PRESS INFORMATION BURFAU
TR [ BRI
GOVERNMENT OF INDIA
R HEEW

Business Standard, Delhi
Tuesday 1st April 2014, Page: 3
Width: 12.42 cms, Height: 17.25 cms, a4, Ref: pmin.2014-04-01.29.24

Panel rejects clinical trial |

SUSHMI DEY

- New Dethi, 31March .

Proposals from leading phar-
thaceutical compariies such as

"Novo  Nordisk, Cadila
- Pharmaceuticals, Wockhardt,

Novartis, Roche and Reliance

" Life Sciences for conducting

clinical trials were recently

" rejected by a regulatory com-

mittee, formed following the

* Supreme Court’s directions to

supervise tests of new medi-
Cines on human beings.

_.~ The committee, h‘eadedby_"
Health Secretary Lov Verma,'
‘evaluated a total of 47 fresh

proposals, seeking permission

to conduct clinical trials in"-

India. The panel cleared 28
applications, also “recom-
mended by a techaical com-
mittee. . '

- “The committee deliberat-
ed on the details of the pro-

posal and agreed with therec-

ommendations  “of the

technical committee,” the’

minutes of the apex commit-
tee’s meeting noted last
month. Business Standard has
reviewed the minutes of the
meeting. The rejected pro-
posals include clinical trials
of new drugs, fixed dose com-
binations, medical devices
and global trials.

Some of these proposals

- were eatlier recommmended by
- the new drug advisory commit-

tee. However, they were elimi-

~ CRITICAL DIAGNOSIS ~

®-A committee, headed by health -

+ secretary Lov Verma, evaluated a
. totalof 47 fresh proposals, seeking
permission to conduct clinical trials

pleaby some drugmakers |

Q.-

® The rejected ptoposals incliide clinical trials

of new drugs, fixed dose cqmb_inatiqns, medical

devices and global trials

2 The panel cleared only 28 a'ppliéétidzris, which were
- also recommended by a technical committee

“.nated by the technical commit-
tee, keeping in view the “risk
versus benefit to the patients,
innovation vis-a-vis existing
therapeutic option and unmet
‘medical need in the -country”.
.+ The technical committee,
whose recomnendations are

" finally accepted by the apex
committee, also

- pointed that many The govt as
of the rejected pro- well as the
posals lacked an central drug
opinion from a regulatory
pharmacologist. -  agency have

Central Drugs Standard
Control Organization data show.
new drug approvals dropped
from 264 in 2008 to 98 in 2011
and only 15 in 2012 (till May).

Industry sourcessaid in2013,
only five-seven new drugs were

- approved. Several clinical trials

which were allowed permission °
" bythe regulator in 2012,
were also barred by the
apex courtlastyear. The -
court has asked the gov-
ernment to wait for its
nod while the casesare

The government as been cautious  being re-examined
well as the central on approving  under the new regula-
drug regulatory any clinical trial toryregime, which was

agency have afterSC

become cautious instructions

while approving any

clinical trial or even new drugs.

in the country after the
Supreme Court’s strict instruc-
tions to ensure safety of
patients participating in clini-
cal trials.

framed following earli-

er directives from the

apex court.
The Indian clinical trial
industry is pegged at $550
million and is growingat12
per cent a year. It is predict- .
ed to pass the $1-billion
mark in 2016.
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