April 19, 2005

Chairman Michael Enzi and Ranking Member Edward Kennedy
Senate Health, Education, Labor and Pensions Committee

428 Dirksen Senate Office Building

Washington, DC 20510-6300

Dear Chairman Enzi and Senator Kennedy,

We are writing to request a Congressional oversight investigation into the FDA’s April 11-13, 2005
Genera and Plastic Surgery Devices Advisory Panel meeting on silicone breast implants for general
use.

Background

On April 13, the Advisory Panel voted to recommend that the FDA put Mentor Corporation®silicone
gel breast implants back on the market with nine conditions, after rejecting Inamed’s application the
day before. In the medical reviews prepared prior to the meeting, FDA scientific staff clearly stated
that the applications from both companies had serious weaknesses, finding that the data in both
applications was of limited value for responding to questions set out in the guidance for industry that
the FDA issued in 2004.

| ssuesfor | nvestigation

Susan Bond, who is Director of Scientific Policy in the Office of the FDA Commissioner,
circulated an email (see attachment) to Dr. Daniel Shultz, Director of the Center for Devices and
Radiological Health, and to Acting Commissioner Crawford with an attached document, titled,
“Backgrounder for Crawford...” Bond's email explains that this document was written by an
“outsider who is interested in seeing us come out ok on the b.i [silicone breast implant] issue.”
Since the document is a biased summary of breast implant research that clearly advocates for FDA
approval, thisemail impliesthe FDA had a pre-determined interest in approval even before the
FDA advisory panel met. Sending adocument from an unidentified outsider, rather than
specifying the source of information on either the email or the document itself, is especialy
guestionable. Who was the “outsider” who created this document? Did this “outsider,” through
Susan Bond, exert inappropriate influence over the agency to act in the interest of industry?



Given the clear assessment by FDA scientific staff that the companies had not yet collected
adequate data to meet the standard set out in the draft guidance, why did the FDA convene the
panel rather than simply informing the companies that the data were inadequate to support
approval?

The Guidance Document regarding breast implant research, which was issued by the FDA in
January 2004, requested platinum and other toxicology analysis on tissue samples. Neither
company provided this. Did the FDA tell the manufacturers that they did not have to comply with
that element of the guidance? Why wasn’'t an expert on platinum appointed to the Advisory Panel?

What was the FDA’ s process for determining the members of the panel, and why did the agency
issue a conflict of interest waiver that allowed the participation and vote of Dr. Michael Miller?
Dr. Miller had a grant from one of the sponsors which he used to create a promotional/educational
CD-ROM for the product he was being asked to evaluate. In the CD-ROM, Dr. Miller reassures
patients that silicone breast implants are safe, creating a very clear intellectual conflict of interest,
in addition to the financial conflict.

Why were independent scientific experts inside and outside the FDA not invited to present their
data? Why were offers to present scientific information, made by several independent experts,
rebuffed? Why was FDA’s own research on breast implant rupture, which includes the largest
published sample of women with leaking silicone implants, not provided to the panel or discussed
in either the written reviews or ora presentations?

Why did the FDA approve the design of Mentor’s Core study, despite the fact that it eliminated the
data from women whose implants were removed and not replaced? The women who had their
implants removed without replacement are among the most likely to have experienced rupture,
complications, or symptoms from the devices. These are the women who should have been afocus
of the research, but Mentor systematically excluded the data on those problems. The rationale
given, lack of consent to gather information from women whaose implants were removed, is
inconsistent with accepted procedures for clinical trials and apparently inconsistent with the
analysis conducted by the other implant maker.

Why did the FDA accept Mentor’s PMA for implant styles 4000 and 8000 even though these
models were not included in the company’ s Core study, the primary clinical data set for the PMA?
Mentor provided some data on Style 4000 from its Adjunct study, but FDA’s PMA reviewers
pointed out that the Adjunct study was fundamentally flawed because it lost 90% of its patientsin
follow-up. Furthermore, they pointed out that the Adjunct study “data are of no valuein
determining the rupture rate” due to the absence of an MRI cohort. Style 8000 was not examined
in either the Core or the Adjunct studies. In essence, there was no reliable datafor 4 of the 6
implant models the Panel recommended for approval.

Now that the Panel hasissued this split decision, it is up to the FDA to decide whether to follow the
panel recommendations. It isessential that an investigation take place as quickly as possible, so that
these questions can be answered before the FDA issues afinal decision on the applications from



Mentor and Inamed, which is expected in the coming weeks. We would like to meet with you to
provide additional background and documentation to support our request for an oversight
investigation. Michelle Nawar will call to follow-up on this request or you can reach her at 202-223-
4000 for more information.

Sincerely,

Command Trust Network

In the Know

Our Bodies Ourselves

National Organization for Women

Nationa Research Center for Women & Families
National Women'’s Health Network

Cc:.  TheHonorable Judd Gregg
The Honorable Bill Frist
The Honorable Lamar Alexander
The Honorable Richard Burr
The Honorable Johnny Isakson
The Honorable Mike DeWine
The Honorable John Ensign
The Honorable Orrin Hatch
The Honorable Jeff Sessions
The Honorable Pat Roberts
The Honorable Christopher Dodd
The Honorable Tom Harkin
The Honorable Barbara Mikul ki
The Honorable James Jeffords
The Honorable Jeff Bingaman
The Honorable Patty Murray
The Honorable Jack Reed
The Honorable Hillary Rodham Clinton
Claude Allen, Assistant to the President for Domestic Policy
Lester Crawford, Acting FDA Commissioner
Daniel Schultz, Director, FDA Center for Devices and Radiological Health
Theresa Toigo, Associate Commissioner, FDA Office of Special Health Issues
Peggy Miller, Science Program Manager, FDA Office on Women's Health















