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The rules are g
aimed to sync
‘with fast
evalving

Mumbai: The health minis-
try.-plans to revamp guide-
lines for approving biosimi-
lar drugs' to -make' the

bustand syncit withtherap-
" idly evolving- global land-
scape. The guidelines ‘were
Teleasud i oe yearsdgo.
Biosimilars-are copies of
complex drugs, which are
based on living cells and
*similar’ to an original bio-
logic manufactured, by the
. innovator. These. drugs -
stand - distinet from the
" chemiical-based . generic
& drugs that are ‘1dentxcal’
‘B theongirwtor’sr:ompouni
¢ Officialssaythenewnorms
are expected tobuild further
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; _reg1ﬂatorypathwaymorero :
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en the existing rules, They
willbefinalised after consul-
tations with the industry,
academic institutions and
stakeholderslikethecivilso-
clety. “We will put up the
draft in public domain and

_seek views prior to giving a
finalshapetothenew rules,”

-asenior health ministry offi-
cial said, adding that the
ministry aims tofinalise the
rules by year-end. “A large
number of future products
will be from biologics ori-

.ginsand itis importantto be

-geared up to examine those
fﬂings withclearrules.” -

. Thenew rulesare intended
.to drill specifically on areas
like comparability tests
with the reference drug and
also address issues such as
‘pharmacovigilance and
post-marketing surveillance

foreportany afverse events.

The existing proposals,
called Guidelines on Similar
Biologics, were released by
the department of biotech-
nology in 2012. They offer a
broad roadmap for lab tests,
clinieal trials and manufae-
turing processes. The new
norms may set the threshold
for the minimum number of
patients needed for clinical
trials and depending on the
drug, the number may be in-

creased. “Some key issues -

werenotspecifiedin thefirst
guidelines, which had creat-
ed scope for interpreta-
tions,” an industry execu-

- tive said.

Biocon . chairman Kiran
Mazumdar Shaw told ET
that the Adsociation: of Bio-
tech-led Enterprises (ARLE)
is looking forward to the

‘Be Revampe

Change Innorms only after consultations with industry, academlc institutions

pathway that enables safe ;
and dependable biosimilars.. -
ABLE is the local industry '
group of biotech players.
Shaw advocated the use of
Tnew innovative technologles
to ensure patient safety and
better treatment outcomes,
in line with the efforts fol-
lowed by drug regulators in
developed markets. SHe said
sliess should be on:estap-
lishing a pathway for robust
molecular characterization
from the initial stages, miti-

. Bate risks and assess effica-

¢y to demonstrate non-infe-
riority of tested eompound. -
Leading Indian drug mak-
ers like Biocon, Dr. Reddy’s, -
Cipla, Zydus Cadila and Tn.
tas are pursuing ambitions
programmes to tap. the
emerging global biosimilars
market. :



