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The variety of gene pool, large number
of diseases, English speaking physicians
and support staff and therapy-naive pa-

tients — together these factors make In-
dia an irresistible destination for conduct-
ing clinical trials. India is ranked third —
after the US and China — in terms of at-
tractiveness as a clinical trial destmation.
After the call centre boom, it is now the
clinical trial outsourcing business that is
all set to redefine the market rules.

But does India have the regulatory
framework to ensure that poor and illiter-
ate patients are not exploited? Will this
industry bring in allied services, generate
more employment? Are studies being
mﬂiﬂedmlndmsnﬂlatumafedﬂ@
can be ruled out?

As a part of the efforts to regulate the
market, in the past few months, new laws
have come into force, amendments have
been made to the existing ones and the
authorities are keeping a hawk-eyed
watch on the industry. The Indian Express
takes a look at the booming business of
clinical trials as the government takes
steps to further its boost.

WHY INDIA IS IRRESISTIBLE
FOR GLOBAL COMPANIES
WHY has India suddenly become the
favoured destination for Contract Re-
search Organisations (CROs)? In North
America or Europe; many clinical trials
are caught in litigation as the patients are
very aware of their rights to healthcare.
However, mmparedmhumumhg,
regulated tri-
ahsmndmiadmﬁuﬂhhmmmEu—
rope, clinical trials in India are executed in
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asystemn that is known for its inconsisten-
cics. The lack of access toinformation, es-
pecially for the poor and illiterate pa-

tients, s the biggest challenge faa.np;ﬂ:n L

regulators.

“Whatiudmnﬁemsmntcthnnppn
sltenfwhatnmupnnr.swmhlgmﬂlcl}ﬂ
or UK will be used to," admits Dr
Surinder Dru,gaﬂﬂntmllnﬁtn—
eral of India (DOGI). “We have been try-
ing to generate awareness among pa-
tients regarding  their rights. The
regulatory landscape I:.us undergone a
dramatic change in the past 18 months
with the passing of several amendments
and Bills in the Drugs and Cosmetics Act.
Recent reforms include mandatory Reg-
istry of Clinical Trials, Review of Ethical
Committees, Registration of CROs,
transparency in the regulatory system and
phammm@anmmnymm
ical colleges in India,” said Dt Singh
spealmgmampumummﬂew]}elh:
on clinical trials in India.

Themmmmm
India a dream destination for clinical re-
ing physicians and the presence of six out
of seven genetic variations. “The Govern-
ment of India has traditionally been over
cautious and conservative as far as the
clinical trial industry is concerned. This
was to ensure that our people are not ex-
ploited. The changes brought in the past
few years will ensure that our indigenous
industry survives while we open our mar-
kets to match ingernational standards,”
said Dr V M Katoch, the Director Gen-
eral of Indian Council of Medical Re-
scarch (ICMR).

THE GOLDEN GOOSE: INDUSTRY
TO TOUCH $1.5 BILLION

THE dlinical trial industry is valued to go
up to $1 to 1.5 billion in the next five
years. The offshoring of ‘clinical trials
more opportunity in clinical data man-

agement (CDM), biostatistics, pharma-
cowigilance and medical welfare.
Given the poteatial, the Health Min-

Astry and Drugs Controller General of In-
: 124fia-are bringing in measures to regulate

the market. “The government is planning
and executing a number of initiatives to
are testimonials to the government’s
commitment to create regulatory envi-
ronment in line with the highest global
standards, In keeping with that, our insti-
tute aims to educate clinical research pro-
fessionals and enhance the culture to in-
ternational standards,” said Dr § K
Gupta, Dean and Director General, In-
stitute of Clinical Research.

Currently, seven of the top 10 global
CROs have an established presence in
India, Trals for a standard drug in the US
can cost about $150 million. A similar
drug could be tested in India for 60 per
cent less.

Since India 5I:§,nﬂs to benefit from
these trials by much-needed investment

. into healtheare and access to beneficial

drugs, there is an urgent need to create
an agreeable environment by raising
awareness and ensuring ethical clinical
practice. *“Our long-term goals are to cre-
ate an environment conducive to trials in
India. The mandatory registrations of
trial sites and ethics committee will help
regulate the industry better. In the next
five years, wé want to ensure penal pro-
wisions for fraud and misconduct in dinical
research,” added Dr Singh.

TACKLING ISSUES: FROM

REGULATION TD ETHICS

EVER since the registration of clinical
trial was made mandatory by the DOGI
from June 15, 2009, there has been an
added momentam in the number of regis-
trations of clinical trials in the country.
Extensive regulatory reforms of the
booming clinical trial industry will be in
place within six months, he said while ad-
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FACT FILE
Process

The phammaceutical company appoints 3
Contract Resaarch Organisation (CRO) to
plan and execute the dinical wal. The
RO identifies doctors, health institutions
and demographics of patients to be In-
volved in the trial. The Independent Ethics
Committee (JEC) stwdies and approves
this and is suppased to review regular re-

ports once the trial is lunched.
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Emerging Destination for Clinical Trals’
organised by Institute of Clinical Re-
search,
According to ASSOCHAM, 15 per
cent of the global clinical trials will be
conducted in India by 2011, grabbing
business worth $1 billion. :

“Wie will completely change the regu- -

latory landscape for clindcal trials m 2000,
This will be & historic year in that regard.
Wi are putting in place a system brick-by-
brick by the next one year or 18 months,”
said Singh. “To make this a global hub of
trials, a host af isues ranging from reguls-
tory to ethics and patient safety need to
be addressed urgently,” said Dr Gupta,

Dr Gupta said speaking at the sympo-
sium.

Since October 2009, India has taken
steps to centralise licensing for pharma-
ceutical products as part of its ongoing
programme tostreambine the regulatory
process with respect to pharmaceutical
manufacturing, In the past three months,
Eﬂtmmhlutdmmrﬁg

imvaltve 40-of the 294 medical colleges in
the country as of now to record adverse
drug reactions, There are a lot of drugs
which have been in the markets for years,
but there i no resord to show their im-
pact on patients,” said Dr Singh.
PHARMACOGENOMICS: NEW
SCIENCE, FRESH TALENT

THE science of tailor-made medicines—
suiting each patient’s genetic make-up—
s the next frontier. And doctors ke Umna

programme that
Mhm%mkw-

netic analysis in the drug development
process tounderstand the interaction be-
tween a given drug therapy and an indi-
widual genetic make-up; by using this in-
formation it is possible to design drugs
based on individual needs to reduce side
Gilobally, scveral pharmaceutical indus-
tries are working in this area.

“Every drug has different effect on pa-
tients; It is now recognised that this effect
may wholly or partially be different due
to difference in the genetic make-up of
patients, The government’s mandate is
that each medical college generates its
o data, which can be collected at 2
higher level. In the next four to five years,
when all this data falls in place, we will
will bie the start,” she added.

Pharmacogenonmics is thus the stody of
identification and analysis of genomic
varations that affect the efficacy of &
drug. Pharmacopenomic studies can po-
wtnﬂyb:predmntanmdmduai'l

uspnmormrcacmnsur
susceptibility to iatrogenic disorders, and
may reveal new targets that can help in
the design of new drugs.
PHARMACOVIGILANCE:
FINAL KEY TO THE BOOM
ACCORDING 1o experts, 2010-is going
to be historic as far as health research in

lnﬁ;dﬂ.mmd.ﬂumm’s
embitious plan

{P\I']wilmmhmheahhm:n[n
dia. “Tt i just a matter of recording every
adverse drug event. Our doctors are
amongst the smartest and we can be the
fastest when it comes to adapting to pow
methods like P'V,” says Dr Katoch,
To sustain the booming clinical trial in-
dustry, the government is focusing on
infrastructure in medical
colleges, s=tiing up rural units and virology

This Year is going to be historic as far as health research
in India is concerned. The government's ambitious plan to use the
patient data generated by all 300 medical colleges in the country

by imbibing Pharma

, or the study of ad\rersedmg

reactions, will revolutionise health care in India

Tekour will ensure we get there faster, Dir
Telour has been studying pharmacoge-
nomics for the past two decades at
Maulana Azad Medical College. Butitis
only in the past four to five years that this
branch of science has started attracting
the attention of regulutors, doctors, in-

dustry and, most importantly, fresh tal- *

ent. “Pharmacogenomics has to be stud-
ied at & macro level Sitting in this
hospital, collecting data of the few thou-
sand patients coming here, 1 cannot tell
you what Is the genetic structure of pa-
tients from the Northesst ar South India.
We are still not collating data as effi-
ciently as the West to deduct conclusions
ahout genomics,” said Dr Tekur, Professor
at the Department of Pharmacology,
Maulana Axad Medical College.
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network across medical colleges. “What
we ars witnessing is a revohution and India
had been preparing for it for the bast three
to four years. Our health infrastrocture is
oo up for the challenge this growing in-
dustry presents. This is a historic time in
the health resedrch industry,” added Dr
Katoch.

or PV is the study
of adverse drug reactions (ADRs) while
introducing a new line of treatment.
PV is the science of collecting, moni-
toring, researching and asstssing infor-
mation from medical colleges and pa-
tientt on the adverse effects of
medications, biological products, herbs
and traditional medicines with a view to
identifying new information about haz-
ards associated with medicines and pre-

‘venting harm to patients.





