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DCGI doesn't

nge Indian patent laws

lt is nelther authonsed by the law to. assess patent xssues nordoesit have the institutional competence for this

THISis mregm‘dtoUttamGupta ‘srecent
coluimm in The Firancial Express((Drog

Hcensing must recognise patents’, Octo-

‘ber 80, goo.gl/ DRPWEZE). The article not
only beirays ignorance of patent and
drugvegulatory laws hut also mixes upa
rumiber of issnes,

(Gupta makes four substantive points.
One, thatthe drugregulaturvregnneun
der the Drugs and Cosmietics Act (BCA)
doesnot consider patent siatus of drigs
whilegrantinglicensingapprovals. Two,

that thisallegadly allows genericcompa- -

niestodisregard patentswhileehtaining
regulatory approval from the Drug Con-
trotler General of India (DCGT). Three,
{hat this implies the government, name-
Iy the DCGI, becomesaparty topatentin-

. fringement, Finally he suggésts that the

frmovationof drugsis very costlyand pa-
tients in Indiamust get used to theidea.

These assertions could not be further
from what is envisaged under the law.’
The Patents Act allowsany pharmaceu- -

tieal company 1o apply for registration
during the subsistence of apatent (3.107

A), Thisispursuantio the TRIPS Agree-

ment under Ariicle 30 which permitsa
pharmaceatical company or research
labto undertake experimentation, gen-
erate and submit this data for approval

during thesubsistenceof apatent. Perti- -

nently, the WO Dispute Settlement body

" fivst settled this position in the Canadi-
an-Pharmaceutical Patents case.

(DS114). Pursugnt to this case, our law

was changed to conform with Canada’s .

patent law Thus, using the originator's
product to carry out experimentation or
for obtaining approval of data thus de-
rived is completely different from mar-
keting the drug commercially, the latter
being that which would atiract infringe-
ment provisions. This is a fine distine-
tion, which thecolumn mentionedabove
fails to appreciate or deliberately ig-

nores. The ssertion in the column that
" “Surely, since DCGlought to know thata

,uch products  straight

patentﬁghtisheldbyaper—
son/company over a prod-
uct, it should reject an ap-
plication for
approval/registration of

away if itis not supported
by consent letter from the
patent-holder?”, is, there-
fore, otally unwarranted.
The column also conve-

piently ignores that its oo

very proposition, that the

DCGI ought to recoghise
patentlinkage, wasspecifically rejected
bytheDe]lqugh Counrt inthe Bayer ver-
sus Cipla caseon the ground that the In-
fdian patent law and the DCA do not

~recognise such patent-linkage. It was

held, importantly thatthe DCGIwasnei-
ther authorised by the DCA toassessthe
validity of apatent, since itcould bechal-
lenged at anv point during itz lifetime,
nordoesitpossess theinstitutional com-
petencetomakesuchadetermination
Further, the assertion that new
drugs cost money and are, therefore.
priced higher is a myth which ‘the col-
umn unfortunately perpetuates. Multi-
national pharmaceutical companies
(MINPCs) have been peddling the myth
that, at today'sratesitcostsaround $2.5
billion to bring a new blockbuster drug
(onethat Eetcl‘luéé atwrnover of $1billion
in the first year of sales) to the market.
These figures were sought to be sup-
ported by the MNC based-industry
studtes by Di Masiet el which selective-
1y used data to project such a high flg-
ure. Independent studies conducted by
the Congressional Budget Office of the
US. Public Citizen and Light and War-
burton strongly vefute the figures
claimed. It is estimated that the realex-
penditure is around $80 million, a cost

which MNPCs easily recoup within a,

yaa.rof sales. Most MNCs, however; in-
sistonchargingsky-highpricesfornew

drugs aven where there
are serious questions
raise about their innova-
| tiveness, For example, the
MNC, Gilead Sciences.
. Inc, haspriced its Hepati-
tis C treatment drug, So-
fasbuvir, which is critical
for a cure,at $84,000 for a
course; thls s not ‘only

completely unjustifiable

for the cost of innovation
but also unconscionabla.
This exorbitant price has
lead to re.tmnmg of treatment for pa-
tients, where only the mosi-illare given
preference byl healthcare providers, sa
muchsa_ﬂ:.attham are protestzand out-
rageacrossthepatient, medicalandsci-
entific community inthe USovertheis-
sue of pricing of new medicines.
Pressed by health activists and patient
groups, international health agencies
tike the World Health Organisation
(WHO}arenow, inearnest, deliberating
an steps to de-link R&D costs from
prices of medicines.
Surprisingly thecolumn bemoansthe
availabilityof cheapdrugsinindia. What
isobviously not either understond orap-
preciated is that30% of the world's paor
liveinindia. Drugs priced fodayontheba-
sis of patents —in some cases, even their
generic squivalents—are unatfordable
for the dverage main. For instance, Nex-
avar, theonly drugfor whicha compulso-
ry licence has so far been granted, was
priced by Bayer at 2.8 lakh per month
whereas generic versions offered by Nat-
co and Cipla cost around ¥6,000-7,000 per
manth. It is surprising how snstainable
develppment for India could be Based on
pricesof patented drugs by MNCs.
~ Until2005, mostMNCsused thetiersd-
pricing model whereby they would em-
ploy different prices for the same drugs
inIndiaas compared fotheirhome coun-
tries in the developed world. After 2005,

rmstl\o!NCs—bmmg Gilead, which has
used vohmntary licensing model and has
thereby madeavailable drugs at a differ-
ent price throngh generic companies—
arepricingtheirdrugsuniformlyacross
the world, Thus, Movartis’ anti-cancer
drug Glivec (Gleevec in the US, Canada

. and South Africa) costs the same in

Switzerland as well as India. The same
goes for Bayer's Nexavar

The column alsoseems tosuggest that
guelity of genericdiugs and companies
isnotupto the mark as it repeatedly, and
wrongly, equateslow-costwithlow-quali-
‘tw This is a complete fallacy, as most re-
puted generic companies market brands
of high gquality and safety, assessed not
only by Indian regulalory standards but
also international standards set by the
USFDA and WHO. pregualification—
20% of the anti-retroviral (ARV) medi-
cinss stocked by international procure-
mentagencieslike PEPTAR forsupply in
the developing world, particularly
Africa, comes from Indian generic com-
patiies, This is the reason why leaders of
African countries in the recent Indo-
Africa Summitrequested theIndian gov-
ernment tonot take any stieps that would
threaten the supply of affordable generic
medicinesto Africans.

The recipe of patent linkage which
Gupta suggests would not just defeat the
accesstoaffordablemedicines—inthat it
would delay the entry of generics imme-
diately after theexpiry of the patentperi-
od—butitwould alsodelay theavailabili-
tvof generic drugseven if acompulsory
licenceweretoheissuned.

Thecolumn'spreseription isinline
with the MNCs' point of view on this
issue.

Theauthorisa senforaduocate wiho
hasfoughtcasesfor patientsand generic
drug companies. He lsalsodirector,
Lawyers'Collective, which runsa
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