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Does the TGN1412 trial disaster have lessons for clinical trials in India?
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On 13 March 2006, 6 young men in the United Kingdom were
given a new drug as part of a phase I clinical trial. The new
molecule, TGN1412, was a monoclonal antibody being considered
for the treatment of B cell chronic lymphocytic leukaemia and
rheumatoid arthritis. The drug was administered intravenously to
all 6 men almost simultaneously, within a period of 2 hours.
Shortly after taking the drug, all 6 men suffered catastrophic
multisystem failure, due to cytokine release syndrome, and had to
be hospitalized for emergency intensive care.1,2 They eventually
recovered but continue to experience health problems and there is
apprehension that they may have suffered permanent damage to
their immune systems.3

These men were healthy volunteers in a phase I trial conducted
by Parexel, a contract research organization (CRO), to evaluate
the drug’s safety, the first step in an extended testing process
which is supposed to result in safe and effective drugs. The trial
had been approved by the Medicines and Healthcare Products
Regulatory Agency (MHRA), the body regulating clinical trials in
the UK. The disaster caused much disquiet about the process of
drug discovery today.4

TGN1412, developed by TeGenero Immuno Therapeutics,
was granted the status of an orphan drug by the European Medicines
Agency. An ‘orphan drug’ is a drug developed to treat rare
diseases. Financial incentives are granted in the USA and also in
the European Union to develop such drugs.

The TGN1412 disaster occurred in the capital city of the UK
where the level of public awareness is much higher than that in
a developing country such as India. In recent years, many
responsible people in India, for example, Professor  S. D. Sheth,
former professor of pharmacology at the All India Institute of
Medical Sciences,5 have projected India as a centre for drug
testing and have made statements encouraging CROs to look at
India as a centre for drug development. Already, dozens of
foreign CROs have set up shop in India, often with local
collaborations. They have launched a massive campaign for
India as the ideal site for drug research, with its relatively low
costs, trained human resources, high-quality infrastructure and
a huge population of people with the ‘right diseases’. In support
of this trend, the government has amended clinical testing
regulations to encourage drug trials of foreign drugs in India. It
is therefore important to look at the safeguards that exist in India
and examine how effective they are to prevent tragedies such as
the TGN1412 trial in the UK.

There is no doubt that it is absolutely necessary to test drugs on
humans to know the safety profile. There is also no doubt that it

is imperative to ensure the safety of participants in such trials. The
questions that face us are: Will India become a playing field for
international drug research that may be of little value to us? Will
the poor in India be exploited in the quest for the profits that a
successful new drug can bring?

THE PROCESS OF DRUG DEVELOPMENT

Over the years, the process of licensing a new molecule as a drug
needs to follow three distinct stages or phases. Phase IV trials are
conducted on licensed drugs for specific purposes. In India, the
second amendment to the Drugs and Cosmetics Rules, 1945, has
defined the different phases of clinical trials.6 These are
summarized below:

Phase I trials are meant to collect a range of information on the
drug, including its safety, possible adverse reactions, tolerable
doses, its pharmacokinetics and pharmacodynamics. They are
usually conducted on healthy volunteers but phase I trials of
potentially toxic drugs (such as, for example, cancer drugs) are
usually conducted on patients.

Phase II trials are conducted primarily to evaluate the
effectiveness and safety of a drug on patients. This includes
determining doses and regimens for phase III trials. These trials
may also evaluate various regimens and end-points, and the use of
the drug in diverse populations.

Phase III trials aim to confirm the preliminary evidence
collected in the earlier phases on the drug’s safety and efficacy,
and are meant to provide enough evidence to justify the drug’s
marketing. They may also look at further nuances of dose and
response, the safety and efficacy of the drug in different populations,
and its behaviour in combination with other drugs. Phase III trials
are also needed for new drugs approved outside India to generate
India-specific information.

Clinical trials on humans must be preceded by appropriate in
vitro and animal studies, which should have provided the relevant
information on the drug’s toxicity. Also, trials must be conducted
by investigators who are trained in clinical pharmacology, and
who have access to appropriate medical facilities to monitor the
trial participants as well as provide treatment if necessary. Finally,
after the recent amendment to Schedule Y of the Drugs and
Cosmetics Rules, drug trials are subject to the Indian Council of
Medical Research’s (ICMR’s) ethical guidelines for biomedical
research on humans (www.icmr.nic.in/ethical.pdf).

AREAS OF CONCERN

What are the potential problems for participants in drug trials,
especially in poor countries such as India? Phase I trials may be
of more concern than other trials for many reasons. For one, these
are generally conducted on healthy volunteers who could not
possibly benefit from the drug being tested. Thus, they set
themselves up for possible harm without any expectation of a
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possible benefit. That is in fact what happened to the TGN1412
trial participants. In such a situation the question to ask is: What
would make a person volunteer to participate in a trial, especially
a phase I trial? The answer usually is: Money. College campuses
in the USA are filled with posters recruiting trial participants for
a fee and at least some students and others find this a reasonable
earning option, regardless of the risks. A recent investigation in
the USA found that undocumented immigrants were also in
demand as clinical trial ‘volunteers’.7

It seems obvious that in a country such as India where poverty
is endemic, it would not be difficult to enrol participants for trials.
The CRO Igate Clinical Research International describes the
‘India Advantage’. It notes: ‘India represents a largely untapped
resource for clinical trials,’ because of its ‘huge patient base’,
‘diversity of diseases’, ‘heterogeneous population mix’, ‘drug-
naïve population’, ‘high enrolment rates’, ‘reliable, well-trained,
experienced investigators’, ‘source data in English’, ‘demonstrated
ICH GCP quality standards’, ‘competitive costs’, ‘good
communication network and IT capabilities’ and an ‘increasingly
accommodating regulatory environment’.8

In the case of phase I trials on cancer patients, another ethical
conundrum exists. Here, patients take a drug which is almost
certain to be somewhat toxic in order to provide information that
might be of benefit to someone else—but most probably not to
them.

Till January 2005, the Government of India permitted phase I
trials only for molecules discovered in India. Drugs discovered
abroad had to have reached phase III trials and be licensed in the
countries of origin before the trials could be repeated in India.
Even then, the Indian trials had to start one step earlier—phase II
trials had to be conducted of a drug that had already undergone
phase III trials abroad.

On 20 January 2005, by an amendment to the Drugs and
Cosmetics Rules, 1945, the Government of India permitted the
conduct of repeat phase I trials in India for molecules discovered
elsewhere immediately after the successful completion of such
trials abroad.9 This was clearly done to promote India as a site
for clinical trials. The report of an expert committee states:
‘Comprehensive revision of Schedule Y that prescribes
requirements of clinical trials has been undertaken in order to
harness country’s potential to participate in global multi-centric
clinical trials.’10

The Drugs and Cosmetics Rules amendment also allowed data
from phase I trials done abroad to be used towards moving directly
to phase II trials in India. The relevant paragraph reads: ‘for new
drug substances discovered in countries other than India, Phase I
data as  required under items 1, 2, 3, 4, 5 (data from other
countries) and 9 of Appendix I should be submitted along with the
application. After submission of Phase I data generated outside
India to the Licensing Authority, permission may be granted to
repeat Phase I trials and/or to conduct Phase II trials and
subsequently Phase III trials concurrently with other global trials
for that drug. Phase III trials are required to be conducted in India
before permission to market the drug in India is granted;…’8

THE SITUATION IN THE USA

It is relevant at this point to consider the development of
safeguards and their efficacy in one of the most open societies,
namely, the USA. The requirement for basic toxicity studies was
mandated in the Food, Drugs and Cosmetics Act, 1938 after the
sulphanilamide elixir scandal. In 1962, after the thalidomide
disaster, the Kefauver–Harris amendments made pre-marketing

clinical trials necessary.11 In spite of all these controls, it is
estimated that over 100 000 people die in the USA every year
due to reactions to drugs.12

This situation has arisen at least in part due to the Prescription
Drug User Fee Amendment of 1992 to the FDA Act. After this
amendment, the funding of the FDA is heavily dependent on the
pharmaceutical industry, making it appear that the FDA is the
customer of the industry. Some other relevant problems that have
been identified are bias in the design of studies, selective collection
and reporting of data, and conflict of interest among employees of
the FDA.13,14

Thus it is clear that even in a country with a strong consumer
and civil rights movement, regulations have not been completely
effective in protecting volunteers and patients from unethical
practices by CROs and the drug industry.

DISQUIETING TRENDS IN INDIA

Research ethics is a matter of great concern in India. In the recent
past, there have been some exposes of controversial drug trials
here. One press report referred to the trial of an experimental
drug against cancer at the Regional Cancer Centre in
Thiruvananthapuram.15 This was given to patients who were not
told that a standard treatment existed and was available. There
has also been some heated discussion on the ethics of placebo-
controlled trials of drugs for a serious psychiatric condition in
which a proven treatment exists.16 There are other instances
reported in the press of risky contraceptive trials conducted on
poor women without proper safety measures or follow up, of a
diabetic drug tested before toxicology test results were available,
of psychiatric drugs tested on poor tribals, and so on.17

After the UK trial, many questions were asked: Was the drug
given in too high a dose? Should biological efficacy instead of
toxicity have been the upper limit? Should the doses have been
spaced out and monitoring period extended, which would be
costlier for the organization but safer for the volunteers? Would
any of these questions be asked in India? How often does
information on drug trial-related adverse events reach public
scrutiny?

The UK trial received a lot of publicity, as did similar
disasters in other parts of the developed world. It is reasonable
to presume that the combination of higher literacy levels, lower
levels of poverty, a slightly more effective legal system, and
other such factors combine to make such incidents public more
easily in developed countries. Things are likely to be different in
India. The controversial trials that do make it to the press are
possibly the tip of the iceberg. There are reliable but anecdotal
reports of ‘serious adverse events’ in clinical trials, in which the
participant suffered serious injury but received little support, or
even died but the family was eventually lost to follow up.
Compensation and insurance may or may not have been negotiated
in advance. Sincere researchers may do the best they can but it
is not enough. This is the environment in which research takes
place in India.

POTENTIAL PROBLEMS IN INDIA

One might argue that disasters such as the TGN1412 trial will not
occur in India as we permit phase I trials only after such trials have
been conducted abroad, except for new molecules discovered in
India, which at present are very few. It also appears that the
requirements for doing a trial in India are very strict, if one were
to comply with the rules as set out in Schedule Y. Also, the
Government of India has made it mandatory to have the approval
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of an ethics committee before a drug trial is undertaken, and CROs
too insist on documentation of ethics review to meet the
requirements of foreign drug approval bodies such as the US
FDA. However, this would be a simplistic view.  For one, there is
reason to believe that in a number of cases, such approval is
farcical. For example, in a survey by the ICMR it was found that
very few ethics committees followed the required procedural
guidelines.18

Phase I trials in India could create a similar crisis as happened
in the UK; in fact, while there has been limited criticism of the
UK trial, given the history in India, irregularities are more likely
here in terms of the trial protocol, review process and actual
conduct.

There is already room for apprehension that the new rules
under Schedule Y are designed to be more friendly to industry
than trial participants in spite of all the elaborate procedures laid
down, because there is a time schedule for granting approval. If
the time-frame is not met, approval for the trial is considered to
have been given and the applicant can go ahead with the trial. At
present, even the number of staff available with the Central Drugs
Standards and Control Organization and the various state drug
control authorities is not adequate to fulfil all the requirements of
effective monitoring of drug production and sale.19 It is extremely
doubtful if the requisite experience and infrastructure is available
to effectively evaluate and monitor drug trials.20

It is most unlikely that the drugs being tested in India will
address the major diseases of the country. Pharmaceutical
companies look for profits, not philanthropy, and are not interested
in developing drugs for diseases of the poor, as there is very little
profit to be made from them.21

PROBLEMS OF THE MARKET

Pharmaceutical companies press for fast-track approval of drugs,
arguing that the process of drug development is slow, cumbersome
and expensive. The pharmaceutical industry estimates a loss of
US$ 1.3 million in sales for every day of delay of approval for
sale of a new drug.12 Apologists for the pharmaceutical industry
quote a figure of US$ 802 million as the cost of developing and
marketing a new molecule based on a study by DiMasi et al.22 but
critics say that this figure is grossly inflated and that the real
figure is closer to US$ 240 million.23 How much of this money
constitutes government investment and how much private
investment is still a matter of debate. The critics also point out
that the pharmaceutical industry is one of the most profitable in
the world. Profits went up from US$ 28 billion in 2001 to 37.3
billion in 2002.24 Hasty approvals of drugs under pressure from
the industry has led to much mortality and morbidity, as evidenced
by the examples of appetite suppressants, Cox-2 inhibitors and
other drugs.12,13

At present, the yearly market for drug testing is estimated
at US$ 6 billion.12 A large number of CROs have sprung up
to get a share of this lucrative pie. Although they ensure docu-
mentary evidence of conformance to the Helsinki guidelines
for testing on human subjects, there is evidence that this is mere
paper work, while in the field guidelines are blatantly flouted.
In the absence of a strong regulatory framework in India, the
potential for exploitation of the poor and poorly educated is
very high. There is a strong possibility that CROs will lobby
the government to permit simultaneous conduct of phase I
trials in India, citing the so-called stringent safeguards in such
trials, and dangling the carrots of the money that can come in
from such trials, as well as the possibility of deploying the very

latest drugs in India. In fact, it is part of the terms of reference
of the Mashelkar Committee.19

SUMMARY AND CONCLUSION

To return to the questions that we posed earlier: Will India become
a playing field for international drug research that may be of little
value to us? Will the poor of our country be exploited in the quest
for the profits that a successful new drug can bring?

There can be little doubt that the vast majority of drugs tested
in India will be the so-called ‘lifestyle drugs’ which are used
largely to treat diseases of the economically well-off. There is
almost no chance of seeing a sudden spurt in testing of drugs for
tropical diseases. Therefore, the answer to the first question must,
sadly, be an unequivocal ‘yes’.

The recent amendment of the Drugs and Cosmetics Rules has
increased the possibility of conducting drug trials in India. CROs
are looking at India as an attractive site for such trials. The
infrastructure and expertise to effectively monitor such trials is at
present not available in India, and it is very doubtful that the
money and human resources required for such supervision will be
available in the near future. The research structure is not strong in
India, and the knowledge and practice of ethical guidelines is
minimal. There is a generally prevailing ethos that the poor are fair
game for drug testing. There is no transparency in many of the
trials that are currently being conducted. Therefore, the answer to
the second question must also, sadly, be an unequivocal ‘yes’.
There is a grave danger of the poor in India being exploited as the
guinea pigs of the world.

The monetary rewards of drug testing are no recompense for
the potential disasters that can befall our fellow citizens. Until
these concerns are effectively addressed, we must move slowly
into the maze of clinical trials. Definitely, until we can ensure
maximum benefit and minimum harm, we must ignore the siren
song of CROs. Our government cannot abandon those of its
citizens who have the misfortune to be poor.
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Australia’s reputation in the eyes of the international community
has taken a battering in recent years. Our government’s handling
of refugees who arrive unheralded from the north-west aboard
small boats has been extremely harsh—one man who was rescued
from the sea after his boat sank has been incarcerated on his own
in a camp on the island of Nauru for 4 years because he has not
been granted a visa and cannot return home to Iraq. The setting up
of detention centres located in inhospitable desert areas in which
to house large numbers of ‘asylum seekers’, mostly fleeing from
conflicts in Iraq and Afghanistan, has polarized the Australian
community, and has particularly caused deep concern among
health professionals. During the worst periods, inmates of these
camps resorted to desperate means of making their plight known
to the outside world. These measures included hunger strikes and
even sewing up their own lips. The Royal Australasian College of
Physicians, the Australian Medical Association, the faculty of
Child and Adolescent Psychiatry of the Royal Australian and New
Zealand College of Psychiatrists, and Amnesty International were
all moved to issue statements in the media condemning the Federal
Government’s policy. This has had some effect, as children and
their mothers are now permitted to live in the community, even
though their fathers cannot join them. The granting of political
asylum to a number of refugees from the Indonesian province of
West Papua, on the other hand, has enraged the Indonesian
government and soured relations between the two countries. It
seems the Australian government cannot get it right either way.

Not all Australians approve of this way of relating to their
neighbours. It is heartening to know that a means of strengthening
communication between health professionals, scientists and
ordinary citizens has been provided through an extraordinary act
of generosity on the part of the European Commission (EC). The
EC has funded the establishment of a new high-speed internet
specifically designed to support research and education in the
poorest countries of Asia. The network, called TEIN2 (Trans-
Eurasia Information Network Phase 2) links 3 hubs located in
Beijing, Hong Kong and Singapore to a vast number of sub-
stations located in countries such as Viet Nam, Indonesia, Thailand,
Malaysia and China. In Viet Nam, for example, it is anticipated
that the system will link 50–60 research and education institutes
in Hanoi alone, and that by the end of 2007, the network will
extend throughout the length of Viet Nam. But that’s not all.
Fibreoptic cables snake out from Beijing to Copenhagen and to

Japan, and from Singapore to Australia, so that video conferencing
between colleagues as far apart as Melbourne and Hanoi is
achieved with great ease and at little or no cost to the users. In
Australia, we have our own high speed Australian Academic and
Research Network (AARNET) which links all the major
universities and, through this system, teaching hospitals can
access the net.

I recently attended a conference convened by the Asia Pacific
Advanced Network (APAN) in Singapore which brought together
medicos, scientists and technicians so that they could hear the
latest on applications for the net. Two demonstrations showed
powerfully what this technology is capable of doing. One was a
live demonstration from Taiwan of a laparoscopic hemicolectomy.
The image broadcast from the laparoscope to the flat screen in the
meeting room in Singapore was crystal clear—every glistening
membrane and drop of blood could be seen. A window on the
screen showed a group of surgeons sitting in Shanghai, who
commented on the technical aspects of the surgery as it proceeded.
Another window showed an expert in Hong Kong, who could also
communicate with all of us at the same time.

The second demonstration was of a mini-conference on maternal
and child health. One speaker was in Bangkok, another in Indonesia
and the third in Japan. After each spoke, the other speakers could
ask them questions and the audience in Singapore could also
participate in the discussion. It made us all realize that it is now
possible to have a meaningful academic discussion with
international colleagues without travelling abroad.

At the present time, the Commonwealth Scientific, Industrial
and Research Organization (CSIRO) is devoting considerable
energy to exploring ways of further developing the hardware for
the applications that the new technology can be used for. What
are the factors that create a psychological barrier when a
discussion is being conducted via the internet, as opposed to
actually being in the room with the other person? How can this
barrier be broken down? There is a tremendous opportunity for the
development of better ways of teaching via the internet and the
pedagogical aspects urgently need to catch up with the technology.
Some uses of the internet that come to mind are: delivering
training simultaneously to a number of classes in different
geographical locations; language teaching from one country
to another; follow up on projects (we are currently holding a
weekly video conference between fellow members of a project
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team who are in Hanoi or in Melbourne); project planning and
development; teaching surgery and using the internet to achieve
international benchmarking of standards; interviewing potential
employees and trainees; mini-conferences and clinical case
discussions.

An exciting announcement made on 2 October 2006 was that
India is now connected to Milan by a 45 Mbs cable and that the
system is live. India, with its vast experience and expertise in
computer science, should be able to make an enormous contribution
to the further development of internet-based medical education
and the opportunity for India to establish links with all parts of the
world is one that will not, one hopes, be lost on the politicians.

Australian doctors and scientists have always travelled a lot to
scientific conferences—it goes with the territory of being far-
flung in the world and yet relatively advanced in terms of research
and the standard of clinical medicine. There has always been a
strong desire on the part of individual clinicians to try to make a
difference by visiting developing countries to teach, take part in
development projects or to provide direct clinical services. Some
public hospitals, notably the Royal North Shore Hospital (RNSH)
in Sydney and the Royal Children’s Hospital, Melbourne have
gone further than this by developing coordinating units that build
opportunities for hospital staff to participate in larger, on-going
programmes of assistance to poorer countries.

The Hoc Mai Institute at RNSH uses funds collected from the
Australian public to support scholarships for Vietnamese doctors
to come to study in Australia, as well as special projects, such as
the construction of a guest house at the Viet Duc Surgical Hospital
in Hanoi, and the provision of training in the care of the newborn
at Dien Bien Phu.

The Royal Children’s Hospital, Melbourne has established
RCHI—Royal Children’s Hospital International—to coordinate
all of its international assistance programmes. Funded by an
American philanthropic organization (the Atlantic Philanthropies

[AP]) and also by World Vision Australia, RCHI has developed
a broad programme of assistance to hospitals in Viet Nam,
Indonesia and India. In Viet Nam, train-the-trainer programmes
have been carried out in Advanced Paediatric Life Support,
Paediatric Nursing and Infection Control. RCHI was commissioned
by AP to provide the health services plan, functional design brief
and master plan of staff training for the rebuilding of the National
Hospital of Pediatrics in Hanoi. AP also commissioned RCHI
to coordinate training for 111 staff who will work in a new
cardiovascular centre that is nearing completion in Hue, Viet
Nam. In Indonesia, RCHI has worked with the University of
Gadjah Mada in Yogyakarta to fund and manage reconstruction
and redevelopment projects (Mental Health, Public Health, IMCI
and Medical Staffing) in the tsunami-devastated Aceh Barat and
Nanggroe Aceh Darussalam Province. This project is one of only
two health projects to last more than one year following the
December 2004 tsunami. In India, and funded by BHP Billiton,
RCHI has worked with the Sanjay Gandhi Postgraduate Institute
of Medical Sciences in Lucknow to provide training for nurses in
paediatric intensive care nursing. With support from Indian
businessman and philanthropist, Mr Ravi Ravindran, the same
training has been introduced at the Sundaram Medical Foundation
in Chennai.

Despite what the news may say about Australia’s foreign
policy, there are a great number of Australians who fervently
desire good relations with their Asian neighbours and who
genuinely want to share their medical and other knowledge for the
benefit of the region. We in the medical profession have a part to
play in the peace-promotion process. A patient is a patient, no
matter where he or she lives, and the care of the sick is what we
have all been trained for. A strong network of communication
between doctors and countries is essential to better understanding
and better relations.

GARRY WARNE

Letter from Chennai

ADVERTISING AGAIN

I was one of a team of specialists who took part in a recent
Continuing Medical Education (CME) programme for the Indian
Medical Association (IMA) in a small town of southern India. All
of us were from centres outside that town. In connection with our
visit, we were asked to conduct a meeting to promote public
awareness of medical issues. The format was that I spoke on the
prevention of renal disease, and then all of us answered questions
from the audience. We had specialists from diverse fields, both
medical and surgical.

I was quite unprepared for what happened. The meeting was
well attended, around 400 people in a hall that could have held
1000. A few large boxes were placed in different locations, and the
audience was instructed to write their questions on a sheet of
paper, add their names and addresses, and place them in the
nearest box. I felt that the boxes were incongruously large, but it
soon turned out that the organizers were wiser than I. Each person
submitted one or more sheets of questions, the boxes were soon

overflowing, and there was not enough time to deal with more than
a fraction of the questions. The papers were collected and farmed
out to the different specialists. There was another nephrologist on
the panel, and I was given just two token questions, after which all
the renal queries were directed to him. This was just as well.

There are two questions I can take for granted whenever I face
the public. The first is whether it is good to drink large quantities
of water. I am not quite sure why this question is asked, since the
questioner always has fixed views on the topic and will not accept
a contrary answer. I try to say that there is no advantage in drinking
more water than one’s thirst demands, unless one has stone disease
or recurrent urinary tract infection, in which case a large intake
may be prophylactic. On the other hand, there is no real harm
unless one has renal failure. However, my interrogator always
wants me to say it offers great benefits, and turns belligerent if I
disagree.

The second question has also been a staple since 1977, when
Morarji Desai became our Prime Minister. What do I think of auto
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urine therapy? I always express my honest belief that all excreta
are better excreted than ingested, but then I have to listen to an
interminable lecture on how urine is the elixir of life, and how it
almost confers immortality, besides freedom from all disease. I
need a strong chairperson for the meeting to silence the questioner
who will not otherwise stop.

These matters provide harmless fun. I am very worried about
what followed. Once I had been worsted in the argument and
rescued by the Chairperson, I retired from the contest, and observed
as the rest of the questions were tackled by my fellow panelists. It
turned out that each questioner was seeking a consultation. There
were details of complaints, investigations and medicines prescribed
by local doctors. Had I been asked any of them, I would firmly have
said that I could only handle generalities in this meeting; specific
queries about individual patients required detailed examination,
and could not be answered in a meeting of this sort. The questioner
would be well advised to stick to his own doctor, and seek another
opinion only if the doctor wanted one, in which case he would
himself refer the patient to a specialist of his choice.

My fellow panelists had no such qualms. They answered every
question though they had no opportunity to examine any of the
patients. They often disagreed with the prescription of the local
practitioner, who might have made a good examination and had
probably come to a better diagnosis. Many questioners were
advised to come to the panelists’ rooms (locations mentioned) for
detailed investigation.

A couple of decades ago, I decided not to attend any massive
medical camps. After I attended one I was convinced that we
failed to do justice to the patients, and we might have undermined
their confidence in their own practitioners. I have now learned that
these public awareness meetings are just as bad.

The Tamil Nadu Medical Council (Professional Conduct,
Etiquette and Ethics) Regulations, 2003 (the latest in the series)
has specific comments about such meetings. Item 7.11 states that
‘a physician should not … give interviews regarding diseases and
treatments which may have the effect of advertising himself or

soliciting practice; (emphasis that of the Medical Council) but is
open to write to the lay press under his own name on matters of
public health, hygienic living, or to deliver public lectures … for
the same purpose.’ Public education is all right, but not self-
advertisement or solicitation.

That is not all. Many of our local newspapers publish
supplements on health once a week. Many specialists contribute
to these, and that practice is sanctioned by the Medical Council in
the rule cited above. It is perhaps a necessary and laudable
activity. However, it has become a routine to add an advertisement
on the same page, and the author of the article often states that a
person suffering from the condition discussed in the article may
contact him at the number mentioned in the advertisement. Item
6.1 states: ‘Solicitation of patients directly or indirectly by a
physician, by a group of physicians or by institutions and
organizations is unethical.’

A neurologist publishes an advertisement ‘in public interest’:
‘Recognize the warning signs of stroke like: ….’ and goes on to
list them. And then he advises people to call ‘Strokeline’ followed
by a telephone number ‘within 3 hours of onset of the above
symptoms, for admission into a Stroke Unit organized by us,’ and
‘us’ is identified by name and identified as a stroke specialist and
managing trustee. He goes on: ‘While in Boston [Harvard] or
Chennai [the name of his foundation is entered here] acute stroke
treatment is the same. The difference between the best treatment

and the rest is measurable.’ Another advertisement for the
‘…Asthma and Bronchitis Clinic’, address and telephone numbers
printed alongside, identifies Professor Dr so and so, with his
degrees, as a Senior Consultant in Asthma and Bronchitis, and
Fellow of the American College of Chest Physicians. A urologist
and andrologist has a photograph with the addresses and telephone
numbers, along with a bulleted list of his fields of expertise:
endourology, uro-oncology, male infertility, female urology,
evaluation of impotence, penile prosthesis surgery and penile
curvature correction. This gentleman is especially bold. Section
6.1.2 decries ‘printing of self photograph’. Even the permitted
‘formal announcement (without self photograph) in press
regarding’ starting practice, changing the type of practice, address,
and a number of other actions, should not have a photograph in it.

Chapter 8 deals with ‘Punishment and disciplinary action.’
Section 8.2 says: ‘It is made clear that any complaint with regard
to professional misconduct can be brought before the Tamil Nadu
Medical Council for Disciplinary action.’ On 4 June 2006, Dr K.
Prakasam, President of the Tamil Nadu Medical Council, was
reported as having told the New Indian Express, ‘Several doctors
and hospitals have been publicising their photographs in
newspapers and magazines along with their articles, which is
against medical ethics.’ He had served notices to 200 doctors in
the state for violating medical ethics. He says this action was
designed to ‘streamline the doctors and not as a punishment’.

I wonder how much streamlining he has achieved. The
advertisements I mentioned in the earlier paragraph all appeared
in the New Indian Express in August, two full months after he
threatened the 200 doctors. What happened to them? The rest of
us seem to go our merry way. The watchdog of our morals has a
strong bark, but he seems to have no teeth.

WE ARE GOING HORRIBLY WRONG

Of late, our newspapers often carry reports of children who run
away from home, or worse, attempt and sometimes successfully
commit suicide because their examination results do not meet
their own expectations or those of their families. A few
organizations have set up telephonic counselling services to help
students get over anxiety, depression and stress around the time
when their examination results are announced. A number of
youngsters have used this service already. It was often not failure
that led to severe depression. Some of those seeking help had
scored 93% in the examination, when the cut-off percentage for
admission was 95%.

What are we doing to the childhood of today’s aspirants for
education? We have converted school from a happy place to
develop the character of tomorrow’s leaders and teach them some
values, which it was when I went to school, to a torture chamber.
Should not our educationists, universities and governments get
together to amend matters and restore fun to its central place in
education?

HUMAN DECENCY PREVAILS

The students of Chennai’s medical colleges have at last realized
that ragging of new students, often taken to sadistic levels, is
inappropriate for members of a supposedly humane profession.
There was no ragging this year, and one hopes there will never be
any again.

M. K. MANI
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