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DGClcurbs
doctors’ rolein
clearing new drugs

 ABANTIKA GHOSH
NEW DELHI, OCTOBER 8 .

AFI‘ERdamagmg revelations

" in a parliamentary panel re-
port about collusion of doctors
 with pharta firms in hélping
new drigs bypass mandatory
clinical trial' regulations in

done awaywrth the regulatory
ruled’ 'that made drscretlonary
approvalspossible.

., A decision on whether a

'certam drug can be granted
Lan, exqmptron from the
,mandatory clinical trial regu-
‘Jations is now the exclusive
<domain of thie NewDrugAd-

visory Comm;ttees '(NDAC)

‘formed by the Central Drugs

and Standards Control Or-

i gamsadon meetirigs of which,

are diligently documerited...
The need to farnish cer-

ftrﬁcates from doctors vouch-
‘ing for the safety and efficacy

‘of a drug-does not exist any
more because the decision of

the NDAC is final, with or -

‘without letters from doctors.
vAll members of the NDAC
‘are requlred to furnish dis-
‘éosures about any ties they
iniay have with pharmaceuti-

~ calfirms,

+

“We have stopped the
practice of giving clearances
to drugs on the basis of let-
ters. of. _re(_:ommendatron
from doctors. It is now

mandatory for all new.drugs - -
o be cleared by the NDAC.

troller General of India Dr .
-GN Singh,

.of the Parhamentary Stand- |
ing Committee on. Health

: how doctors submittedidenti- ,

-much in the decision making

. . The changes in the new
.drug- approval norms are

‘ months, including some cru-

whose deliberations are a
transparent affair so that,
there are no considerations
others than those of science
in reaching a decision. The
experts on the NDAC have
to give "disclosufes about -
their own links with pharma -
companies,” said Drug Con-

‘In'May, the 59th teport :

and’ Famﬂy Welfare had :
delved deep into the drug :
regulatlonmorassto comeup
with shocking details about

cal'letters of recommenda— :
tionfor drugs and other i irreg- ’
ularities to ~reach ' the
conclusion that a “nexus... ex-
ists between drug manufac-
turers. and many ' expertsv
whose_opinion matters 50’

process of the CDSCO...”.On

an average, the report said,
one drug is approved every
month through this. route, :
without necassary trials, = -

among a series of reforms
that CDSCO has under-.
taken oyer the, last few

cial ones on clinjcal trials af-
ter controversial reports on -
deaths during drug trils,
fack of compensation and

questionable means of ob-
taining consent. :






