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Five Indian drug
companies
received FDAS
warning letters
in 2014, but the
number doubled
last year.

Pr Gopal Dabade

ecently, @ spate of accusations
“ apainst Indian drog manufaciuring
companies by Food and Drug Ad-
ministration (FDA; the drug regulatory
., atthorities of the US) have been noted,
During last year December, Sun Pharma’s
two plants and Dr Reddy's three plants
‘hiad received warning letters from the
FDA drug anthorities for quality issues.
I addition, Ranbaxy, now patt of Sun
Pharma, and Wockhardt are under: the
FDA scanner for the past few years.,
All these have raised many eyebrows
ddefinitely caught the fon of glob-
al media; Also;a complaint had been
Jodaedin October 2015, apainst Cipla—n.
- well-Tnown and large Indian generic drug
Smanufacturing company — that its stag-

a dozen Indian drug manufadturing unit
juskin2015. Someof thesé include smaller
i ies like Mylan Laboratovies’ ac-
“quired fagility, Agila Specialties’ units in
“Bengahuu, Hyderabad-based contract
testing laboratory, Sipra Labs, Ahmed-
abad-based detive pharmaceritical ingre-
dients maker Mahendra Ghemicals,
Ahmedabad-based Cidila Pharmicenti-
cals; Bengaluru-based Micro Labs and
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Vhat 1;1 Eur[;lc rermore worrying and an-

ng isthe factt] ¢ nppber.of com-
ll'ls recetved hm% mﬁ'ﬁ f! do-
bied from that in the previous year, In
2014, only five Indian drug companies had
received such warning letters, of the total
19 issucd by the FDA authorities.

The violations of Indian generic drug
companics, noted by FDA, are not so seri-
ous and are mostly related tolack of prop-
er data maintenance ot issues with man-
ufacturing processes at the plant level,
Usually the FDA gives vearning letters and
suggests guidelines for corrections as v il
within & stipulated period of time, Most
Indian generic druy companies are exud-
ing confidence that they will overcome the
hirdles set by FDA, Butwhat is gharing is
the media atention thar it has been re-
ceiving, and this has created a false image

dard and quality in mansfacturing at the |
was notup fo themark. Notjust Cipla, ™
warning letters have been issued o around,

about the Indian generic
inclustry.
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Tounderstand this ..

knee-jérk response '

of the USFDA, one
needs to understand &
the contribution of
the Indian generic
drug industry towards
making medicines wail- 92t
able at affordable prices | <
toseveral parts of theworld.
1t needs to be highlighted that
the Indian generic drug in-
dustryis a major exporterof <
medicines toaround 200 coun-
tries all over the world. The Indian
drugindustry hasregistered a spectacular

“growth over the tast two decades, and cur-

rently occapies the third position in the
world in teyms of volume and tenth in val-
ue.So much o that India s often referred
to as the ‘Pharmacy of the Developing
World'. The pharmaceutical exports are
valued at oyer $14 billion. The Indian
Pharmaceutical industry has been a dom-
inant player in manufacturing generic
dru

Doctors Without Borders | Médecins
Sans Frontitres (MSF), winner of Nobel
Prize in 1999, which has relief medical
units in conflict areas, is not only at the
forefront in utilising medicines manufic-

tured by Tndian generics, but also cam--

paigning for it. MSI acknowledges that
India is an important marmfacturer and

Medicines produced in

India on WHO List of
prequalified Medicinal
products, as on Feb 2015
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supplier of quality generic medicines for
rillions of people around thé world. MST'
is highly dependent on the availabiity of
affordable high-quality medicines to pro-
vide medical care, as are many of the Min-
istries of Health with whom it works. As
maty as 98 per cent of PEPFAR's (The
United States President's Emergency Plan
for AIDS Relief) HIV drug purchases are
generic medicines from TIndia.

Threats to Indian generics

All these achievements of the Indian
generie drug industry have no doubt cre-
ated & threat for the multinational drug
companies of the US and Etirope, These
drug companies not only rule the world
but also dictate terms to their govern-
mznt.m'l‘hepuwerﬁllwm(.‘lobhyhasbeen

~ MNCs play proxy war

1st Indian generics

consistently trying to'hit hard at thie
Indian generic industry. Earlier it
2005, it has done these arm-
twisting strategies through the
‘World Trade Organisation
(WTO) and now it is throught
 the FDA. The MNC lobhy
| seems 10 want no stones Ui
turned in efforts to weaken the
Indian generics. . 0
To recapitulate, in 2005, In-
dia and other developing coun+
tries began granting pharmaceug-
cal patents in accordance with TRIPS,
~India granted more than 2,000 phar-
maceytical patents between 2005 and
2008, and the country continties to grant
patents, .okt e
Bt as India orared to change il
.;.t‘;!.!ﬁm in drder to inﬁ'or.l;:‘e pl.llcnl\ql:j;
or pharmoaceut e World Haglth
0‘1-3151'5;33;? mﬁﬁﬂms winte u?tl!}c
Indian government to ask the country to
safognard its role as the main supplier of
affordable quality antivetroviral and other
snedicines used in the developing world,
andtouree the eountry to use the existing
International legal regulations to ensure
that the harm to aceess fo affordable med-
ciries would be limited. .
Anaddivion, a huge MNC lobby has begn
Wyingto prevent India from utilising Com-
pulsory Licensing (CL). The only druggo
which India granted CL was Nexavar,
which created huge debatesin the we
media. And the MNCs were at the fore-
fromt i strildng at the Indian generle ﬂoiaqv
panies. YL ¥

\Way forward
The USFDA's warning letters are no
douht the handiwork of the MNC. This js
morea political battle than just the quality
of fewmedicinesand so itneeds a political
stand and solution, The Indian govers-
mentshould acknowledge the unique con-
tribution and sheuld not bend to the forcgs
and strategies of the MNCs, This is npt
the first time that this lobby has tried thjs.
Eternal vigilance and lobbying againgt
such vested threars are the only way ouf;
(The author is President of Drug Ac-
tion Forum — Karmatake. You can reach
him ar drdabade@gmail.com)
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