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Congress of the United States
PHouge of Representatives
Washington, BE 20515

December 15, 2003

Mark B. McClellan, M.D., Ph.D.
Commissioner, Food and Drug Administration
Parklawn Building

5600 Fishers Lane

Rockville, Maryland 20857

Dear Dr. McClellan:

Thank you for taking the time to meet with Congressman Sherrod Brown and
Congressman Green recently to discuss the safety of silicone breast implants. We
appreciate your taking the time to schedule the meeting, and apologize that more
members were not able to attend the meeting due to votes.

As we expressed during the meeting, we have three major areas of concern that

we hope the FDA will consider when determining whether to approve silicone breast
implants. The first is the inadequacy of short-term data and need for additional long term
safety data for silicone breast implants, especially issues surrounding silent or
"asymptomatic" rupture and gel migration which the advisory panel acknowledged were

not fully addressed by the manufacturer.

We are also concerned by the startling levels of reoperation and complication
rates even at 1 to 3 years of patient follow-up. Twenty percent of augmentation patients
and 45.9 percent of mastectomy patients required additional surgeries within the first
three years. Given the elective nature of these devices, we feel strongly that long-term
safety data should be required before subjecting women to these potential risks.

Additionally, we are concerned that the significant number of conditions for
approval outlined by the panel will be unenforceable. Many of these conditions would
place additional burden on the women receiving implants, rather than the manufacturers
of the devices or the physicians prescribing them. For example, women with implants
would be required to receive costly MRIs annually, at their own expense. As Dr. Celia
Whitten of the FDA states, the FDA's "ability to enforce [the conditions] is limited."
How does the FDA plan to enforce these conditions when ultimately the burden of
responsibility falls on women or medical professionals who might be unaware of these

requirements?




Finally, as we expressed, we are very concerned that panelist Dr. Michael Miller, ‘
a plastic surgeon at MD Anderson Cancer Center in Houston, Texas, had a pre-existing
relationship with Inamed, and was actually awarded a $25,000 grant to develop an
informational video on the value of breast implants. Certainly this calls into question Dr.
Miller’s objectivity, and raises a potential conflict of interest. We hope that the FDA will

consider this potential bias when reviewing the panel transcripts.

We realize that the FDA faces a difficult, politically volatile decision in the
coming months. We were pleased to hear you state that the FDA will be engaging in a
lengthy review of this issue, and we are confident that, if based solely on the science,
FDA will agree that there are insufficient data to approve silicone breast implants at this
time. We look forward to working with you on this important women’s health issue.

Thank you again for your cooperation on this matter.
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