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By MARGARET MANNIX

controversial perch atop the South

Carolina statehouse. After years of
bitter debate, members of the state’s
House of Representatives last week nar-
rowly passed a Senate measure 1o move
the flag and position it near the Confed-
erate Soldiers Monument on the Capitol
grounds. Ironically, the decision has
stirred the ire of both flag supporters, who
want to keep the banner on the dome, and
opponents, who say the flag is too offen-
sive to fly. The National Association for
the Advancement of Colored People says
it will continue its tourism boycott, which
has already cost the state nearly $20 mil-
lion. If the bill becomes law, the flag will
be moved July 1.
® Virginia tourist attractions won't face
a similar fate. Gov. James Gilmore
dodged similar sanctions in his state by
agreeing to reconsider his recent move
proclaiming April as Confederate Histo-
Ty Month.

e
T he Confederate flag is about to lose its

CAR SAFETY

Keep on truckin’

An unlikely voice has joined the chorus of
critics of sport utility vehicles: Ford Motor
Co. In a new report, Ford for the first time
said it was worried about the safety of the
road hogs and their impact on the envi-
ronment and pledged to develop technol-
ogy to alleviate those concerns. Chairman
William Ford even remarked that auto
companies are in danger of developing
reputations as bad as those of cigarette
companies. Still, SUV sales are hugely
profitable, and Ford keeps churning out
new models. _

@ Despite speculation that the light
truck phenomenon will fizzle, Ameri-
cans buy more each year. Indeed, a new
wave of hybrids that combine car- and
truck-like features could actually whet
appetites.

WOMEN’S HEALTH

Slipping and sliding

. Saline breast implants just got a nod of ap-
proval from the U.S. Food and Drug Ad-
Iministration, more than 30 years after they

16 US.NEWS% WORLD REPORT, MAY 22, 2000

! o % "'m
The Confederate flag may not fly much lenger over th

first became available. The silicone vari-
ety was taken off the market earlier this
decade for safety reasons, prompting the
FDA’s examination of the health risks of its
water-based cousin. After years of study,
FDA says there are no serious hazards as-
sociated with saline implants, but they do
have “relatively high complication and fail-
ure rates.” Those tend to be cosmetic, such
as wrinkling, sloshing, asymmetry, and
leaking. '
@ But such problems aren 't easy fixes.
About 1 of every 3 women with an implant
eventually needs additional surgery toTe-
place or Temove the implants.

THE INT ERNET
Tax-free zone

If only the Internet could fend off virus-
es as effectively as it sidesteps taxes. The
House voted last week to extend a mora-
torium set to expire next year on any new
Internet taxes, such as state or local sur-
charges on access fees. The extension also
cancels existing Internet levies currently
imposed in a handful of states. If the Sen-
ate and White House go along, the grace
period will last until October 2006.

@ The moratorium doesn't bar sales tax on
online purchases. But that tariff is uncol-
lectible in many cases because states often

e South Carolina statehouse.

can’t force out-of-state merchants to im-
pose it. What's more, debate still rages over | .
whether it should be collected at all. L

TELEVISION

Take that, Pikachu!

Leave it to four ancool kids to whip thez
Pokémon monsters. On Saturday, April 29,
more TV viewers ages 9-11 watched Thes
Weekenders, a new ABC cartoon about?.
middle-school pals, than the WB's 10 a.m.;
Pokémon, whose numbers have been slid
ing this year. Nor do kids crave the cards’
as they once did. “They're going the way of
Cabbage Patch dolls,” says Ace Aguilera,.
manager of Meltdown Comics & Col
lectibles in Los Angeles. A July Pokémon.
movie, new Nintendo games, and anew fal’
TV series should boost the show’s stock:,
But with 13 episodes airing a week, Poké.
mon may dilute itself into an early grave.|
@ Pokémon still has plenty of life and s¢
does the popular Fox-TV rip-off, Digimo®:
But one day soon, @ weird new show wik
knock them both on their butts for good:
Don't expect extinction. The ancient Powe.
Rangers rule the 8 a.m- Saturday slot.

s
Wwith W. Thomas Smith Jr., William J. .
Holstein, John S. MacNeil, Leonard :
Wiener, and Marc Silver
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TWO FIRMS GET FDA APPROVAL TO CONTINUE
MARKETING SALINE-FILLED BREAST IMPLANTS

The Food & Drug Administration today announced that the saline- filled breast implants made by
McGhan Medical Corp. and Mentor Corp., both of Santa Barbara, Calif., may remain on the market,
despite relatively high complication and failure rates, and that information on the risks should be
made available to women so they can make informed decisions.

The saline breast implants, which are made of a silicone shell filled with sterile salt water, were
approved for breast augmentation in women 18 years or older and breast reconstruction.

In clinical studies required by the FDA, the companies looked at various short-term or "local"
complications associated with the products, such as infection, hardening of tissue surrounding the
implant (a condition known as capsular contracture), leakage/deflation, and implant removal. The
firms also looked at the effectiveness parameters of patient satisfaction, body esteem, self-esteem,
and brcast size. Altogether some 9,000 women were enrolled in three McGhan studies and two
Mentor studics.

"Although there is benefil to some women from having breast implants available, there is now a
much clearer understanding of the risks involved," said FDA Commissioner Jane E. Henney, M.D.
"With the data that has been presented, women and their physicians will be able to make informed

decisions about whether the benefits arc worth the risks."

Said David Feigal, M.D., dircctor of FDA’s Center for Devices and Radiological Health, "It’s clear
from these studics that there is a possibility that a substantial number of women who get these
implants will require additional surgery at some point to remove or replace their implants because of
complications.

"Women should understand that breast implants do not last a lifetime. And they should be aware that
women who choose not to replace their implants after removal may have cosmetically unacceptable
dimpling or puckering," he said.

McGhan’s primary study involved 901 women who received saline-filled implants for augmentation.
Alter three years, 689 patients (76%) were still in the study. Some of the three-year cumulative risk
rates were 21% tor additional surgeries, 16% for breast pain, 11% for wrinkling, 10% for asymmetry,
9% for capsular contracture, 8% for implant removal, and 5% for leakage/deflation. Some women
experienced more than one of these complications. '

The risk rates were higher for the 237 women who received McGhan saline-filled implants for

reconstruction following surgery for breast cancer or other medical problems. After three years, 169
patients (71%) were still in the study. Some of the three-year cumulative risk rates were 39% for

http://www.tda.gov/bbs/topics/NCWS/NEW00727 hitml 5/11/00
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additional surgeries, 33% for asymmetry, 25% for capsular contracturc, 23% for implant removal,
25% for wrinkling, and 6% for leakage/deflation. Some women experienced more than one of these
complications. Mentor’s primary study involved 1264 women who received saline-filled implants for
augmentation. After three years, 955 paticnts (76%) were still in the study. Some of the three-year
cumulative risk rates were 21% for wrinkling, 13% for re-operation, 10% for loss of nipple sensation,
9% for capsular contracture, 8% for implant removal, and 3% for leakage/deflation. Some women
experienced more than one of these complications.

The risk rates were higher for the 416 women who received Mentor saline-filled implants for
reconstruction following surgery for breast cancer or other medical problems. After three years, 283
patients (68%) were still in the study. Some of the three-year cumulative risk rates were 40% for re-
operation, 35% for loss of nipple sensation, 30% for capsular contracture, 28% for asymmetry, 27%
for implant removal, and 9% for leakage/deflation. Some woren experienced more than one of these
complications.

Despite the complications experienced by some women, the majority of those women still in the
McGhan and Mentor studics after three years reported being satistied with their implants; however,
this does not include women who had their implants removed due to problems and were dropped
from the studies.

FDA'’s decision to allow continued marketing of McGhan and Mentor salinc-filled breast implants
was based on a review of the fims’ clinical studies, on inspection of the firms’ manufacturing
facilities, and on the recommendation of the Plastic and Reconstructive Surgery Devices Panel of
FDA’s medical Devices Advisory Committee.

FDA's decision on these two saline-filled breast implants does not affect silicone gel-filled breast
implants. Silicone gel-filled breast implants currently cannot be commercially marketed. They are
available only to women participating in FDA-approved clinical studies designed to answer similar
questions abour safety and effectiveness.

Saline-filled breast implants have been marketed for over 30 years, well before FDA was given the
authority to regulate medical devices. Like most medical devices marketed prior to passage of the
1976 medical device law, they were presumed to be safe and effective. However, in the late 1980«
questions began to arise about their safety. Little scientific dala was available about the nature, type
and frequency of problcms being reported about the products. Information that was available was
inadequate or conflicting, particularly about how often complications occurred. As a result, FDA
decided to call for specitic safety and cffectivencss data from manufacturers.

Today’s action is the result of the review of marketing applications submitted by those two
companies. The information that will enable women to make a fully informed dceision is contained in
the package insert that accompanies the products and in patient informed decision brochures. The
patient labeling can be found on FDA’s website at: hitp://www.lda.gov/cdrh/breastimplants/. A
comprehensive package of information on all types of breast implants is available at the same
website.
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7o FIRMS GET FDA ADPROVAL TO CONTINUE
... . MARKETING SALINE-FILLED BREAST IMPLANTS

The.Eood & Drug Admini;tration todayﬂcc;ccﬁcc&i;ﬂai' B
the saline-filled preast implants made by McGhan Medicai
corp. and Mentor COIP-/ both of Santa parbara, calif., may
remain on the market, despite relatively high complication
and failure rates, and that information on rhe risks should

be made availabla to women so they can make informed

decisions.

The saline preast implants: which are made of a
silicone- shell £41led with gterile salt water, were

approved for breast augmentation in women 18 years OF older

and breast reconstruction.

In clinical studies required py the FDA, the companies
loocked at various ghort~-term Or “local” complications
associated with the products, such as infection, hardening
of tissue surrounding +he implant (2 condition Known as
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capsular contracture), 1eakage/deflaticn, and implant
cemoval, The firms alsc looked at the offectiveness
parameters of patient gatisfaction, pody esteems self-
esteem, and breast size- Altcgether gome 9,000 women were
enrolled in +hree MeGhan gtudiss and two Mentor studlies.

walthough there is penefit to some women from having

... . preast ipiplante-availaple, there is now 2 much clearer
understanding of the fisks involve&?" gﬁid FﬁAléoﬁmissipgeif
Jane E., Henney, M.D. “With the data that has been
presented, women &nd thelr physicians will be able to make
jinformed decisions about Whether the benefits are worth the
risks.”

said David Feigal, M.D-. director of EDA's Centel for
pevices and radiological gealth, “It's clear from these
studies that there is 2 possibility that a supstantial
aumper of wWomen who get these implants will reguire
additional surgery at some point toO remove OI raeplace their
implants pecause of complications.

“Women should understand that bfégﬁt implants do not
last a 1ifetime. And they should be aware that women Who
choose not t°o replace their implants after removal may have
coametically unacceptable dimpling ©t puckering,” he said.
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McGhan' 5 primary study jnvolved 201 women Who received
for augmentation. Aftexr three
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saline-filled implants
in the study.
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of the Plastic and Reconstructive surgery pevices Panel of
FDA'S medical Devices Advisory Committe®-

FDA’ s decision on these twoO saline-filled breast
implants does not affact silicone gal-filled breast
implants- gilicone gel—filled breast implants currently

. cannot be qommﬁrcially marketed. They are available only
to women participatiﬂg in FDA-approved ciiéical studies _
designed to answer similaz questions about safety and
effectiveness.

Saline—filled breast implants have been marketed for
over 30 years, well before FDA was given the authority to
regulate medical devices- 1.ike most medical devices
marketed prior to© passage of the 1976 medical device law,
théy were presumed to be safe and effective. Howevexr, in
the late 1980s, questions began to arise about their
safsty. Little scientific data was avallable apout the
nature, TYP® and freguency of problems peing reported about
the products. tnformation that was aﬁgilable was
inadequate OT cohflictinq, particularly about how cften
complications occurred. A8 2 result, FDA decided TO call
for specific safety and effectiveness data from

manufacturers. -Norea-
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Today’'s action is the result of the review of
marketing applications submitted by those two companies.

The information that will enable women to make & fully

informed decision is contained in the package insert that

accompanies the products and in patient informed decision
prochures. The patient labeling can be found on FDA’ s

website-at:.htgp://www.fda,qov/cdrn{breaqtimplants/. A

comprehensive package of information on all types of breast

implants is available at the same website.
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capsular contracture), leakage/deflation, and implant
removal. The £irms also looked at the effectiveness
parxameters of patient satisfaction, pody esteem, self-
esteem, and breast gize- Altogether some 9,000 women were
enrolled in +hree McGhan gtudies and two Mentor studies.

walthough there is penefit to some women from having

-~_breast 1mp¢dnbanﬁvaLlable, the:e'}s now a much clearer
understanding of the risks involved,” sald FDA Commwsslcher T
Jane E. Henney, M.D. “With the data that has been
presented, women and thelr phy51c1ans will be able to make
informed decisions about Whether the benefits are worth the
risks.”

said David Feigal, M.D-s directer of FDA's Centel for
pevices and Radiological Health, wIt’s clear from these
studies that there 15 & possibility that 2 supstantial
numper of women who get these implants will reguire
additional surgery at some point to remove O replace their
implants pecause of complications.

“Women should understand that breast implants do not
last a 1ifetime. And they should be aware that women who
choose not t°o replace their implants after removal may have
cosmetically unacceptable dimpling °or puckering," he said.
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of the Plastic and Reconstructive surgery Devices panel of
FDA'S medical Devices Advisory Committee-

FDA’s decision on these tWO saline—filled preast
implants does not affectT silicone gel-filled preast

implants- gilicone gel—filled breast implants currently

iéé;ﬁdtiye_¢ommerciall¥ mgrketgéi They are availakle only

to women participating in FDA-approved clinical studies
designed to answer similar guestions about safety and
effectiveness.

Saline—filled preast implants have been marketed for
over 30 years, well before FDA was given the autherity to
regulate medical devices- 1.1xe most medical devices
marketed priox to passage of the 1976 medical device law,
théy were presumed 1O pe safe and effective. HoweveXx, 1in
the late 1980s, questions began TO arise about their
safety. Little scientific data was avallable apout the
nature, TYP® and freguency of problems peing reported about
the products. Tnformatien that was aﬁiilable was
inadegquate OT conflictind, particularly about how often
complications occurred. As 2 result, EDA decided tO call
for sPecific_safety and effectiveness data from

manufacturers. -Nora~
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Today's action 1s the result of the review of
marketing applications gubmitted by those two companies.
The information that will enable women to make a fully
informed decision is contained in the package insert that
accompanies the products and in patient informed decision
brochures. The patient labeling can be found on FDA’s

: webslte at: http://www. fda. qOV/Cdrh/breastlmplants/ A

comprehensive package of information en all types of bre&sc:

implants is available at the same website.
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NOTES/COMMENTS:

Here are some faxes that could be helpful for backgroutd information, including a letter I
sent to President Clinton in March, a copy of the USA Today article, and a few letters from
Bliley and 2 organizations. I also e mailed you a copy of the letter that the Commerce Dems
sent to Dr. Henney.

Thanks for your interest. I think that the political ramifications (as they relate to the
impression of FDA as a paper tiger) are pretty wortisome, as well as the implications for
wormen’s health.

1444 EYE STREET, NW, SUITE 900, WASHINGTON, DC 20005

202 216-9507
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NATIONAL CENTER FOR POLICY RESEARCH
FOR WOMEN AND FAMILIES

The Food and Drug Administration (FDA) is scheduled to decide whether to approve saline breast
implants on Wednesday, May 10. FDA Approval would be a boon to imiplant manufacturers and to
plastic surgeons, who implanted almost 200,000 women last year, an all-time record.

Although they have been on the market for almost 30 years, saline breast implants were never tested on
human beings, and manufacturers never have provided evidence of their safety. Only now, twenty-
four years after the 1976 law requiring the FDA to regulate medical devices, has the FDA reviewed the
manufacturers’ recently required data on safety and effectiveness.

Of the three implant makers that presented data at an FDA Advisory Committee meeting on March 1-
3, 2000, two companies, Mentor Corporation and McGhan Medical, are still under consideration by
FDA, despite extremely high complication rates. Those “complications” included breasts that were
extremely hard or painful, rupture and deflation of the implant, infection, and the need for surgical
removal of the implant.

» Seventy-three percent of mastectomy patients and forty-three percent of cosmetic patients
with Mentor saline implants had at least one complication within three years.

» Eighty-two percent of mastectomy patients and sixty percent of cosmetic patients with
McGhan implants had at least one complication within four years.

» The complication rates were still rising when the studies were completed and had not leveled
off, so that the long-term health risks were unknown.

These statistics suggest that the FDA will have to change the definition of “safe” if they want to
approve these medical devices.

When they reviewed the manufacturers studies, members of the FDA’s Advisory Panel expressed
dismay at the poor quality of the studies and the high complication rates for the devices:

» Nancy Dubler, a bioethicist at the Albert Einstein College of Medicine, was “concerned about
the 5.8% deflation rate and by the 43% complication rate and 73% complication rate in
reconstruction patients. I think that’s very, very high, and the combinations of all of that
makes me reluctant to say that we can provide reasonable assurance that, in fact, they’re
safe.”

1444 Bye Street, NW, Suite 900, Washington, DC 20005
Phone (202) 216-9507 » Fax (202) 216-9845
www.cprdwomenandfamilies.org
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Industry representative, Cindy Domecus of Concepts, Inc. said, “In my experience [ don’t
know that I’ve ever seen a medically indicated product have that high of a complication rate
and have it be a favorable risk-benefit ratio.”

Dr. Brent Blumenstein of the American College of Surgeons Oncology Group said, “I cannot
feel good about any of the data presented with respect to accuracy and giving that
information to an individual patient and having that patient understand what the rea] risks
are"?

Dr. Joseph Boykin, a plastic surgeon at Coltmbia Retreat Hospital jn Virginia, explained that
if implants are removed, the breasts are stretched out of shape and very unattractive, “patients
that get involved with breast implants need to understand that this is a life-long road. Once you
put these implants in, whatever you decide to do with them is going to irreversibly change the
shape of your native breast tissue.”

Maxine Brinkman, the consumer representative and a nurse at Women’s and Children’s Service
at North lowa Mercy Health Center, compared the situation to cigarettes, because
manufacturers, “bave seen a market in a younger population and that's where the money lies so
they have aimed products towards that population.... I think that's a very sad comment on our

society.”

Despite those concerns, the advisory panel recommended that the devices be approved as “reasonably
safe” with the condition that additional studjes be performed to address long-term safety and that
comprehensive informed consent be given to women. Unfortunately, informed consent is impossible
because manufacturers and plastic surgeons habitually minimize the risks of breast augmentation and
reconstruction to potential patients, including teenage girls. For example, a recent “Dear Doctor” letter
from McGhan cites fewer complications than the FDA’s own analysis of the same study.

The upcoming FDA decision has inspired letters of concemn from leading Democrats and Republicans
on the House Commerce Committee, which oversees the FDA, as well as national health organizations
and breast cancer activists.



05/88/2080 13:28 2022169845 CPRAWF PAGE

NATIONAL CENTER FOR POLICY RESEARCH
FOR WOMEN & FAMILIES

-G PR

March 10, 2000

The Honorable William Jefferson Clinton
1600 Pennsylvania Avenue
Washington, DC 20500

Dear President Clinton:

As a former senior policy advisor in your Administration, and former Congressional investigator on
health issues, | am writing to express my grave concerns about the apparent weakening of the Food
and Drug Administration (FDA) in recent years. American consumers depend on the FDA to be a
vigilant watchdog. The FDA saves lives, and helps preserve the quality of our lives. At this point in
your Administration, FDA’s ability to protect the public is in jeopardy.

Two very different examples of this problem are demonstrated in the recent revelations about
federally funded research on gene therapy and the March 1-3, 2000 FDA advisory panel meeting on
saline breast implants. In both cases, the physicians who are providing the investigational treatment
are also conducting the research and providing information about its safety to the patient, the
patient’s family, and the public. At last week’s FDA meeting on saline implants, the panel’s
bioethics expert, Nancy Dubler of the Albert Einstein College of Medicine, pointed out that there is a
fundamental conflict of interest when those two roles — practitioner and researcher — are held by the
same person. The result is often a cover-up of adverse reactions, even fatal ones, and a lack of
informed consent for patients.

Your administration is appropriately responding to the well-publicized problems regarding the gene
therapy experiments, and I applaud those efforts. Unfortunately, the saline breast implant meeting
indicates that the underlying problems are widespread at FDA, and will undermine the safeguards
that are intended to protect consumers of medical products.

The saline implant meeting was one of the FDA’s first efforts to follow a new policy of “least
burdensome provisions” of the FDA Modernization Act, designed to make it easier for manufacturers
to get approval for their medical products. The meeting made it clear that the result will be much
more burdensome for consumers: the buyers will have to beware. In this letter 1 will focus on how
the saline implant meeting raises important, fundamental questions about FDA’s role as a federal
watchdog.

In addition to the above-described problem of having to rely on studies conducted by the doctors who
treat the patients, the advisory panel was provided with conflicting information and given
inappropriate instructions about how to weigh that information. For example, they heard clear,
concise statistical analyses by FDA scientists, indicating that the manufacturers had misrepresented
their data. The FDA scientists concluded that the implants had much higher complication rates than
the manufacturers admitted -- 73-84% for mastectomy patients during the first 3-4 years. The studies
did not continue for enough years to determine long-term safety, but the FDA scientists pointed out
that the number of women with complications kept increasing every year.

1444 Eye Strect, NW, Suite 900, Washington, DC 20005
Phone (202) 216-9507 = Fax (202) 216-9845
www.cpréwomenandfamilies.org
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The Honorable William Jefferson Clinton
Page Two

These views were consistent with the testimony of implant patients, who traveled from all over the
country to attend the meeting, and publicly described their problems with saline implants.
Unfortunately, the panel was instructed to ignore their testimony. Instead, several plastic surgeons,
including two panel members, reassured the advisory panel that women were satisfied with the
implants despite the high complication rate. In fact, most of the “information” presented at the
meeting was provided by the manufacturers and the plastic surgeons, both of which have a strong
financial interest in keeping implants on the market.

As scientists and physicians, the role of the panel members should have been to make sense of the
discrepancies between the rosy picture of implants presented by the manufacturers and the plastic
surgeons, and the patients’ problems. This would have been even easier if the panel had also
received relevant research information from other sources, such as the National Cancer Institute’s
ongoing (but as yet unpublished) study of breast implants, and other unpublished studies that have
been conducted by scientists at NIH, FDA, and elsewhere.

After reviewing the research data, panel members expressed concerns about the safety of the
implants and vehemently urged that addijtional research should be conducted to prove whether they
are safe. Despite these reservations, the panel was openly encouraged by FDA officials to vote for
approval to keep the implants on the market. After the exhausting first 12+-hour day of the three-day
meeting, the panel acquiesced to the FDA’s implicit and explicit instructions, and voted to approve
the implants as “reasonably safe and effective.” During the last day of the meetings, the panel made
it clear that consumers needed better “informed consent” than they had been getting, but
acknowledged that this would be difficult to achieve since the plastic surgeons tend to tell patients
about their surgical successes, not their failures, and since long-term safety data are unavailable.

The FDA must now decide which of the panel’s many recommendations to follow. In this decision,
and future decisions regarding medical products, the FDA should carefully consider the research
evidence. If that evidence does not truly prove that a product is safe, it should not be approved. If,
instead, the FDA decides it is acceptable to approve medical products with extremely high failure, re-
surgery, and other complication rates, “FDA approval” will mean nothing, and your Administration
will have undermined a critically important safeguard for consumers.

As president, you have made a very clear comm itment to the health and safety of all Americans, and
especially our children. I urge you to quickly address the problems at FDA so that this legacy is
preserved. In the meantime, our non-profit organization will conduct a thorough review of the
implant safety data, and will write a more detailed letter describing our concerns to the FDA.

Sincerely,

Diana Zu an, Ph.D.
Executive Directlor

Cc: Jane Henney, M.D., Commissioner, Food and Drug Administration



SECTION: NEWS: Pg. 1A
HEADLINE: Breast implant manufacturer under investigation by FDA
BYLINE: Rita Rubin

BODY:

A major breast implant maker that recently got a favorable review
from a Food and Drug Administration advisory panel is the subject
of a criminal investigation by that agency for "allegations of
serious uregularities in breast implant studies.”

Rep. Tom Bliley, R-Va., chairman of the House Commerce Committee
which oversees the FDA, wrote Commissioner Jane Henney last Friday
asking why the company was permitted to come before the saline
breast implant panel March 1.

2

Although Bliley's etter does not name the firm, a memo on March
9 from the FDA's Office of Criminal Investigations says: "We
have an open investigation on Mentor Corporation at this time"
involving allegations of research nregularities.

"I note that an open investigation does not necessarily reflect

the credibility of the allegations," Bliley writes. "Nevertheless,

I question why the FDA proceeded to the Advisory Committee under
these circumstances." An FDA spokesworan said the agency would
not comment until it had responded to Bliley.

Silicone-gel implants were virtually banned in 1992 because of
safety concerns, and the FDA is examining the safety of saline
implants. The advisory panel concluded that Mentor's implants
were safe and effective and recommended that the FDA allow them
to stay on the market.

Knowing about it might not have changed the panel's vote. "Ford
and GM get criminal investigations from time to time, but they
still make damn good cars," said panelist Bob Burkhardt, a Tucson
plastic surgeon. Douglas Altschuler, Mentor's general counsel,
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said the allegations were without merit and were made by two employees
who had been fired for harassing co-workers. He learned of the

inquiry, he said, when he was contacted in 1998 by the U.S. attorney's
office in Dallas, horme of Mentor's plant. "They asked me some
questions. I provided responses. I considered the case closed."

The probe is still open, Altschuler said, because "they're overworked,
and someone may not have formally put a closed sticker on a file."

But an FDA spokesman said that "in general, when there's a criminal
investigation, when the issue is resolved, the FDA will close
the case.”

n7
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April 3, 2000

The Honorable Arthur Levitt
Chakman

Securities and Exchange Commission
450 5th Street, NW

Washington, D.C. 20549

Dear Chairman Levitt
| am writing to bring ta your attention » matter for consideration by the SEC Enforcemeant Divigion.

On March 17, 2000, | wrote the Food and Drug Administration (FDA) questioning the agency’s decision to
present data from 3 breast Implant manufacturer before an FDA udvisery panel for an approvabiity
recommendation while the manufacturer continuad to be underan open FDA criminal invastigation. The FDA
provided doeUmentation to the Committee confinming that the company Is under eriminal investigation for
"allegations of serious Imagularities In breast Implart gtudles.” Attachmant 1].

On Maroh 23, 2000, USA Taday pubiished a page one articia that *u) majoe breast implant makar [idaniifiad
as Mentor Carporation] that recently got & favorable revisw from a Food and Drug Agministration advisory
panel I3 the subject of a criminal Inveatigation by that agency for ‘allegations of serious iregularities in breast
implant studies.* [Attachment 2], According to Dow Jones News, shares of Mentor Corporation were down
as much as 40% Thureday moming after USA Today reported that tha breast-implant man ufachurer was being

invastigated by the FDA. Trading on Mentor stook waa halted at midday to allow investars to digast the news.
[Atlachment 3)

By mid-day, Mantor iasued a public statement danylng that thare wes an FDA crimine| investigation based
on allegations of serlous Irreguiaritios in breast implant studiss. According to Mentor's statement: “The
Campany has contacted the FDA and although they huve onfirmed thet there i an lnmutzaﬂon stemining
from 1998 manufacluring issues, Mentor s unraware, and tha office of the FDA conducting the Invoetigation,
has denled that the investigation has any connaotion whatsoever with 'allagations of sedous iregularities in
breast implant studies’ as quoted by USA Today.” (Attachment 4] According to Reutsrs, “{slhares In Sants
Berbere, Californts-besed Mantor rebounded aharply after the company lasued #s statemant araund midday,
having tmbled as much as 50% percent at the opan before trading was halted.” [Atachment 5]

Because Mentor publicly attrihuted to FDA a denial of FDA'S atatemantto the Committes the Cammittes staff
askad the FDA, In light of Mentor Corporation's public statement, whether the FDA stood by Iits original
description of the criminal inveatigation es relating to “allegations of merfous Imegularities In bregst Impient
etudies.” In responae to the Commitise staffs request, the FDA provided a written statemant an Manch 28,
2000 confirming that FDA stends by Bs statemant that described the crminal investigatian as relating to
“alicgations of serlous Iegularities in breast implant studies [Attachmant €]

Since Mentor's public statement affoctsd the trading of ils stock, and material informtion in Mentor's publie
statemant [s In conflict with Informetion providad by tha FDA, | am forwarding this matter to the BEC to
determine whether federal ascurities laws were violated.

Thank you for your assistencae. if you have 2ny questions, please cohtact Alan Slobordin of the Commitee staft
at (202) 228-24997.

Sincanrely,

Tom Billey
Chalman
¢c: The Honarable John D, Dingell, Ranking Momber

The Honorabie Fred Upton. Ghalman, Subeommittee on Oversight and investigations
The Honarable Ron Kiink, Ranking Member, Subcommittee on Oversight and Investigations
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BREAST
CANCER
ACTION

la Facsimile: (202) 228-4741

The Honorable Dianne Feinstain
U.S. Senate

331 Hart Building

Washington, DC 20510

Dear Senator Feinstein;

| write to you on behalf of Breast Cancer Action and as your constituent to ask for your assistance on an

urgent FDA matter. In light of your work in support of women's health, 1 believe you will share our
concems.

On March 1-3, the FDA will convene an advisory committee maeting to review the new rasearch on salir
breast implants. Ag you know, saline breast implants have been sold in this country for more than 20
years, but manufacturers have never besen required to provide proof that they are safe or effective to the
FDA. Now, for the first time, the FDA will make a Judgment about whather the implants are safe and
sffective, and they will only stay on the market if that is proven.

Unfortunately, FDA officlals appear to be under the impression that Congress wants them to approve
thesa devices whether they ara safe or nat While | hope that is not true, | am writing to request that you
write a letter to Dr. Jane Hennay, the FDA Commissioner, and Dr. David Feigal, whao is Director of the
Center for Devices and Radiological Health at FDA, to assure them that, as a senator who is committed
to improving women's health, you are concemed that saline implants be approved only if thay are prove
safe and effactive. | am especially concemed that the data prove long-term safety (at least 5-10 years)
and that they be proven safe for breast cancer patients who use them for reconstruction, and not just fo
cosmetic "sugmentation” patients.

Thare has never baen a well-designed study of the safety of implants for mastectomy patients. We have
seen oo oftsn the dire conssquences of approving something first, and evaluating its safety |ater.
Women with breast cancer do not need to be guinea pigs in the search for a marketable implant praduc

| would be very grateful if you could send a letter to FDA prior to February 25, 2000 to express your
concem that any decision be based on sound researeh that inciudes mastectorny patients.

Thank you so much for your help.

Sincerzly, A W\

Barbara A. Branner
Executive Director

55 New raontgomery, Suile 323 Son Fiancisco, California 94105
Tel: 415 2439301 F:s 415,243.3996 Tolllier: ) 877 2STOPBC  “Vebsiw: waww brocien arg
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BOSTON WOMEN’S HEALTH BOOK COLLECTIVE
&

PO Box 192, 240A Eim Strect, Somerville, MA 02144
Telephone: 617.625.0277 Facsimlle; 617.625.0294
Email: office@bwhbc.org
Website: www.ourbodiesourselves.org

A Msmber Agency of Community Works

March 1, 2000

Jane Henney, MD
Commissioner, FDA
Rockville, MD

Dear Dr, Henney:

The Boston Women’s Health Book Collective has long been concerned that breast
implants have been marketed for so many years without adequate safbty data
available to allow women to make informed choices.

We are glad that the FDA has finally required implant manufacturers to submit
safety data, but we are concerned that no outside experts were invited to testify ax
the PMA meetings on March 1-2 before the voting takes place.

We are also concerned that the FDA has asked only for "at least 2 years" follow-
up on patients for a device that is intended to last as long as possible. What is
needed is AT LEAST 5-10 years wotth of data. '

In addition, separate analyses are needed on large numbers of mastectomy
patients using implants for reconstruction as well as large numbers of
augmentation patients.

If silicone causes autoimmune diseases, that could happen with saline or
silicone implants (since both have silicone envelopes) and would probably
take many years to develop for most women. Studies following women for 2-5
years are not enough. :

Since it is known that bacteria and mold can grow in saline implants, it's
important to know if women face health risks when they break. Therefore,
studies are needed on women whose saline implants have broken.

We loak forward to hearing from you about these matters.
Sincerely, .

Sudy Ylosipran
Judy Norsigian

Program Director, BWHBC
Co-author, Our Bodies, Ourselves for the New Century

peintod on Kenaf. chlorine- and tree-froe paper : (=" . I
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Record Type: Record

To: Heather H. Howard/OPD/EOP

cc:
Subject: here’s the letter from Dems on Commerce to FDA Commissioner

> April 14, 2000

>

>

> The Honorable Jane Henney, Commissioner

> Food and Drug Administration

> 5600 Fishers Lane

> Rockville, Maryland 20857

>

> Dear Commissioner Henney:

>

> Congress has long been interested in assuring that breast implants are safe
> and effective. Over the last year the Subcommittee on Oversight and

> Investigations has been looking at FDA's activities regarding the safety of

> breast implants. In light of the recent testimony before the Food and Drug

> Administration (FDA) Advisory Panel on Plastic Surgery, combined with the
> recent press reports concerning the criminal investigation of a breast

> implant manufacturer, we request a briefing for Democratic members of the
> Subcommittee to discuss these and other related matters. By copy of this

> letter, we are inviting our Republican colleagues on the Subcommittee.

>

> Since the passage of the Medical Device Amendments of 1976, the FDA has had
> jurisdiction over all medical devices. Current law requires manufacturers

> of new medical devices to first show that they are safe and effective

> before they can be marketed. Nevertheless, devices that were in use before
> 1976, such as breast implants, have been allowed to stay on the market

> subject to an FDA safety and effectiveness review.

>

> Fifteen years later, in April 1991, the FDA asked manufacturers to submit

> evidence that silicone gel-filled implants were safe and effective.

> Initially, due to a lack of data, the FDA determined that breast implants

> could not be approved. In 1992, gel-filled implants were removed from the
> market. Nonetheless, citing the strong public health need for gel-filled

> implants in certain cases, and under the auspices of an adjunct study, FDA
> decided that silicone gel-filled implants would be available for women

> with "special needs." These included women who have had breast cancer
> surgery, a severe injury to the breast, a severe abnormality, or who

> already had ge! implants that needed to be removed. This adjunct study has
> been running since 1992.

>



> In January 1993, FDA first called for the manufacturers to conduct studies
> on the safety and effectiveness data on saline-filled implants. Unlike

> silicone-filled implants, the FDA decided to leave saline-filled implants

> on the market for "cosmetic" purposes (for all women) while data was being
> collected. Clinical trials were ordered in 1994 and Pre-Market

> Applications were eventually submitted to the FDA in November 1999.

>

> At the recent March 1-3 meeting, the advisory panel discussed the research
> submitted to the FDA in applications by three manufacturers of saline

> breast implants. It is our understanding that there was significant

> concern voiced by some in that session regarding the safety and

> effectiveness of saline-filled breast implants. The panei nonetheless

> endorsed the applications of two of the manufacturers despite what we

> understand to be major questions pertaining to the quality of the

> research, the high complication rate of these products, high failure and

> re-surgery rates, and testimony showing that saline breast implants can

> obscure breast tissue and make it more likely that the diagnosis of breast
> cancer will be delayed.

>

> Although the panel attached a list of conditions which the manufacturers

> would have to meet if and when the FDA approves saline breast implants, our
> goal is to make sure that these devices are safe and effective before they
> are approved by FDA. We are concerned that post-market conditions would
> give manufacturers insufficient incentive to improve their product, after

> their applications are approved by FDA.

>

> While we are very sensitive to making sure that breast cancer survivors

> have access to implants for breast reconstruction, we are also concerned
> about how the FDA has handied this issue since the 1976 Amendments.
> Frankly, the variety of concerns about the FDA'’s oversight of the adjunct
> study, review of adverse events reported to FDA, the reportedly open

> criminal investigation into allegations relating to one of the sponsors,

> and the recent meeting of the advisory board, do not engender confidence
> in the minds of patients, legislators, or the public.

>

> It would be exceedingly unfortunate if FDA rushed its review of this matter
> only to contribute to the lingering perception by many that its handling of
> the entire breast implant matter has been less than adequate. Therefore,
> we request a briefing from you and Dr. David Feigal on these matters in
> early May. To schedule the briefing, please have your staff contact

> Christopher Knauer of the Minority staff at (202) 226-3400.

>

> Sincerely,

>

> JOHN D. DINGELL, RANKING MEMBER

> COMMITTEE ON COMMERCE

>

> RON KLINK, RANKING MEMBER

> SUBCOMMITTEE ON OVERSIGHTAND INVESTIGATIONS

>

> cc: The Honorable Tom Bliley, Chairman

> Committee on Commerce

>

> The Honorable Fred Upton, Chairman



> Subcommittee on Oversight and Investigations
>

>
>
>
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> Since the passage of the Medical Device Amendments of 1976, the FDA has had
> jurisdiction over all medical devices. Current law requires manufacturers

> of new medical devices to first show that they are safe and effective

> before they can be marketed. Nevertheless, devices that were in use before
> 1976, such as breast implants, have been allowed to stay on the market

> subject to an FDA safety and effectiveness review.
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> Fifteen years later, in April 1991, the FDA asked manufacturers to submit

> evidence that silicone gel-filled implants were safe and effective.

> Initially, due to a lack of data, the FDA determined that breast implants

> could not be approved. In 1992, gel-filled implants were removed from the
> market. Nonetheless, citing the strong public health need for gel-filled

> implants in certain cases, and under the auspices of an adjunct study, FDA
> decided that silicone gel-filled implants would be available for women

> with "special needs." These included women who have had breast cancer
> surgery, a severe injury to the breast, a severe abnormality, or who

> already had gel implants that needed to be removed. This adjunct study has
> been running since 1992.
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> In January 1993, FDA first called for the manufacturers to conduct studies
> on the safety and effectiveness data on saline-filled implants. Unlike

> silicone-filled implants, the FDA decided to leave saline-filled implants

> on the market for "cosmetic" purposes (for all women) while data was being
> collected. Clinical trials were ordered in 1994 and Pre-Market

> Applications were eventually submitted to the FDA in November 1999.
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> At the recent March 1-3 meeting, the advisory panel discussed the research
> submitted to the FDA in applications by three manufacturers of saline

> breast implants. It is our understanding that there was significant

> concern voiced by some in that session regarding the safety and
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> obscure breast tissue and make it more likely that the diagnosis of breast
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> Although the panel attached a list of conditions which the manufacturers
> would have to meet if and when the FDA approves saline breast implants, our
> goal is to make sure that these devices are safe and effective before they
> are approved by FDA. We are concerned that post-market conditions would
> give manufacturers insufficient incentive to improve their product, after

> their applications are approved by FDA.

>

> While we are very sensitive to making sure that breast cancer survivors

> have access to implants for breast reconstruction, we are also concerned
> about how the FDA has handled this issue since the 1976 Amendments.
> Frankly, the variety of concerns about the FDA’s oversight of the adjunct
> study, review of adverse events reported to FDA, the reportedly open

> criminal investigation into allegations relating to one of the sponsors,

> and the recent meeting of the advisory board, do not engender confidence
> in the minds of patients, legislators, or the public.
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> It would be exceedingly unfortunate if FDA rushed its review of this matter
> only to contribute to the lingering perception by many that its handling of
> the entire breast implant matter has been less than adequate. Therefore,
> we request a briefing from you and Dr. David Feigal on these matters in
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