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: Pharma cos must include Indian
patients in trials to sell drug here

r

Free Access For
Those With
Critical Disease
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New Delhi: Inamove to ensu-
re efficncy of medicines sold
in India, the drug regulator
has made it mandatory for
companies to include Indian
patients in global elinical tri
als If they want to market in
India a new drug developed
outside the country. The mo
ve assumes sign ificance as it
will mean alot of Indian pati-
ents suffering from eritical
diseazes will have free acoess
to medicines which are yet o
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The drug regulator said, now there
are adequate checks and balances
in place and opening up of global
trials will ensure access to new
medicines for Indian patients

be launched in the country,

The decision was taken in
a recent technleal committes
meeting. headed by director
general of health services
Jagdish Prasad. The commit-
tee, which was formed follo
wing directions from the Su-
preme Court, has a mandate
to supervise clinical trials an
new chemical entities

“Any firm Intending to
market a new drug which 1s
being developed outside the
country, should include Indi-

an patients in the global eling
cal trial....” the minutes of
the meeting, reviewed by
TOI, zaid. The committee also
diecided that If proposal of
such global clinieal trials are
already approved in ICH co-
untries such as the US, Euro
pe and Japan, then it will be
reviewed on priority by the
Indian drug regulator.

The ICH or International
Council for Harmonisation of
Technical Requirements for
Pharmaceuticals for Human

U'se Is n project that brings to-
gether the regulatory authori
ties of Europe, Japan and the
United States and experts
from the pharmaceutical in-
dustry in the three regions to
discuss scientific and techni-
cal aspects of pharmacentical
product registration. Clinical
trial proposals approved by an
ICH country will also be consi
dered for approval by the
Drugs Controller General of
Indin (DCGI without refer.
ring to subject expert commit-
teer, unless there is samespect-
fic reasons which should be
riecorded inwriting.

“The decision has been ta-
kit in public interest keeping
in mind the safety of Indian
patients, It Is important that
drugs which are sold in the co-
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untry are belng tested on Indl-
an subjects prior to their
launch," DCGIG N Singhsatd.
The move Is also expected to
beneflt the clinleal research
organisations and hospitals
operating in India. These ar-
gunisations along with vario-
us hospitals conduet clinjcal
trials or testing of drugs on
human beings on behalf of
pharmaceutical companies,
mainly multinational drug
makers. The clinieal trial in-
dustry had suffered huge los-
ses in Indla after certain unet-
hical practices by a few orga-
nisations and hospitals came
to lght in 2011. This was follo-
wed by stringent regulatory
norms and directions by the
apex court itself for strict mo-
nitoring of trials.
&
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