
LETTER FROM BOMBAY

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 1. DAS DORES 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 G1axo (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in which rejected and outdated drugs were sold.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,...gas 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. '3

Part of the defence made by Glaxo (India) in the High
Courr' 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.
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I feel there are some important lessons to be learned from
this episode:

1. When an honest officer points a finger at powerful
individuals and groups in politics or in industry, it is the
undeclared policy of the central and state governments to
render that officer powerless by transferring him or her
far away from the scene.

2. Should this not be possible, the report produced is
promptly consigned to the archives.

3. Should this too prove impossible (as in the case of Justice
Lentiri's report), it is ensured that those proven guilty are
either let off scot-free or. at worst. subjected to a gentle
tap on the knuckles.

4. Companies with a surfeit of funds, good political contacts
and inside information on the working of the government
need not pay any attention to such 'technicalities' as
ethics, laws and the principles that govern the common
good. They also need never fear punitive action from the
authorities. Should a 'maverick' official attempt such
action, he will be suitably dealt with by the powers-
that-be.

Those who should be concerned with the health of the
public-doctors and their associates-have their heads
buried deep into the sand. This also happened with the
glycerol tragedy in Bombay.

The only group that openly cautioned against the transfer
of Mr Bhatia, when the case against Glaxo (India) became
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public, was ACASH and it remains the only body fighting his
transfer in the courts.

As I write this, Justice A. P. Shah of the High Court in
Bombay has upheld the FDA's order forcing Glaxo (India)
to close down for ten days. Whilst the counsel for Glaxo
(India) requested permission to appeal (which was granted
by the judge), the Consumer Guidance Society of India and
several similar groups have urged Glaxo (India) to
demonstrate that its oft-proclaimed ethical principles are still
in place by setting its house in order.

In contrast to Glaxo (India), German Remedies has
retired a key factory manager and reprimanded several other
staff members.

It is unlikely that the situation in India will ever improve if
such events are left to be dealt with by either those in power
or the medical profession.

We must, therefore, applaud the consumer groups who are
actively taking up such causes.

REFERENCES
1 Pandya SK. A review of the Lentin Commission Report on the glycerol tragedy

at the J. J. Hospital. Bombay. Natl Med J India 1988;1: 144-8.
2 Bal A. Affidavit filed in the High Court of Judicature at Bombay. Ordinary

Original Civil Jurisdiction in writ petition no. 2719 of 1993. 9 December 1993.
3 Anonymous. High Court upholds FDA order on Glaxo. The Times of India

(Bombay). 1994 Jan i5.
4 Fernandes A. Glaxo's defence exposes drug authorities' working. The Times of

India (Bombay). 1994Jan 15.

S. K. PANDYA

Association of Surgeons ofIndia, Madras, Tamil Nadu, India,
27-30 December 1993

The four-day annual conference of the Association of
Surgeons of India (ASI) was held in Madras, the home of its
founder, Colonel Pandalai, who with 22 of his colleagues
started the association in 1938. This city, in which the
ASI headquarter is situated, has produced many distin-
guished surgeons such as A. Lakshmanaswami Mudaliar,
S. Rangachari, Guruswami Mudaliar and U. Mohan Rao
among others. The association has 8500 members and 15
different chapters, and 9 sections relating to various surgical
specialties.

About 1500 delegates attended the Madras conference
reflecting the interest of the members in its annual meetings.
There was a comprehensive booklet for the social prog-
ramme and scientific sessions but no abstract book, of the
papers presented, was published. A number of stalwarts,
including those who had held high office, were conspicuous
by their absence.

The continuing medical education programme was held a
day before the actual conference in the newly constructed
Anna Auditorium at the ASI headquarters. Parasitic
diseases, tuberculosis and leprosy, mycetoma, enteric fever

and tropical pancreatitis were discussed. This programme
was useful to general surgeons as well as postgraduates and
provided them a useful opportunity to interact with the
teaching faculty. In the afternoon, Fellowships of the Associ-
ation of Indian Surgeons (F AIS) were awarded during a
convocation. This fellowship is awarded to Indian surgeons
who have practised surgery for 5 years after postgraduation,
and who pay a fee of Rs 5000. These surgeons can add FAIS
to their names. During the first day of the conference there
were 3 orations, 2 symposia and one guest lecture. The Col.
Pandalai Oration was delivered by Dr A. P. Pandey from the
Christian Medical College, Vellore. The subject was renal
transplantation and Dr Pandey presented the work done by
him over the years and discussed what had been accomplished
and what could yet be done. The Kini and P. K. Sen
Memorial Orations were delivered by Drs K. V. Chaubal and
A. P. Chaukar, both from Bombay. These orations, usually
given by persons with experience, carry great prestige and
are usually well attended.

The guest lecture on 'The metabolic care of critically ill
patients' was delivered by Professor T. Tashiro from Japan.
Though an important subject, language difficulties interfered
with the discussion after the lecture.

A symposium on 'oral cancer' was conducted which


