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Will new guidelines protect or expose the Indian gene pool? 

Only four months after the introduction 
of new guidelines for the use of tissue sam
ples and genetic information, some 
observers are questioning whether the 
new regulations, designed to protect 
Indian citizens, are in fact making their 
exploitation easier. 

Since February 1998, the only require
ment for researchers from government or 
independent laboratories to export Indian 
tissue samples to foreign collaborators is 
the permission of an internal Institutional 
Review Board (IRB) and notification to the 
Indian Council of Medical Research 
(ICMR). Prior to this time ICMR autho
rization was mandatory. This means that 
the ICMR no longer has the power to veto 
exports and its role has become one of a 
secretariat maintaining a record of all col
laborative projects. 

Although the guidelines still call for 
commercial laboratories and universities 
to seek ICMR permission, many are 
believed to be preparing to manipulate 
the system by including a government or 

institute laboratory as a third partner in 
their program in order to pass samples 
through their IRB's. 

Ranjit Roychoudhury, emeritus profes
sor at the National Institute of Immunol
ogy in New Delhi, who was involved in 
drafting the guidelines, denies that they 
have made it easier for foreign companies 
to access Indian genetic data. He points 
out that foreign researchers must now sign 
a material transfer agreement to protect 
the rights of Indian study subjects. This 
agreement, Roychoudhury says, deals 
with controversial issues such as intellec
tual property rights, patents applications, 
publication rights and arrangements for 
future commercial exploitation. The legal 
strength of such a document remains to be 
tested. 

A demonstration that India is becoming 
conscious of the commercial and clinical 
value of its gene pool is the establishment 
National Facility for Functional Genomics 
(NFFG) in New Delhi. NFFG chief, Samir 
Brahmachari, says the aim of the facility is 

to discover novel disease genes using bio
logical samples readily available from the 
nation's hospitals that are being net
worked with NFFG. The Department of 
Biotechnology has pledged to invest $25 
million in NFFG and human genomics 
research over next five years. 

"Several cases of rare genetic disorders 
are likely to be found merely because of 
India's distinctive population," says Bra
hamachari. The preponderance of co-san
guine marriages, limited geographical 
movement of families over several gener
ations and large family size adds to the 
value of the gene pool in terms of genetic 
research. 

But some are wary of India's genetic rev
olution. Geneticist Suman Sahai feels that 
the speed with which the country is enter
ing into the field of genetic research will 
raise a multitude of ethical questions that 
have been the subject of years of debate in 
more scientifically advanced countries, but 
which India has not had time to prepare for. 
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