where 
possible” (e.g., Take your medicine, Cdl your docbr.). 

On behalf of Sanofi-Synthelabo Jnc. and Avcntis PharmaccuticaIs, members of the sanod- 
aventiri Group, we appreciate the oppotity to comment on the Lh-af Gul’dnnce on UsefI 
Witten Ctmumer Medz’cution Information and. are m.wh, obliged for your con5i&ratior~ 

SincereI.y, 

Steve Cab, M.D. 
Vice President, US Deputy Head 
Regulatory Development 


