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Human research in India

Sir-Human research in India often lacks
scientific merit. Of more serious concern
is the fact that, in many cases, it will not
stand the scrutiny of an ethics committee.
There can be no justification for renal
biopsies in children with shigella colitis, or
kidney, liver and jejunal biopsies in
patients who have leprosy. More recently,
endoscopic gastric biopsies are being done
in young children by researchers who wish
to attribute campylobacter infection to be
the cause of a large number of different
gastrointestinal symptoms. Investigators
in India .seern to be applying ethical stan-
dards that are different from those they
would apply if they were doing research in
western countries.

Till recently, in most countries, physi-
cians who undertook human experiments
did so at their own risk. There was no
organized approach to the ethical problems
of human experimentation until the grue-
some revelations of the Nuremberg trials
which brought to· light the sadistic
research of Nazi doctors. The first Decla-
ration of Helsinki was a seminal document
that outlined the ethics of experimentation.
It is necessary for us in India to have in
each institution a body that defines the
rights of research subjects and the respon-
sibilities of individual investigators, keeping
in mind the concept of 'justifiable risk'.
The role of such bodies (often termed
Institution Review Boards or IRBs
elsewhere) should be to ensure that the
rights and well-being of potential research
subjects are adequately protected.

The determination of adequate protec-
tion should be based on the accepted
principles of ethical research:

1. beneficence (avoid harm, promote
good)

2. justice (fairness)
3. respect for persons (personal

autonomy).
A study would, thus, be normally justified
by (i) adequate design, (ii) favourable
risk-benefit ratio, (iii) equitable selection,
and (iv) informed consent by subjects.
These points should be considered in all
studies, particularly if more than a
minimum risk is involved. In addition,
there must be strict guidelines for with-
drawal of blood and administration of
investigational drugs and radiation. There
must always be strong justification before
research involving pregnant women and
children is undertaken.

The usual consent form requires consi-
derable modification. It should be written
in simple language that is easily understood
by the proposed participants. A consent
form must include (a) the purpose of the
study, (b) the experimental procedure
involved, (c) the necessary duration of the
subject's participation, (d) risks or dis-
comfort envisaged, (e) possible benefits
that might accrue, and (f) if therapy is of
an experimental nature, the alternative
procedures available. The investigator
should sit with the subject and explain the
entire study to him or her. It should be
made clear that the patient may withdraw
from the study at any time and future
medical care would not be affected by a
subject's decision not to participate.

It is my feeling that good quality
research is not possible if ethical standards
are not high.

7 July 1989 P. S. Kamath
Bangalore

Pricing of drugs

Sir-I would like to draw your attention to
the arbitrary prices of drugs. For example
100 mg of Mebendazole salt manufactured
by the Indian Drugs and Pharmaceutical
Laboratories (IDPL) and marketed as
Idibend is available for Rs 1.82 whereas
other brands of the same salt cost Rs 6 or
more for the same number of tablets. Is
this because the quality of IDPL drugs is
poor or because other companies are
making higher profits? Similarly, 200 mg
of Amiodarone hydrochloride is sold by a
drug store for Rs 10 per tablet while other
chemists sell it for Rs 5 per tablet. Why
should the patient have to pay so much
more for the same drug? Should not
Consumer Protection Organizations
investigate such business malpractice?

15 June 1989 R. S. Bhatia
Ludhiana

Occupational medicine

Sir-The extent to which occupational
medicine should be taught in under-
graduate medical programmes has been
discussed extensively in recent years. On
the one hand there are those who believe
that occupational medicine has no place in
the undergraduate curriculum, while others
propose the mandatory inclusion of courses
which extend over a varying number of

hours. In this controversy, two facts
appear to stand out with some clarity;
namely, that undergraduate medical
courses are already heavily laden with
basic clinical material, and secondly that
relatively few medical graduates are going
to practice occupational medicine either
on a full-time or on a part-time basis. Most
physicians however will be responsible for
the care of adults as well as children who
have an occupation of some sort. The
question of how to teach medical students
about occupational medicine can be resol-
ved therefore by teaching them during
their undergraduate training, to recognize
the many associations between disease
and occupation. The aim of such an
approach is not to teach occupational
medicine but to develop in the general
physician, a high level of suspicion when
confronted with certain clinical entities that
may be caused by occupational exposure.
In a country like India, where industriali-
zation is rapidly progressing, such a level
of suspicion may not be entirely inapprop-
riate.

Some years ago, writing in the American
Journal of Public Health, I Rustein and his
colleagues described the concept of the
Sentinel Health Event (Occupational) or
SHE(O). The Sentinel Health Event
(SHE) had been earlier described as 'a
preventable disease, disability or untimely
death, whose occurrence serves as a warn-
ing signal that the quality of preventive
and/or therapeutic medical care may need
to be improved'i? The occurrence of
poliomyelitis, tuberculosis, or diphtheria
are examples of sentinel health events in
the general medical context.

When relating this concept to the dis-
eases of occupation, the SHE(O) is used
and while it is very useful, a degree of
caution must be exercised in its application.
The diagnosis of mesothelioma of the
pleura or peritoneum is virtually pathog-
nomonic of exposure to asbestos, although
the exposure may not necessarily be occu-
pational. By contrast, the occurrence of a
peripheral neuropathy may not be due to
an occupational exposure even though
many such instances have been well
documented. In teaching, therefore, it is
necessary to avoid dogmatism~ but to.
suggest 10 the student that should a
peripheral neuropathy be encountered in
an adult patient, it would be prudent to
enquire about the current and previous
occupations of the patient. Indeed, it
would be wise to follow the precept of
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TABLEI. Sentinel Health Events (SHE)
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General

Occupational
Initiating event distant in time

Carcinoma of nasal sinuses

Poliomyelitis
Diphtheria
Tuberculosis
SHE (0)

Hepatic haemangiosarcoma
Mesothelioma

Initiating event-Recent
Contact and allergic dermatitis

wood workers
nickel workers
vinyl chloride monomer exposure
asbestos exposure

cutting oils
nickel
epoxys
chromates
chemicals, e.g. toluene
diisocyanate (TO!)
chemicals, e.g. aniline, dinitrobenzene
silo workers (N02)

lead
organic solvents
chemicals, e.g. methylbutylketone, lead
organic solvents, heavy metals,
aminoglycosides
plague
anthrax
tetanus
hepatitis

Asthma

Methaemoglobinaemia

Toxic encephalitis
Neurobehavioural disorders
Peripheral neuropathy
Kidney disease

Infections

Ramazzini, Father of Occupational
Medicine, and to enquire about the occu-
pations of all patients, bearing in mind
that community (i.e. non-occupational)
exposure to a toxic agent may be just as
important an aetiological factor as occu-
pational exposure.

It has been emphasized that enquiry
should be made into current and previous
occupations. Many SHE(O)s are indica-
tive of exposures that are current or which
occurred in the recent past; contact and
allergic dermatitis caused by exposure to
irritants such as cutting oils, nickel or
chromates, is an example of such a condi-
tion. Extrinsic asthma caused by exposure
to isocyanates is similarly an example of a
condition arising because of exposure that
occurred in the past. The period of many
years that may elapse between the initia-
tion of a disease process and its clinical
manifestation can make it necessary to
enquire into occupational exposures that
occurred in the distant past, exposures
which may have been brief and all but for-
gotten. This 'latency' of the disease process
is characteristic of occupational cancers
and for example, when caring today for a
railwayman who has a carcinoma of the
nasal sinuses, it is important to know if

that man was occupationally exposed to
wood dust twenty or thirty years ago. It
can be objected quite reasonably that, in
this particular instance, the knowledge
that such a man was so exposed serves
merely to confirm what is already known
and has no bearing upon the treatment
and prognosis of the individual patient.
Such points are often made by medical
students and residents who in these days
have a high level of social awareness. The
point is well taken and can be responded
to by describing both the compensation
aspects of occupational disease and the
epidemiological importance of identifying
aetiological factors that may have been
previously unrecognized.

At one medical school with which I am
familiar, the concept of the SHE( 0) is
used to teach the bare essentials of the
association between occupational exposure
and disease. The aspects of this question
that have already been discussed are men-
tioned during a lecture and an abbreviated
table of occupation and disease associa-
tions (Table I) is included in the course
material.

In a very brief period of instruction,
some basic facts about occupational disease
can be related to problems that may be
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encountered in general medical practice
and no further load is added to the heavy
medical curriculum. If one can judge by
the amount of discussion generated, the
approach has had some success.

Perhaps it is time that occupational
medicine is given a more prominent place
in the curriculum of medical colleges in
India. A large number and variety of
associations between Indian diseases and
Indian occupations might be recognized
and steps taken towards their treatment
and prevention.
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17 July 1989 J. L. Weeks

Manitoba
Canada

Sexual medicine

Sir-There is a total absence of sexual
medicine in the medical curriculum in this
country both at the undergraduate and
postgraduate levels. Our country gave the
world classical texts like Kamasutra and
Kamashastra and there are temples in
Khajuraho and Konarak where sculptures
depict explicit sexuality. Yet, ironically,
sexual medicine is not taught in medical
schools. Even discussing sex in the medical
college classroom is taboo. The result is
that unscrupulous practitioners, the so-
called 'sex and venereal diseases experts',
exploit the situation and misguide unsus-
pecting people. The clients in such clinics
range from the poorest to the rich and
powerful. It is unfortunate that in the
capital of India where the Medical Council
of India has its headquarters, there are
well-known quacks practising sexual
medicine who make millions of rupees.

I would request the Medical Council of
India to check such malpractice, and the
Deans of medical colleges to include the
subject of sexual medicine in their under-
graduate curricula.
15 June 1989 \aramjit Singh

\ Patiala


