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Govt eascs nor{T}s to
test, launch drugs

Sushmi.Dey@timesgrou p.com

New Delhi: In an attempt to

trials as urell as launch rof'
drugs alread5, approverl in
otnercountries.

Phannaceutical c0mpa-
nies planning to launch nbw
drugs already approved out-
side -India after conducting
pre"cJinical or toxicological
studies on animals will not be
required to repeat such stud._
ies inLndia for importing or
ma.nufacttuing them here un.
less some specific concerns
are raised, the Drugs Controll_
er General of India, under the
healthrninistry said.

The drug regulator has al_
so grven rnore freedom and re_
sponsibility to the Ethics
Committee - that monitors
clinical trials for new med.i-
91ne1 As per the new norms,
the Ethics Committee is ex-
pected to cut timelines for
lqurlch of ner,v medicines, in-
cluding biologics.

Ethics Conrmittee has also
been allowed to add trial sites

The drug regulator has
also EFvem more freedoffir
and resposrsihilEty to t0re
ethics comrmittee that
i?!osr[tors eli srlaaI tff lals
for new ffiedEcicles
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and investigators r,vithout the
need to obtain a no objection
certificatefr"om the DCGI. How-
eveq companies lvill have to in.
form an5'changes to the DCGI.
, T'he inole comes in the
wake of concerns raised bv
the industry which" com-
piained of repeat tests and
data subrhissions to difl'-
erentauthorities.

Of late, the regulator has
also been cautiorm ot-t app;61
ing new drrig trials afler the
Supreme Court's directive
asking the government Lo en-
sure patient safety whilc ap_
proving clinical trials"


