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Govt eases norffiis to
test, traunch drugs

Sushmi.DeY@timesgrouP.com

New Delhi: In an atlernPt lo
ease norms for testing.and in- '

trdduction of nerv medicines
in the countrY, lhe govern-
ment has taken stePs to fast-
track approvals for ciinical
trials as n,ell as ]aunch lof

drugs already approved in
other countrles.

Pharmaceutical oomPa"
nies planning to launch new
drugs already approved out'
side India after conduPting
pre-ciinical or toxicological
studies on animals willnot be
required to rePeat such ltucl-
jes in India for importing or
manufactlrring them heie un-
less some specjfic conoerns
are raised, the Drugs ControIl'
er General of India, under the
healthministrY, said'

The drug regulator has al'
so given more freedom ahd re-
sponsibilitY to the Ethics
Committee - that motrritors
clinical trials for new tnedi-

The dr$g regai[ator has
also EEveB? ffiore freedsrtx
and respollsibilEty to the
ethEcs committee that
lrlonitors eliniea! tr[als
for new medEclnes
tffi ffi ffi FAJSffi ii$jtlEfgiPli'iiijlr*itl

and investigators lvithout the
need to obtain a no objeclion
certificatefr om the DCGI. How-
ever, companies lvill have to in-
form a:rY changesto theDCGI.

Of iate, the regttlator has
also been cautiotts on appl:ov-
ing new drug trials after the
Supreme Oourt's directive
asking the goverument to en-
sure Patient safetY whilc aP'
proving clinical tt'iais.
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