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Quo Vadis, Indian Pharma?

The government needs to think out of the box to help pharma grow while keeplng medicines affordable

RAMESH ADIGE
FORMERPHARMA EXECUTIVE

aving watched from

the ringside for many

yearsnow, [have nodo-
ubt in advising that the steer-
ing wheel must be firmly gr-
asped by the government and
direction given to policies
that should be stable for at
least the medium term. This
is crucial for the growth of In-
dian pharma, a $20-billion in-
dustry growing at an average
of 12% considering both do-
mesticand exportarenas.
» Price control: The biggest
and most contentious issue is
eluding a solution. The exta-
ntprice control isover 20% of

' themarketfor pharmaceutic-

als. Different methodologies
are being suggested that can
extend price control to60% or
even 80% of the domesticma-
rket. Which is the right for-
mula? Nobody is certain. It is
being said that the National
List of Essential Medicines
- should form the basis for pri-
ce control. Some would like

| cost-based controls whileoth-

ers suggest market-based
non-intrusive methods.

I have a different take on
this. What is important is to
improve the delivery system
formedicinesand makeit tar-
geted. For all essential com-
modities, particularly like

food, the govemment has
opened fair-price shops un-
der the public distribution
system (PDS) for the poor and
needy. Is it such a difficult
task for each of the 640 dis-
tricts in India to have at least
two PDS outlets, which can
dispense unbranded, good-
quality, low-priced generic
medicines? Members of Par-
liament are always talking
about prices of medicines be-
ing high and outside the rea-
chof theaamaadmi.

Why not set up an efficie-
nt government procurement
bodyunderthe health minist-
ry tobuy under a transparent
tendering process, unbrand-
ed generic medicines and
then have the systems in pla-
cetodistributeto different st-
atesboth for the publichealth
system and for the PDS? The
Drugs & Cosmetics Actcanbe
amended to make it possible

for only PDS shops to substit-
‘ute unbranded generics in pl-

ace of branded ones. A publ-
ic-private partnership model

‘can be selected. Such a move

will help mitigate the misery
of the millions of poor in the
country for whomnoneof the
three As, affordability, acces-
sibility and availability of
medicines, are withinreach.

P Foreign direct investment
(FDI): The government has
issued a notification that all
FDI in brownfield cases wou-
1d bereferred to the FIBP and
later from May 7, 2012, all
such cases would be referred
to the Competition Commiss-
ion of India (CCI). Therefore,
it is imminent that the CCI
will soon be in-charge of givi-
ng the go-no-go signal for FDI

in pharma brownfield cases.
However, the CCI has clearly
stated recently that it cannot
g0 beyond the test criterion
of ‘appreciable adverse effe-
ct on competition’ under the
Competition Act. India has
over 10,000 companies regis-
tered with the Drug Controll-
er General of India.

The market is highly frag-
mented with the leader hav-
ing a little over 8% market
share. Hence, for many years
from now, all proposals will
get the green signal from CCI
even if the threshold limit for
the pharma industry is redu-
ced drastically for M&A cas-
es, thereby introducing only
anunnecessary hassle for for-
eign investors.

The way out could be the
method adopted by the gov-
ernment for the auto indus-
try intheearly 1990s. Thefear
then was the drastic outflow
of foreign exchange used for
import of kits by foreign auto
companies. Government sug-
gested that memorandums of

ARINDAM
understanding (MoUs) must
be signed by foreign auto
companies with the DGFT,
indicating to the governme-
nt their intentions for invest-
ment and indigenisation.
The method worked. India is
today a manufacturing hub
for not only components but
also for the manufacture and
export of fully-built cars.

he government can iss-

I ue such a morally-bind-
ing MoU to be signed by
foreign pharma companies
for M&A proposals, and areas
of concern such as India’s
public health needs, afforda-
ble pharmaceuticals and oth-
er concerns regarding gener-
ic medicines can be addres-
sed making the route quick
and easy while at the same
time getting a commitment
from foreign pharma compa-
nies in their statement of in-
tentasmentioned inthe MoU.
» Compulsory licensing and
intellectual property: Arecent
CL granted under Section 84
of the Patents Act by the CG

of Patents to an Indian phar-
ma company for Bayer’s Nex-
avar (Sorafenib tosylate) for
liver and kidney cancer is a
case in point.

The matter will go upthe ap-
pealand judicial route. Other
intellectual property (IP) ma-
tters in the pharma industry
arealso in Indian courts. Our
judiciary willneed to address
such cases quickly so that

- caselaws can be built up.

Clarity will emerge only on
the basis of case laws. This
will show the way: when cas-
es get decided, the patent-hol-
der, say, can come out victori-
ous and the infringer can be
fined. Or, the patent-holder
canbetold that the patenthas
been wrongly granted and
the so-called ‘infringer’ has
not violated IP law.

IP cases have serious com-
mercial implications and
need independent fast-track
courts with expertise in'such
matters. It isnice to note that
ourcourtsarerisingtothe oc-
casion, but much more needs
tobedonetospeed upmatters
in the IP office for examini-
ng and disposing off-patents,
and in our courts.

It is time for us to break the
crusty exterior and not get
described by that Churchil-
lian phrase that India’s phar-
ma and IP policy is “a riddle
wrapped in a mystery inside
anenigma, but perhaps there
is a key”. There is no doubt
that the key is the country’s
public health needs. Howev-
er, even as the country’s na-
tional interest should be par-
amount, taking a balanced
approach towards all stake-
holdersisessential.
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