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The Overseas Doctors Association in Britain has been
concerned for some time-< about European Community
(EC) Directives which would-when the Common
Market comes into being at the end of 1992-prevent
doctors and other professionals who qualified outside
the EC from practising freely within the EC countries. In
contrast, all professionals with a primary EC qualification
will be able to practise anywhere in the Community.
Discussions are proceeding on modifying or liberalizing
these regulations, but there is not much time left.

The threat of pollution to the population of the Common-
wealth of Independent States (formerly the USSR) is
slowly being revealed.' Life expectancy in Russia has
declined from 70.4 years in 1964 to 69.3 years in 1990,
while in some cities it is as low as 44 years. Whether these
figures can be attributed solely to pollution is a matter for
debate, but there is no doubt that in the USSR economic
and military power took precedence over the health of the
people and of the environment. Similar problems have
been reported from Poland, Czechoslovakia and from
what was East Germany. None of these regions, with the
exception of the former East Germany, which is propped
up by 'West' Germany, can afford to modernize or close
down pollution producing plants or factories without
financial help from outside. The seriousness of industrial
pollution in the ex-Communist bloc countries carries a
warning to developing countries embarking on industrial
development. An alarming report of the views of one
influential member of the World Bank states that he
favours dumping toxic waste in low-wage countries on the
grounds that underpopulated countries in Africa are
'vastly under-polluted'. 4 Though the World Bank has
offically disowned the statement, it is worrying that it
harbours people with such obnoxiously paternalistic and
insensitive views.

The stability of drugs under tropical conditions has
received little attention. In 1987 UNICEF sent drugs
worth over $ 30 million to tropical countries. Standard
studies of stability and storage instructions invariably
refer to temperate climates. A combined study by WHO,
UNICEF and the Medical Products Agency (Uppsala,
Swedenj> has analysed the changes in activity of eleven
essential drugs during transit by sea from Copenhagen to
Lagos (Nigeria), to Mombassa and overland to Kampala
(Uganda), and to Bangkok (Thailand). The duration of
the journeys was 51,52 and 27 days respectively; 10% to
30% of the time was taken up at the port of destination
awaiting customs clearance. Of the 11 substances tested
5 were antibiotics in tablet, capsule or injection form;
there were 2 brands of aspirin tablets, tablets of ferrous
sulphate and ferrous sulphate with folic acid, capsules of

retinol, and ergometrine and methylergometrine for
injection. There was no significant loss of activity in 8 of
the preparations, but retinol, ergometrine and methyl-
ergometrine showed a loss of 1.5% to 5.8% in their
potency. The loss of potency of retinol was not considered
important since the dose is not critical. However, 18of the
80 ampoules of ergometrine had less than 80% of their
original potency, and 3 had less than 60%. Methyl-
ergometrine behaved in a similar manner but the losses
were not so great. Doubt has previously been expressed
about the stability of ergometrine under extreme climatic
conditions.s The loss of activity of a potentially life-saving
drug is a serious matter; oxytocin would be a possible
alternative but its stability under tropical conditions has
not been examined. Clearly, the whole subject needs to
be explored further, using other essential drugs. Vitamin
preparations in particular should be investigated. A much
needed reform would be an accelerated customs procedure
for medical supplies, particularly as in this study the
highest temperatures and humidity were reached while in
port or in transit overland. It is frustrating that essential
drugs should spend up to 10 days deteriorating in a
customs shed or left on the baking tarmac of an airport.

Another problem largely confined to Africa, Asia and
Latin America is that of counterfeit, contaminated or
adulterated drugs. A recent report? quotes the death of
100 Nigerian children after taking contaminated
paracetamol preparations, and of 14patients in India who
received industrial grade glycerin therapeutically. It has
been estimated that the trade in fake or spurious
medicines could be worth £2 to 4 billion a year. WHO and
the International Federation of Pharmaceutical Manufac-
turers' Association met in Geneva in April 1992to discuss
this problem. States will be encouraged to legislate for
consistently high and internationally acceptable standards
in the production of medicines and for a universal recogni-
tion of medicine patents, even if this means excluding
cheap but unreliable preparations. Governments should
also face up to the scandal of the availability of powerful
and potentially dangerous drugs over the counter and
without prescription. Of the countries on the Indian
subcontinent only Bangladesh has attempted to control
drug supply.

A report from Zaire" has shown an association between
a myelopathy with spastic paresis of abrupt onset and
the consumption of flour from insufficiently processed
cassava root. In Sub-Saharan Africa, both sweet and
bitter types of cassava are grown; the bitter root has a high
content of cyanogenic glucosides and grows well in poor
soils. In difficult economic situations the bitter cassava is
grown and tends to be processed rapidly, with a reduced
period of soaking; the traditional method of prolonged
soaking removes most of the cyanogenic glucosides. The
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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 Cornirtg 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 10-year study concluded
that long term in vitro and in vivo testing of the device and
its components were indicated.'

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."


