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wWomen's groups in India have grappled with ethics in medical research since the
early '80s when blatant ethical violations during clinical trials came to light. From
injectable contraceptives being tested on women unaware that they were part of
a trial; inadeqquate follow-up and downplaying side-effects in trials on Norplant
and anti-fertility, vaccines, to illegal trials on quinacrine by NGOs, we have
contended with mon-implementation of existing ethical norms.
attempted to redefine the very Nnorms themselve: i

Ethical violation
contraceptive trials and epidemiological research by scientific bodies which set
Standards for the whole country, such as the Indian Council of Medical Research
[1CMR] demonstrate the need for public debate and intervention.

T 1997, raft guideli were issued by the ICMR secking input from health
professionals and activists., The 'Consultative Document on Ethical Guidelines on
Biomedical Rescarch Involving Human Subjects’ was drafted by the Coentral Ethics
Committee on Human rescearch (CECHR)D) under the chairmanship of Justice MR
Venkatachaliah, who at the time was also chairman of the National FHuman Rights
Commission CMNIHRC>.

Regional public debates were held in Calcutta, Mumbai,  Hyderabad anmd News
sa

four years,
§eptem ber 2000.

the final docurnent, was released in

The Code includes many areas not covered by the sketchy 1980 ICMR Policy
Statement on Ethical Considerations Involved Research on Human Subjects.

9. Nurman genetics research, ©Orgarn transplantation, epidemiiological reseacct
2nd Assisted eproductive Technologies. Widening the scope of the docurment is
an encouraging 9N Of the attempt to keep pace with the challenges posed by
scientific and technological developments.

However, the Code fails to acknowledge changing social trends, especially in the
context of gender and class |hequahu§_'~* N Indian society. There are detailed
recommendations (pg 9-16) about “Ethical review Procedures” and the setting up
of Institutional Ethical Committees. Yet, these details appear to be bureaucratic
procedural matters, and do not en’ibody the spirit of ensuring ethical l')lO*fT’lE(’lC('li
research. Ethical guidelines should go beyond technicalities and build effect e



safeguards so that the unequal power relationship between researchers and
subjects is neutralised and No new avenues of exploitation of research subjects
are opened up. It is crucial that the basic principles be stated clearly and
unambiguously. The current document falls short of these objectives.
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added to the “Essential Information for
><ii(ours) and xiii-

Some elements have also been
Prospective research subjects’” (Pg 19), for instance pPoints (wvi),
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IX. ASSISTED REPRODUCTIVE TECHNLOGIES [LARTsS]:
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alternatives available, proper follow-up — even when a subject has withdrawn

from the trial as in Norplant, and follow-up of children borm due to contraceptive
failure.

Yet, we feel that the issue of contraceptive research deserves more attention. The
a sectio

ties.
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rescearch must be subject to review by multidisciplinary  othic
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Our experience with PMS of contraceptives demonstrates the problems inherent in
the concept. PMS being conducted by the
to gain directly, defies scientific objectiv

pharmaceutical company which stands
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Vi Results of PMS should be subject to independent expert analysis.

MEDICAL RESEARCH IN THE AGE OF PRIVATISATION

In a liberalised economy,
private institutions

medical research is increasingly being carried out by
— NGOs, pharmaceutical companies and private colleges etc.
Issues of accountability and monitoring of the quality and ethical considerations of
T bHeaen givern adequate attention

O directly into huge profits,
rescarch o the Hurman Genome Projoect

N the ICMR O

ode. The gains

as in the case of contraceptive
mMakes monitoring by independent’ bodies

Mmore crucial. While not arguing  for  increased statism and  burceaucratic

creative and effective way s checking the “free for-all” are vital.

INnduSty - SPonsSored research has given rse to SaMUt Of Issues v oo to e

Sddressed on Prionty basis. Armendment of Sstandard international ethical codes

lilce the etk et especially when viewed in

the hght of the watering down of the Drovisions for mandatory infor

N the latest ICMR Code as compared with the 1980

based” standards, and supremacy of

than international

Srug tria

standards prevail,
= in Africad

The Code has moved ahead of the Draft which devoted only a small paragraph to
CExternally Sponsored Research”
in

" The Code, n its section on SInternational
Collaboration/Assistance Bio-Medical/Health research goes deeper into the
i ue, but does not provide adequate safeguards against exploitation of research
subjects from a developing country. For iNnstance, by talking about “best possible
nationally available care”, the Code allows for by-passing international standards
which will work against research subjects. ’
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What are the checks and Doalances poaoible
Nevw ethical guidelines, in addition to keeping pace with scientific developments,
rMust prioritise safeguarding the rights, health and well-being of research subjects.
The manner in which political ideology permeates medical research rmakes it
Mmperative to develop a pro-people, pro-woman definition of "overall
research.
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