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Language Proficiency Test. There are ten testing stations. In each
station, the examinees encounter a standardized patient (SP), a lay
person who is trained to consistently and accurately portray a
patient in a clinical scenario. The physical examination on the SP
reveals appropriate physical findings. Examinees are expected to
encounter these individuals as they would real patients--obtain-
ing a history, performing a focused physical examination and
composing a written record of the patient encounter. The disci-
plines included in the examination profile are internal medicine,
surgery, obstetrics and gynaecology, paediatrics, psychiatry and
family medicine. Each of the ten encounters will allow the exam-
inee 15 minutes to interact with the SP and 7 minutes to compose
a written record of the encounter. The total administration time is
approximately 5 hours and appropriate breaks are permitted. The
ECFMG has come under serious criticism for this move.

The test is only offered in Philadelphia, a logistical hurdle for
thousands of medical graduates around the world. The cost in
1998 is US$ 1200. Since the move of thousands of FMGs into
leadership positions in the local, regional and national medical
organizations-both scientific and political-several barriers have
been lifted. Indeed, the stigma attached to the word 'foreign' has
transmuted to all graduates of foreign medical schools being
called International Medical Graduates (IMGs). The IMGs are
vociferously reacting to this change. They say that the test
unfairly singles them out for yet another examination that is not
administered to American graduates. Clinical skills, they argue,
should be evaluated in all physicians.' There is widespread
agreement on this issue and the NBME is currently studying the
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examination methodology and logistics with a view to decide in
1999 whether such an examination is required for American
graduates.

The debate continues. Residency programme directors are
better prepared for recruiting and selection. American medical
schools are increasingly required to teach and evaluate clinical
skills. Most of this is done during clinical rotations and, for some
time now, there has been the OSCE (Observed Structured Clinical
Examination) used by many American schools, which is similar
to the CSA. IMG leaders continue to express skepticism. They are
making their voices heard in letters to the state and national
medical societies, interviews with the professional and lay media.
Most ask for a response from the ECFMG regarding the areas of
inequality and the unusual burden associated with taking the
CSA. 3 Meanwhile, every physician who has graduated from a
foreign country and wishes to come to the USA for graduate
training will be required to fulfil the criteria for ECFMG certifi-
cation, and as of 1 July 1998 this includes the CSA which is
available only in Philadelphia at the Clinical Skills Assessment
Center of the ECFMG.
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ORGANIZING A PUBLIC DEBATE: ETHICAL GUIDE-
LINES ON BIOMEDICAL RESEARCH IN HUMANS

Introduction
The Indian Council of Medical Research (ICMR) and the Na-
tional Human Rights Commission (NHRC) recognized the need
for revision of the report issued some decades back on Ethical
Guidelines on Biomedical Research Involving Human Subjects.
They requested scientists from different parts of the country to
help draft the new guidelines. These scientists met in subcommit-
tees to discuss various aspects of medical research such as
genetics, clinical evaluation of drugs, tissue and organ trans-
plants, assisted reproductive technology and epidemiology. The
draft report is the outcome of their deliberations.

On the initiative of Justice M. N. Venkatachaliah, Chairper-
son, NHRC, it was decided to hold public debates on this draft
report in Calcutta, Mumbai, Hyderabad and New Delhi.

Planning the debate
The debate in Mumbai was scheduled for 20 September 1998.
Planning for it started in June 1998. Dr H. S. Juneja, Director,
Institute for Research in Reproduction and his team were the
prime movers. The group was expanded to include Dr Indraneel
Mittra (Tata Memorial Hospital) and Mr Vithal Nadkami (The
Times of India). Since no such debate had ever been held in this

city to the best of our knowledge, we had to explore various
avenues to decide the best way for making public the contents of
the report and the unprecedented opportunity presented to the
citizens of Mumbai.

Mr Vithal Nadkami published a detailed account of the need
for such a debate on guidelines for medical research and high-
lighted some aspects of the draft report in The Times of India.
Eminent experts were invited to interact with the public during the'
debate. The debate was structured in six sessions: general prin-
ciples of biomedical research, clinical trials, assisted reproductive
technology, human genetics, transplantation and epidemiology.
In each session, an expert was to summarize the relevant segment
of the draft report. This expert, together with two or three
colleagues from the same field, would discuss issues raised by the
public and would later present their own opinions on the draft
report. Rapporteurs were assisted by tape recordings of the
proceedings.

Dr Juneja and his team produced a booklet entitled, 'Why this
debate?' It explained the issues involved and emphasized the need
for active public participation so that vox populi was adequately
represented in the final guidelines. Copies of this booklet and
those of the complete draft guidelines were circulated to the
various major newspapers in the city, Doordarshan and All India
Radio. The covering letter requested their help in communicating
the salient features to the public. Finally, the venue and programme
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of the debate were advertised in the major newspapers. In order to
facilitate wide participation, the debate was held in an auditorium
in a public hospital in central Mumbai.

In mid-September, we received information on the debate in
Calcutta. Public attendance was poor. Most of the discussions
took place between scientists and there was a sense of disappoint-
ment in the air.

D-day
The debate, which was to start at 9 a.m., was delayed by 15
minutes. Mr Mallu Ravi, Member of Parliament and Member,
Governing Body, ICMR inaugurated the debate. Dr Padam Singh,
Additional Director General, ICMR chaired the first session. To
our surprise and pleasure, both these gentlemen stayed on through
the day. The audience had swelled to over 150 at mid-day. Of the
many points raised and discussed, I found the following of
significance.

Many speakers commented on the Indian penchant for formu-
lating laws, guidelines and other similar pronouncements and
then seeing these fail for want of effective monitoring and
implementation. They asked what was being done about policing
medical research throughout the country with a view to ensuring
that these guidelines were being followed. More important, what
would be the penalties levied on those flouting these guidelines
and who would impose them? The draft report is silent on this
issue. Some suggested that local ethics committees or Institu-
tional Review Boards (IRB) should be entrusted with the task of
ensuring that guidelines were followed. They were also best
placed to discipline those flouting these guidelines. It was un-
likely that a national agency would have the means or the ability
to monitor research throughout this vast country.

As a corollary, it was pointed out that few medical colleges and
research institutions (especially those in the private sector) have
ethics committees or IRBs. In their absence such guidelines are
unlikely to make any impact on what passes for research in our
country.

Dr Arun Nanivadekar, who retired as Medical Director, Pfizer
Ltd., pointed out that the draft guidelines are stilted, turgid and
very bureaucratic. He made a strong plea for their simplification
in plain English. He also felt that the guidelines could be consid-
erably shortened by the elimination of duplication in various
sections. Dr Nanivadekar also pleaded for the strengthening of
personnel and infrastructure at the office of the Drug Controller of
India and at the various offices of the Food and Drug Administra-
tion in various states so that they could playa role in monitoring
research. Computerization, the elimination of governmental in-
terference and injecting a strong measure of efficiency in these
departments would help.

He also asked who would monitor research on herbal rem-
edies. These preparations need standardization and good clinical
practice just as much as allopathic drugs. For this purpose, it may
be necessary to bring them under the Drug and Cosmetic Act.

Dr Ashok Vaidya, ex-Medical Director, Ciba-Geigy Ltd. drew
attention to the very poor state of record-keeping by researchers.
If Indian research is to achieve any degree of respectability, it is
vital for all records to be authentic, complete and well preserved
over several decades. It is also necessary to ensure that negative
results are published, especially in the field of clinical trials.

The question of informed consent came up for considerable
discussion. What remained unsolved was the dilemma of how the
researcher can ensure that the subject has understood all the
information passed on, especially with reference to the implica-
tions of the study on the subject's health.
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Dr Indraneel Mittra pointed out that the draft guidelines on
clinical trials do not address medical therapy, surgical operations,
radiotherapy, chemotherapy and other interventions being carried
out in day-to-day hospital practice; many of which are novel or
radical modifications of currently sanctioned procedures.

Dr Manjeet Juneja, a young resident doctor, asked what could
be done about those who drop out of clinical trials. How does one
ensure that such individuals do not suffer long term ill-effects
from the drug or procedure tried out on them? Dr Indraneel Mittra
suggested that the consent form should have a provision built into
it for ensuring that even after dropping out of the trial, follow up
evaluations would be carried out in the subject's interest.

Dr Rama Vaidya, Dean, Swami Prakashanand Ayurved Re-
search Centre, felt that in any clinical trial on a new drug, the
company providing that drug must undertake to ensure continued
supply of that drug to the subject even after completion of the trial.
This could be done, perhaps at cost price, till the drug is made
available in the Indian market. In the absence of such a provision,
the subject, who may have shown excellent response to the drug,
would be suddenly deprived of the drug at the end of the trial.

Dr M. C. Watsa, consultant sex therapist, suggested that the
ICMR should set up a database on all medical research projects
being carried out in the country and keep this updated to indicate
the progress made. The provision of such a clearing-house of
information would be of immense help to many.

Speaking on research on embryos, Dr Indira Hinduja, consult-
ant obstetrician and gynaecologist and an expert on assisted
reproduction, felt that there was nothing wrong in conducting
research on donated embryos provided informed consent had
been obtained from all concerned parties.

Dr Mehroo Hansotia, consultant obstetrician and gynaecologist
and an expert on assisted reproduction, pointed to the possibility
of a marked fall in our ability to do research on donated eggs or
zygotes if some form of payment to the donor was not permitted.
She referred to the crying need of many poor families for funds
and asked the public to decide on this issue.

At the conclusion of the session on assisted reproduction
technology, it was pointed out that the guidelines in the draft
report refer to the technology in clinical practice and not in
research. Drastic modifications were necessary to make them
relevant to research. In the session on organ transplantation, there
was unanimous recognition of the need to ensure that the Baruah
episode was never repeated. Medical adventurism, such as that
displayed when Dr Baruah transplanted organs from a pig into a
human being without any peer review or sanctions by society and
national research agencies must be strictly punished.

The issue of whether the spouse should be considered a near
relative for the purpose of organ transplantation under the Human
Organ Transplantation Act was discussed. It was pointed out that
the spouse had a different genetic make-up and can, thus, only be
regarded as an unrelated donor. The consensus was that the spouse
could be considered as a donor only in the absence of any truly
related donor.

Lessons and unanswered questions
The debate was held in English. This automatically ensured that
those not fluent in the language-a considerable segment of the
population--could not participate in the debate. It is necessary for
us to organize a string of debates in different parts of the city and
in different languages.

Scientists fought shy of criticizing each other. The moderator
of one session described how, some decades ago, at the request of
a colleague, he had obtained tissue for research from a series of
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patients who had just died of a particular disease without obtain-
ing the consent of relatives. He pointed out that the findings based
on the study of these tissues formed an important part of a paper
published in an internationally reputed medical journal published
from Britain. He asked his panellists to comment on this practice.
Not one of the experts ventured to criticize this or inform the
audience why such behaviour was unacceptable. This made a
mockery of the purpose for which they sat on the raised platform.
We have a long way to go till we can ensure that our researchers
are willing to speak up in the interests of truth and science.

Some social service groups, activists and non-governmental
organizations kept away as they feared domination at the debate
by representatives of the establishment. We were informed pri-
vately that these groups resented the fact that all speakers were
researchers. They strongly felt that some of them should have
been included.

Ms Malini Karkal, demographer and social activist, ques-
tioned the very basis of assisted reproduction. She strongly felt
that such research focuses on women as baby-making machines.
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As the moderator, Dr Hansotia pointed out that whilst her view
merits discussion, this was not the forum for it. Such decisions do
not go down well with activists who interpret them as domination
by the establishment. There is a need for continued interaction
between the medical profession ana committed activists on a wide
range of issues.

Some moderators delivered mini-lectures and reviewers pre-
sented material that was not in the draft document. Speakers on the
podium referred to books published abroad on medical ethics or
their own publications rather than focus on the subject of the
debate. Speakers from the audience disregarded requests to iden-
tify themselves and talk directly into the microphone as the
proceedings were being recorded.

Despite the efforts made by the organizing committee to enrol
a large number of laypersons in the debate, the response was less
than optimal. We need to find ways and means of generating
enthusiasm in the public so that there is better participation.

S. K. PANDYA

Confronting Public Health Risks: A Decision Maker's Guide.
Laura C. Leviton, Carolyn E. Needleman, Maurice A. Shapiro.
Sage Publications, Thousand Oaks, London, New Delhi, 1998.
254 pp, US$ 59.95 (cloth), US$ 26 (paper).

Public health in India is faced with the double burden of commu-
nicable diseases (water-borne diseases, tuberculosis, malaria,
acquired immunodeficiency disease), and newer problems related
to unplanned development, industrialization (exemplified by the
Bhopal and Surat disasters) and environmental degradation. Pro-
fessionals who are bewildered by the failure of various public
health and disease control programmes should read this book.
Written by a group of sociologists experienced in dealing with
public health issues, the book explains that professionals often
fail to understand and anticipate the social complexities of public
health problems. According to the authors, apart from technical
expertise, health professionals need other skills when dealing
with communities on public health issues. These include interper-
sonal skills, the ability to negotiate agreements with groups which
have conflicting interests, the ability to foster community partici-
pation, identify and build on the community's strengths, and work
constructively with the media.

The process of risk confrontation is illustrated with the help of
experiences involving communities facing occupational hazards,
dangerous environmental exposures and issues related to AIDS.

Each case study describes the evolution of the health problem,
the conflicts and negotiations between professionals and the
community, and the eventual success or inadequacy of the out-
come.

Risk confrontation emerges as a community-based problem-
solving process that addresses both the health and social conse-
quences of a health risk. The key issues raised by each study are
discussed within a broader conceptual framework of knowledge
from the fields of sociology, organizational behaviour, ethics,
health behaviour of individuals and communities. These discus-
sions are a strong point of the book.

The two case studies relating to the human immunodeficiency
virus (HIV) epidemic are especially relevant and interesting. The
first study describes the experience of a city suffering from the
impact of the HIV epidemic. In what appeared as a near-ideal
scenario, AIDS advocacy groups, the health department, hospi-
tals, nursing homes and even insurance companies collaborated in
an effort which resulted in overcoming unrealistic fears, and made
hospitals and nursing homes responsive to the care of AIDS
patients. All parties agreed on the basic premise that AIDS
patients were entitled to services under the law, and used methods
of conflict resolution and negotiation rather than confrontation to
solve problems. Researchers and faculty of the local medical
school took the lead in organizing and integrating the prograrnrne,
a development which would be considered unusual in India,
where the 130 or so medical colleges by and large function in
splendid isolation of the communities they serve.

The other case study discusses problems relating to the pres-
ence of HIV-positive children in public schools. The teachers had
groundless fears of the risk of infection through casual contact (in
fact, many of them came to school wearing gloves), which were
made worse by the lack of any proper training. Community
leadership had an extended phase of denial about the epidemic
and showed a slow and disorganized response to the situation.
However, a dedicated AIDS coordinator concentrated on building
up the capacities of the groups involved (teachers, parents, chil-
dren). The result was a teachers' training prograrnrne which
removed fears by providing information, and an innovative
prograrnrne for children which included the students themselves
as peer educators.

The lessons learnt by other societies in the grip of the HIV
epidemic seem to have been lost on us. We have had the same
phases of denial, and a slow, diffuse and disorganized approach
to HIV/STD prevention and care. We have yet to evolve an
effective information, education and communication (1EC) strat-
egy, or even implement an education programme for adolescents.
Sexual transmission of HIV infection continues to go unchecked


