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AdvaMed

- Advanced Medical Technology Association

February 28,2006

Division of Dockets Management (HFA-305)
Food and Drug Administration | -
5630 Fishers Lane, Room 1061 -
Rockville, MD 20852 '

Re: Docket No. 2005N-0354: ;Consumér-l)irectedg Pr'omoﬁon of Regulated Medicinal
Products L

Dear Sir or Madam:

These comments are submitted on behalf of the Advanced Medacal Teuhnology

~ Association (AdvaMed). AdvaMed is the world's largest association representing
manufacturers of medical devices, diagnostic products, and medical information systems.
AdvaMed’s more than 1,300 members and subsidiaries manufacture nearly 90 percent of
the $75 billion of health care techmology products purchased annually in the United
States, and more than 50 percent of the $175 billion purchased annually around the
world. AdvaMed members range from the largest to the smallest medical technology
innovators and companies. More than 70 percent of our members have less than $30
million in domestic sales annually. "

AdvaMed appreciates the opportumty to present the dev1ce industry perspective on
consumer-directed promotion of regulated medicinal products, specifically restricted
medical devices. Although relative newcomers to direct-to-consumer (DTC) advertising,
our members recognize the beneﬁts of DTC promotion and fully support DTC
advertising of restricted devices in broadcast and print as a way of i increasing consumer

- awareness and understanding of dewces and getting them more involved and informed in
their own treatment options. ‘ /

GENERAL COMMENTS ON i)IRECT-TO-CONSUMER:A-DVERTISING

In considering DTC promotion, 1t is important to dxstmguxsh between materials provided
to healthcare professionals and materials provided to consumers. Based on the
information provided in the Septﬁ;mber 13, 2005 Federal Register Notice, we believe
FDA’s focus on DTC promouonal materlals prov1ded to non—healthcare consumersis
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any queshons regardrng our comments please feei ﬁe

Carolyn D Jones
Associate Vice President ; s
Technology and Regulatory Affarrs L

- Attachment
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