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JOHN BLACK

Letter from North America

BREAST CANCER-THE POLITICS OF ANGUISH

In mid-October 1993,3000 breast cancer activists converged
in Washington as part of the National Breast Cancer Aware-
ness Month. They were armed with a 2.6 million-signature
package of petitions representing the number of women who
have breast cancer. They came to lobby for research and
better insurance coverage. Two years ago, when a similar
group went to the White House in search of more research
funding, they did not even get to meet with an aide. This time
was different. Leaders were invited inside for an East Room
ceremonv with President Bill Clinton and his wife, Hillary
Rodham~Clinton. "When it comes to health care research and
delivery, women can no longer be treated as second class
citizens', the President said before signing a declaration
proclaiming National Mammography Day. Under the
Clinton health care package, women aged 20-39 would
co-pay to have a routine breast examination every three
years, women aged 40-64 could have the examination done
free every two years, and those over 50 could get free
mammograms every two years. In 1993, $208 million
was budgeted for research on the disease in the National
Institutes of Health, and Clinton said that his 1994 budget
calls for $300 million for breast cancer research. I The
American Cancer Society estimates that 182000 women will
have been diagnosed to have breast cancer in 1993 and 46 000
will die.

It certainly has taken a long time. Inspired by the acquired
immunodeficiency syndrome (AIDS) activists in the 1980s,
women all over the country have turned scores of support
groups into a strong national advocacy movement. They have
forced people to face the ravages wrought by breast cancer
surgery using, among other devices, a plaster cast ofthe artist
Matuschka's torso after a right mastectomy, entitled
"Invasive Art' in poster-size self-portraits. Soon this will be
available on postcards and will shock many, even the most
vocal among the mainstream advocates. There are more than
180 advocacy groups united under the National Breast
Cancer Coalition. 'Early detection is not early enough',
states one of the founders angrily. The standard treatment is
surgery, radiation and chemotherapy or as she describes it,
"slash, burn and poison'. Many believe that breast cancer has
been ignored for decades because it is a woman's disease.
Indeed, a recent study concluded that women are more likely
to undergo screening with Pap smears and mammograms if
they see female rather than male physicians, particularly

if the physician is an internist or family practitioner. In
identifying claims for mammography and Pap smears sub-
mitted by primary care practitioners for 97 962 women aged
18 to 75 years, this study found no significant difference if the
physician was an obstetriciari-gynaecologist. 2

One of the most active groups in the coalition is "l in 9'
which was formed in 1987. The Northeast US has a high rate
of breast cancer-in the 1980s one set of statistics showed
that there were 95 cases for every 100000 women and in Long
Island, New York, the rate was 111 cases. A state study of
Long Island's breast cancer rate at that time found a relation-
ship between incidence and high levels of household income.
The study deemed environmental factors negligible and said
no further investigation into this was warranted. Outraged by
the state's conclusions, soon "I in 9' was making headlines,
putting heavy pressure at public hearings where members
and others testified about environmental risk factors such
as automobile emissions, polluted water, toxic wastes,
pesticides and electromagnetic fields. In a report refuting
the conclusions of the Centers for Disease Control, the group
fought with strong language-discrepancies, archaic think-
ing and patronizing implications.

Basically, what the women want is straight answers
about a complicated disease that threatens their lives and a
coherent public policy based on these answers. They want
prevention. They want cure. Is money the answer? There
is a dearth of basic information on breast cancer. Coalition
leaders think that money earmarked for breast cancer
research can answer some questions and throw light on how
it starts. At the National Cancer Institute, a leader sympathetic
to the movement's goals says: "clinically, it is going to be
impossible to detect' the first cellular changes that lead to
breast cancer. Opposition to this is strong. The coalition
believes that with identification of the earliest cellular
mutations, the progress and development of breast cancer
can be reversed. A major concern is that the coalition's deter-
mination to get more money for breast cancer will mean less
money for other diseases. To which the coalition members
respond: 'We do not want a bigger piece of the pie, we want
a bigger pie. Someone has been making the decision to fund
X at the expense of Y. For too long these decisions have been
made at the expense of women's lives. You have got to start
spending more money on breast cancer.' The anguish is
spreading and the momentum continues. The coalition's
president, Fran Visco has recently been nominated to
President Clinton's cancer panel. 3
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For now, the 5-year survival for women with localized
breast cancer is 93%, with regionally metastasized breast
cancer 71% and for those with distant metastases 18%. The
women are being advised: 'What you can do for your
daughters is get involved politically, because there is nothing
else. '4
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YVAN J. DAS DaRES SILVA

WHY IS OUR FOOD AND DRUGS ADMINISTRA-
TION IN SUCH POOR SHAPE?

Ever since Justice Lentin made his scathing criticism of the
Food and Drugs Administration (FDA) in the state of
Maharashtra , there has been greater public awareness of its
deficiencies' and the organization itself is trying hard to
improve its functioning.

A recent series of acts by the FDA has received extensive
press coverage over the past few weeks. Mr Arun Bhatia,
the FDA Commissioner, from the Indian Administrative
Service falls into the category of an endangered species.
Scrupulously honest, he has consistently proven himself to be
true to the best ideals of the former Indian Civil Servants.
In addition to streamlining the functioning of the administra-
tion under his charge, he made it a part of his job to uncover
and correct wrongdoings even when this meant taking on
commercially or politically powerful individuals and groups.

His appointment in March 1993 was greeted with cautious
optimism by all those dismayed by the appalling standards
hitherto prevailing.

During Bhatia's tenure as Commissioner, the FDA started
proceedings against some pharmaceutical companies based
in Bombay. Prominent amongst these were Glaxo (India)
Limited, German Remedies Limited and Boots Pharma-
ceuticals Limited. As the case against Glaxo (India) Limited
has received the greatest media coverage, I will restrict
myself to this.

Investigating officers of the FDA collected several
manifestly unsatisfactory samples of injectable drugs
produced by Glaxo (India) which were sold in the market to
unsuspecting patients. As the FDA investigated the manner
in which rejected and outdated drugs were sold, they
uncovered the following modus operandi.
. Large quantities of the rejects along with their labels were

seized from a Mr Basrat Ali who was selling them in the black
market. Checking back, FDA officers found that Glaxo
(India) was not destroying rejected ampoules, as they were
expected to by law. Instead, these ampoules along with
stamped and coded labels were being released from the
factory to Mr Basrat Ali, who served Glaxo (India) as a
contractor for disposal of its wastes. In addition to the
ampoules and coded labels, rubber stamps for adding codes
to the labels were also seized from Mr Basrat Ali's premises.

Whilst the legal first information report (FIR) was filed
against Mr Basrat Ali in November 1992, no action was taken
against Glaxo (India). During Bhatia's tenure, a follow up
investigation was therefore carried out. As noted in the FIR
dated September 1993, Glaxo (India) was unable to account
for drugs with a market value of Rs 1 600000 over a two-
month period. This prompted the second FIR.

During April 1993 to September 1993 the FDA seized
spurious drugs with a market value of over Rs 10 300 000.
Had it not been for the care exercised by Bhatia and his
colleagues, these would have found their way to unsuspect-
ing patients.

In an affidavit filed before the High Court of Judicature at
Bornbay.? the Association for Consumers Action on Safety
and Health (ACASH) refers to documents in its possession
showing that other maladies exist within Glaxo (India).
To quote but one example, the concentration of the active
ingredient in salbutamol inhalers marketed by this company
was found to be 4 ~g as against 100 ~g as shown on the label.

Bhatia's disciplinary action was not restricted to pharma-
ceutical companies. The affidavit referred to above also
lists, under Exhibit 7, action taken by Bhatia against errant
public servants for corrupt practices in the purchase of drugs
by the Government of Maharashtra, issuing false certificates,
the sale of spurious drugs and other malpractices.

Just as the FDA was warming to its proper duties, Bhatia
was transferred to the state co-operative marketing federation.

Mr Bhatia is reported to be keen to return to the FDA to
follow up these investigations. 'We carried out some more
inspections on manufacturing and testing processes in
Glaxo's factories at Worli, Thane and Nasik. I had obtained
the results on the phone on October 14 and I was transferred
the next day. I would like to know what has happened.?

Part of the defence made by Glaxo (India) in the High
Court" concentrates on proving the inefficiency of the FDA
and, indeed, of the Government of Maharashtra. It is
noteworthy that all the examples provided by Glaxo
(India) refer to the period before Bhatia was appointed
Commissioner.

As one reads these arguments, it is impossible to escape
the feeling that Glaxo (India) is, in fact, providing the most
compelling reason why individuals such as Bhatia must be
treasured and retained in such positions rather than being
unceremoniously and hurriedly transferred.


