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study showed that populations affected by the myelopathy
('konzo') consumed rapidly processed bitter cassava and
had very high urinary thiocyanate (derived from circulat-
ing hydrogen cyanide) levels compared to individuals who
ate traditionally prepared cassava flour. Cassava is also an
important crop in South India, but whether there is a risk
of myelopathy is not clear. Interestingly, the consumption
of cassava has been linked to the development of diabetes
due to pancreatic calcification and it has also been
regarded as a goitrogen. The situation is not helped by the
variety of names for cassava (Manihot esculenta) products
which are also known as manioc, and in Europe as
tapioca.
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JOHN BLACK

Letter from North America

SILICONE GEL BREAST IMPLANTS: THE FACTS
AND THE FURY
On 16 April 1992, the United States FDA (Food and
Drug Administration) Commissioner David Kessler
put the official stamp on a medico-social phenomenon
which flared recently. It resulted in the restructuring of a
multi-million dollar industry which has served, via the
scalpels of thousands of surgeons, to alter the bodies of an
estimated two million women who received gel-filled
silicone mammary implants. From now on, these implants
will be made available only to a limited number of
women, 'hundreds, maybe a couple ofthousand' enrolled
in tightly controlled research studies."

In January of this year, the FDA declared a
moratorium on surgical implantation of gel-filled
implants in response to public outcry and in the wake of a
jury-directed seven million dollar verdict in favor of a
California woman plaintiff in December. The claim-
crippling and painful autoimmune disorder syndrome
resulting from leakage of gel from the implant. Interest-
ingly, disagreement over the safety of the implants had
been brewing since the 1960s, but the government did not
require the manufacturers to demonstrate safety until
1976, and it was not until 1988 that the FDA demanded
safety data from the manufacturers.?

It all began in the early 1960s when a Dr Cronin
approached the Dow Cornirrg Corporation of Midland,
Michigan to suggest that they pursue their expertise
in silicones to help the increasing number of women
undergoing ablative surgery for breast cancer. Dr Cronin
saw the need to provide these women with breast recon-
struction following surgery. After all, silicone was being
put to good use in heart valves, pacemakers and several

other medical applications. The first model prostheses
were implanted in Houston in 1962 and since then, Dow
Corning has sold more than 850000 implants. Until the
moratorium, approximately 100000 to 150000 women
received implants each year. Of that number 20% were
cancer patients or those with severe disfigurement.

As early as 1972, a report on the efficacy of implanta-
tion for cosmetic indications only was promulgated,
covering approximately 1300 breast augmentation
patients, operated on by 19 surgeons in the USA and
Canada. Data obtained from computer analyses of 300
reports believed to representative of the whole cohort
were-housewife 44%, career women 47%, those seek-
ing breast enhancement for occupational reasons 4%,
and students and others 5%. This lO-year study concluded
that long term in vitro and in vivo testing of the device and
its components were indicated. 3

Besides Dow Corning, the Mentor Corporation and
the McGhan Medical Corporation manufacture these
devices-gel-filled as well as saline-filled. Most patients
have opted against the saline-filled prostheses because the
silicone gel 'feels' better. These three companies have
been badly affected by the public reaction. On 10January
1992, the Dow Corning Corporation released to the
general public 15 scientific documents and 94 internal
non-scientific company documents. The majority of the
scientific work reported on in vivo reactions in experi-
mental animals, gel cohesivity and 'bleed' through the
capsules, and physico-chemical observations. The
position of the corporation was that a great deal of confu-
sion and misunderstanding had arisen on the subject and
that scientific determinations were essential to guide the
process back to where it should be."
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Public reaction has been overwhelming. Hundreds of
calls were placed to Dollywood by fans of Dolly Parton,
all so worried that their star might come to harm. Her
comment to one of them, 'Oh Honey, I have nothing to
fear. I'm just as right as rain!' Print advertising, as well
as radio and television, has run rampant. Solicitations
by law firms are common, offering legal services, for
those patients who might have a case. Hundreds of law
firms have become involved and thousands of potential
plaintiffs are expected to bring suits against the manu-
facturers-not the surgeons, at least not yet. The overall
thinking at present, not necessarily a consensus, is that the
precentage of individuals with gel-filled implants who
might be affected with immune disorder syndromes is 1%
to 2%. The number of patients with implants is 1.6 million
to 2 million.

Some observers are predicting the total monetary
judgements could be $ 2 billion, with the attorneys posi-
tioning themselves to receive one-third. The fact that the
overwhelming majority of the lawsuits filed have not
named physicians is by itself an unusual phenomenon,
since medically related litigation is such that, it is to a
plaintiff's advantage to reach all available, and especially
all insured pockets. This may be a mechanism to develop
a rift between the manufacturers and the doctors. It
will take a while before strategies evolve. The strategy
most attorneys use is to sue everybody involved, manufac-
turers, doctors and hospital and let them fight it out, even
turn on one another.

Early after the announcement of the moratorium,
the American Society of Plastic annd Reconstructive
Surgeons (ASPRS), asked its 3850 members to observe it.
Physicians would be generally protected from litigation as
long as they have adhered to the accepted standard of care
and given full disclosure of the risks and benefits, as the
medical community knew of them at the time, noted one
expert.! In a similar context, another legal expert opines
that a clever plaintiff's attorney might try to convince a
jury that the procedure was done as a commercial venture
between the doctor and the patient instead of a medically

Book Reviews

139

necessary operation. In class action suits, further, the
elements of the commercial network that distributes the
product are liable. Since the doctors aren't exclusively
administering medical treatment, but also promoting sale
of the particular commercial product, they become part
of the enterprise and thus susceptible to liability.

In 1982, the ASPRS offered an explanation to the FDA
regarding the indications for breast implants in women
who did not have cancer or thoracic disfigurement. 'There
is a substantial and enlarging body of medical information
and opinion to the effect that these deformities (small
breasts) are really a disease.' For the many, many women
who fall short in the mammary department, 'micromastia',
the technical term used for the 'disease' has driven them
toward the easily available, albeit costly cure-the breast
implant. 6

And so for now at least, there is an uneasy sense of
quiet. The media blitz, on this issue has diminished. The
legal profession is assimilating across the nation. All
the patients involved, and their relatives and friends
are asking the questions, searching for clues, making
decisions. The entire situation is in flux, with the in-
arguable potential for great monetary rewards and
equally great or even greater, physical and psychological
pain and suffering.
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Readers of this Journal have yet another opportunity to
.ponder over the population problem which has so recently
raised a storm of controversy in its correspondence
columns in the wake of Maurice King's provocative advice
to UNICEF that child survival strategies should not be
supported. He has argued that the 'demographic trap' is
closing in on countries like India and there is no point in

helping malnourished and poor children to survive. The
reaction, expectedly, has been sharp and emotional.

It is in this context that Dr Gowarikar's book will
interest readers, as it did the reviewer. To most of us in
the medical profession, any mention of the population
problem brings on memories of the horrors of what Antia,
one of the important contributors to the present book,
calls the 'Sanjay Gandhi effect'. This was not only
partially responsible for the fall of a government but also
demonstrated the sheer folly of social engineering by
coercion, carried out with a crudity which has left a horrid


