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February 24, 2006
Via fax and UPS

Division of Dockets Management (HFA 305)
“Food and Drug Administration
5630 Fishers Lane, Room 1061

Rockville, MD 20852

Re: Docket No. 2005N-0354 , E
Consumer-Directed Promotion of Regulated Medical Products; Public Hearmg

Dear Madam or Sir:

Sanofi-aventis U.S. Inc, a memberzof the sanofi-aventis Groi;tp, submits these comments in
response to the above-referenced notice of pubhc hearmg on dlrect to-consumer (DTC)
promotion of regulated medical: products

1. Does current DTC promotion present the benef its. and rtsks oj using. medtcal products in
an accurate, non-mtsleadmg, balanced and understandable way9 :

i.  Canindications of a drug producz or (Zevzce be effectively commumcated toa layperson ?

Yes. We believe that the mdlcatlon should be presented at a level that is comprehens1ble to
the general public and consumers. One way this can be accomphshed is by presenting the
indication in language that can bpunderstood at a sixth grade readmg level.

ii. Does providing more znformatzon about the dzsease help consumers. understand the use of
the drug/device better? -

Yes. Providing additional 111formatx0n about a partlcular dlsease state can raise consumer
awareness of signs and symptoms and, therefore, assist the consumer in better
understanding the correct and appropnate use of a pharmaceutwal product/medwal device.
We believe that this exchange of information should be part of a comprehensive program
that includes subject matter available in various medla such as websxtes print material,
television advertisements, Vldeo news zeleases, ete.
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