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Regulator Mulls Changes in

Labelling Norms for Drugs

SOMADAS
NEW DELHI

India’s drug regulator is consiler-
ing changes in the norms for labell-
ing medicine packs after some state
drug controllers raised concerns
that consumers may be getting mis-
led by the way marketing companies
aredisplayingtheirnamesonpacks.

Officials at the Drug Controller
General of India (DCGI) said the
changes in the norms will ensure
that consumers do not mistake the
marketing firm to be the manufac-
turerof thedrug.

“We are considering different op-
tions on labelling norms, including
different sized fonts for the market-
ing firms and manufacturers, so
that while buying the drug, people
can make an informed decision
about who is the manufacturer of
the drug and who is marketing it,”
an official at the DCGI told ET. The
official, who requested anonymity,
said stakeholders will be consulted
on thefeasibility of various options
before a final decision is taken on
the matter.

State drugregulators had recently
raised concerns on the varied for-
mats of labelling on drugpacks.

At a recent meeting of the drug
consultative committee, the drug

regulator of AndhraPradeshsaidit -

has come across several instances
where large pharma companies,
which are only marketing products
manufactured by smatlerand lesser
known firms, print their own
names in bold fonts, giving the im-
pression that the drugs have been
manufactured by them. Drug regu-
lators of several other states sup-
ported this contention.

At present, rules under the Drugs
and Cosmetics Act do not explicitly

bar the marketing company from -

printing its name in any way along
with the original manufacturer.
Members of the drug consultative
committee, which is an advisory
body on drug regulations, “recom-
mended that a provision may be
made intherulesthatthelabel of the
drug formulation should not con-
tain any other information except
for whatisrequired under the Drugs
andCosmetics Actandrules, orisre-
quired to be given in compliance to
any other Act inforce”, according to
theminutes of the meeting.

“If the proposal on differentiated -
fontsismandated, it willwork tothe -

advantage of the smaller players
over a period of time, by creatingfa-
miliarity with the names of their
companies in trade channels and
among consumers,” said Amit
Chander, partner, healthcare, Bar-
ing Private Equity Partners, India.’
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