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Patents (Amendment)
Bill 2005: A Critique

Only one more arendment was reguived, technically speaking,

to make Indian law finally complicn witk the TRIPS Agreement,
I e, the imroducrion of product patents for pharmacentical
mventions. However, the Parenrs Bill made 74 amendmenis io the

Patents Act of 1970, thus raking it much bevond the reguivements of

TRIPS. While Parliament has meodified some aof these amendments,
it has chazen not 1o Incorporate all the flexibilities that are
available within TRIPS 1o safeguard public fnterest, As the bill now
stands, wless the president were to return it to Parliament for
consideraron, It fails 1o protect the public from the aggressive
wonapalies thar parents confer on the right holders.

K M Goparirvar, r!.-_.!.lim Aniy

he: Patents (Amendmenth Bill 2005
I wis linally woted in by the Rajyva
Sublm om March 23, Unless the
president exereises hus powers under
Arnicle 111 of the Constiwtion s as 1o
return the bill 1o Parliament for is recon-
sideration, it will be passed ino low.
The justification for the Patenl {Amend-
ment) Bill is to meet India’s World Trade
O gampsataon (W T obligations underthe
Trade Related Aspeers of Intellectzal
Property Righes Agreement (TRIPS). The
TRIPS provided three deadlines foe deve.
loping couniries like India 1 comply with
the multilalesz] patent :\-regim:_ The first
deadline was m 1995, 1@ inlrecluce mail-
box procection and exclusive markeling
rights (EMRs). The second was in 2000
to comply with TRIFS provisions an the
duration of patent protection. India
amended the Paents Aot in 19989 and 20072,
well beyond the WTO's required demd
lines. The third and final deadline was w
Imrodice product putent prodection for
pharmaceuticals and agrochemicals by
Tnmuary L, 2005, To meet this deadline, the
government issued an osdinasce on De-
cember 26, 2004, 10 amend i1s Patents Act
1970, Technically speaking. only one
further amendinenl wis requited under
TRIFS. i ¢, she imroduction of produc
patenls for pharmaceutical inventons.
However, the ondinance camied oot o
funher 74 amsendnyems wthe Patents Act,
thus faking it much beyond the TRIPS
requiremems. Ineffect these setal amend-
ments ook India imo a “TRIFS plug”
regime,
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The final round of amendments elfected
by the government has raised protests from
2l comers of the world, incleding ml-
laperal ocpamisations such as the World
Health Gr‘gaﬂis-;ﬂu:lu and LINAIDS, who
described the implicaions of the patent
ordinangs as “poientially devasizung’ o
dieveloping and least developed countries
whoare deperdent on Indian genesic dnags,
Respanding wo the widespresd criticism,
the governmen: withdrew or re-drafied
cenain amendments (o the ordinance and
Parlinment gave its apgroval 1o the hill
with those amendments. The key amend-
menls which could have lasting effecs
on the accessibility o medicines in India
and ather develaping countries which
impart inexpensive dougs from Indiz per-
L=im o the scope of paentabdliy. imemenity
Lo generic manufaciurers, pre-grant op-
position, compalsory licence provisions
and cempulsory lLicences for exports.
However, a thorowgh reading of Lthe text
shows that some of the key amemiments
ari <l imadequate w the exient that they
are riddled with loopholes and ambigui-
lies. thereby failing o rezlly address the
concems raised. This analysis and critigue
brings attention e the madn shorcomings
aof the hall.

Scope of Patentability

s commun inihe pharmaceutical seetos
wfile patent agpalseations foralendy krown
molecules by claiming irivial improve-
menits. This nawrally extends their mono-
poly even afier the expiry of the original
patant. This process is often referred to as
‘evergreening”. Parznis are obtabved for
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furmulu]:i-:m:.ghan'nucuulicnl znlis, isnmears,
polymsorphs, lcombinations, new wes of
such fiarms, and |:'|u.1|ul'w.'|l.|r=|'.g ProcEsees,
Acconding t o report of the U5 Narienal
Instiite of Healtheare and Medicines
(MIHCM)

Drug manafacwrers patent a wilde range

of inventions conmected wath incremental

medificatioms of their products. ineleding
minor feasures such as inem ingredients
and the foem, colour and scoring of ablets.

In some casss thess Palens may discous-

age gemeric compames from Irying to

develop & compemive product. In others
the generic company may beable wdesign
arcand she new feansss.

Thus, the subsequent pawen often ex-
lensds the monopely and blocks the intre-
ducazon of generic products which can be
sold At very low prices. Inthe lipht of sisch
pracrices il was absolutely necessary for
developing couniries like Indsa 1 limat the
scope of patencabilicy only e new chenmeal
enlities s s W gnsure the accessibiliy.
availabality and alfordability of medicines

The obligation under TRIFS is o pro-
vide product patent protection for mven
tions im pharmaozutical and agrechenical
srcloes. However, TRIPS is silent on the
subseguent paienting of Kiown substances,
As o resuly implememing countries have
lhe vption of limiting paent protecrion o
new chemical entitzes only. According to
the minister of e for commerce and
indusiry, there were 4,792 pater applica
tiems! pending inthe mailbos of the Indian
Patent (Mlice? However, during this pe-
riod, enly 287 new chemical sniities ne-
ceived marketing approval from the US
FDA betwesn 1995 and 2004.° The dis-
parity between the number of applications
and new chemical endities cnl::i:ng the
markel ruses o very serious question
wherher the ".*_Slp| 1oz 16 Ll o lbox 2re
infended to patent products with Frive
lous ar marginal changes. If the answer
is in the affirmative then such dmugs with
'c'--:rf__rrcr:n-:\i' pareats wall mcrzase the
rumber of monepoly drags in the marker,
prevent theientry of generics and kecp
prices of these drugs at high levels.

The Indian Patens Act 170 limiwed che
scope of patertzbility by defining the term
invention. patents. invenlive slep and
medustrial applicaion. Fusther. the act
explicily excluded ceriaininventons from
patemiabilivy. The provisions for determin-
ing the scope of patentability fie in the
interpretwion of Section 2 and Section 3
of the act. The X008 Bill, however, intnoe
duces three new definitions in Seenon 2.
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viz, inventive sep. new invention and
pharmaceutical substunce. The slated
peasons for these definitbons are o limit
the scope of paentability in gencral ard
of pharmacewicals and agrochemicals in
pasticular. Thess definitions ars extremely
ambi_guuuﬁ with nomerous technical
loopholes, which wall in faer facilluae
“evergreening” of patznis. The law should
bave eleasly defined these terms and
limired she scope of inlerprelation Lo
avirid Lhe expansion of the scope of
pillr:n[:lhi'li.l'_n.'.

The bil] provides 2 new definition o ihe
er invensive siep. one of the three basic
criteria for patentabilicy. The ofd definition
wis Tin inventive step i leztune that
makes the invenlion Aolaby 0L Ioa PErson
skilled in e art”. According to this defi-
nion an invemion satisfies she criserion
of invensive siep if it is not obvious wo the
pessan skillad in the art The new defini-
lion Lrics b clarnfy the componems of an
invemive step. The bill defines an inven-
e siep, 35 3 fealure o 2n invention 1hal
imvnlvas lachnical sdvance as compared 1o
the exiating knowledge or having eco-
maenic stgntfleanoe or both thet makes the
vention not abvinus o 2 person skilled
in the art”

Hence, 1o meet the inventive siep ori-
terion. the patentes will =ither have 1o
showe that the mvestion includes a ech-
nical advance or has coonomic signifi-
cance, of boih. Inother words, the reguirs-
meni of technical sdvance meni is comapeo.
mised and diluted by the Fact thala patent
could be simply granied on economuic
sigmificance alone, Economie significance
alope should not deermine the inventive
siep of a patentable invention. Thus the
definition dilutes the requirements of an
inventive step and broadens the existing
prowvizaem 1o ke benedin of paent holders.
The provision should hove meguired the
applicant to comply with both meguine-
menls fior an inveative steg. § &, weehnical
afvance over the existing knowbedpe and
economic signifieance, [rshoold alsodelets
the perm “or bath’,

Amnother entry point for hroadening the
scope of p.al-r:n.'.uhi.l:ll_'.r m the ball s the
definition iroduced for “pharmaceutical
subsiances’, which resds ns “any newentity
invalving one or more imvenlive SICps. Al
aLstands, the provision is soo broad, allew-
ing all types of pharmaceusical suhstances
mlx;p:m:mad The tzrm “chemical’ should
have been inserted so that the delinition
would be “any new chemical entity”. The
present definition CrConipEsses every [Vpe
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of pharmaceutical ety incleding, but rot
Dimted 1o, formelziions, phamaccutical
salis, isomers. polymorphs and their com-
binations.

The hill aleo deflines the e new
inventzon’ and inrodwees 2 mew definition
of o patent. A patent is now defined as "o
patent for ony inventien granted under this
act.” The definition of a patenl wses Lhe
lerm invention. as delined m Sectvon 240j).
a5 opposed 10 a “new invemrion’, thus cre-
ating a disconnect betoeen the Wi pros-
visions and. thereforza. a potential brogd-
:ning of what a pittenl can b, As o resall,
the addition ol the new defumbiea of Bew
nvention loses 18 puspose.

Immunity to Ongoing Ganeric
Production

The bill pesmits genezic nsanufaciorers
o contnwe producing seneric versions of
new drugs which pre in the mailbox and
which could now bz patenied, og be
condition that the seneric manufacmrer
was producing and marksting the com-
cemed product prior to Janwary [, 25
However, the eventul patent holder of 2
mailbax application will be coutled
receive a “reasomable rovaly® from those
genenic manufaciurers who have made 2
sigrificant invesinsenL

The question of “significant investment”
poses a threat of pofential llll'ringcnu:ul!
suits amk liligation o U patent halder may
challenge the meaning of siznificant in-
veslment in ordes 1o exiract a royalty
payment. With respect o the “reasonable
rovalty” increares the problem of excessive
demands from che patent holder and
litigation, The reasonable royalty rate
should have been fiwed a1 a pamicular
pereentage: the sccepied norm is 4-3 per
cent of the druz sales. For example, in
Bouth Africa, Glaxo Smith Kline demandad
a rovalty of 23 per cont before he couns
intervened. A higher rovaley will ingreass
the price of generic drugs and may
reduce the accessibility and afTordabiling
ol medicines.

Pre-grant Opposition

The arendment bas restored all 2rownds,
which were taken away through the ondi-
nangs, W opposs patent applications be-
fore its grant. The grounds for bringing an
oppasition remain as befare and provide
recourse 10 challenging frvolows and be-
gally mvalid pagents. However, still the
opposition is by way of represensation and
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rec in the form of notice so apposition. 1t
is also not clear whether the oppomeant can
aggpess the documents on which the patent
bialder relves on the ckaim. Furthermaore. ne
agpeal lies against the decision of the
coniroller of pasents on the rapresentation
o appose the patent.

The effecuvengss of the opposition
proviess depends upon the access o infar-
mation on the mailbox applications. The
abent OMice in 2005 has sswed o wodi-
iom in ats efficial jeumal thar inven-
tmons either fled oo claiming prioriiv on
July 3, 2003 kave been decmed o be
putdished. However. no physical publica-
tons have been availables to datz. This lick
of publication takes away the possibility
of ucessing informaln celaiing e the
patenl application and the ability o oppaese
the: same. Lasily the bill refiers 1o the pub-
lication of an application, bul ails maike
the publication of the complete specifica-
tiom avatlable whe public. This will aremly
hamger epposition procesdings.

Compulsory Licences

The effective and efficisnt issuance of
compulsory lieences is impemtive o curh
the abuse of patens rights by the palenlee.
According 1o the Conmission on Insellec-
mal Propemy Rights (CIPR) “developimg
couniries should establish wackahle laws
and procedieres 10 2ive effect i oompulsory
licensing and provide appropriate provi-
sions for governmen: wse”™. The CIPR
recommended that developing sountries
should :dnp: effective compulsory
licensing mechanisms which mmclude
stratghtlorward, transparent and fast pro-
cedures that do nod suspend the execution
of the licence. Moreover. it is well argusd
by ihe CIPR thal developing counfres
shoulel fully explaoit the Mexabilines within
TRIPE fordetermiminzcompulsory licens-
ing, as well os for non-commersial use by
the governmeant, including production [or
expori.

However, the compalsory licence pro-
vishons in the bill do not sarisfy the above-
mentioned processes. Even though, ihe
langupge of Section 83 of the Fatenl Acl
reflects the spirt of Articles T and § and
Dwoha Declaration on TRIPS and Public
Health, the subsequent sections fzil o
reflect the spiri? of Section 3. With the
exceplion of a natiosal cowrgeney, ex-
tremne emergency of public mon-commer-
cial vse, a compulsory licence is available
only afterthree years from the date of gront
of the: pazent. Further, clear and effective
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grounds for the 1ssuance of & compulsony
lieenes have not been provided in the
Leaislation. Forinstance. can s compulsory
license rx be isspad when a patentes re-
flases to istne o voluntary loence on rea-
spmable commercial terms? The details of
umbi-comnpeilave praciices are not speltoul
cleasly in either the Pacents Act or Com-
petition Act. This [zaves a gaping hole in
tha mgs:,whi.e,:h sl kel}' Inh-;-.:xp'lniﬂfd
by the petent boldes. The procedural re
quiremenls I0 155ue 4 compulsory licene:
afe (o0 cumbersome and do aot provide
any swrict ume frames for the conclusion
of the process, This will resalt in exirems
delavs in the issuance of a compulsony
lieence. In addition, tsere is no ceiling on
the remuneration pavable o the patens
holder. which will inevitably lzad wo da-
manl for excessive myalty and unnsces-
sary litigations, Furhesmone the injunc-
ton remedy, nod required under TRIPS,
with regard o compulsory licence lhiga-
tions, gives an ¢xira power 10 the paentze
0 blnck the compulsory licence for o Inrl.g
period of time, All these reguiremenis
cummulatively maks the compulsory licsncs
sysiem potemzally an onwarkable aption
in Tndiz.

Conirary tothe reports. which have been
circulated, the ameandme=nt has unl}' madz
cosmetie changes 1o guickening the pro-
cess of dealing with an applicaton for a
compalsory licence under Section BHG),
That 5, where the applicant has made
elTorts Leoblaina licencs fromthe patentes
oo peasonable lenns and conditions and
such effors have not Been swoeessful
wilhin a rensonable period, the controller
can now anlempeel “reasonable period” 1o
mean a period nor ordinasly excecding
sk rmonths.

Homegver, thie real issue is the failure 1o
remove the exizszing requirement which
stipulates thal enly aller theexpiry of thres
years from the graml of a palent: can a
person make an applicaiion iethe controller
for the grunt of a compulsory licence.?
Tharefare, in 10l the raguest for a com-
]‘uJ|mr'_|.' lreance doas net hgva 10 be con-
sidered for a1 least three years and six
months from the date of the grant of 1he
parenl. Funhermose, one also has o ke
imin the account that the bill fails v provide
atimeline within which the contraller must
deal wilhacompulsory licenceapplication
alterthestx-munth period mentionsd above
lapzes. This could led  a further delay
before any licenee can be issus=d. I is
commen knowledme thar pharmasewical
MMCs aften refuse (0 deal with raquests
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for compulsory lcences or demand exir
bizant soyalies while considering such
requests.

With respest 10 expoming drugs 1 a
couniry wihich makes a request fora gencric
drug. the amendment now gives the option
ol the requesting country e simply give
notificarion o he exporting cauntry ar o
issue a compulsory licence iscll before
making the request.” As o result, expons
from Tnelin to 2 country having no or
sl Tecpeml rnuﬂurul.'luring capa;il}' cun
[ake place even in the absence of o com-
pulsory licence in U importing country.
Howaver, one question that is not entieely
clzaris whether the procedure forthe grans
ol the compulsory licence for he domestic
marker (under Section E4(6) dicwssed
abowve) will aleo be the same for conpal-
sory licences for the purpose of export.
Although the provision relating 1o expon
ol drugs falls wvnder the hgnding of
‘Gemeral and Special Provisions™ in the
@, that normally should be rreated as an
urgent marer, there is no clarity in the
amendment about the procedure. Farther,
ahsence of o ceiling on royalty and avail-
ahility of injunction remedy will be used
By rhe patent holder o slow down the
manees. it could quite possibly argee this
point, and delay the inoroduction of new
drugs that s developing or least daveloping
eoumey may urzenly require.

The bill further Fails w provide the
safeguard available within Article +4 of
TRIPS. which effectively allows member
slales L limif remedies on the remunera-
tin 1hat waukl be available 10 1B palent
holderwhere thind panicsare authorised by
the povernment. without the auzhorisation
I.'Il".hﬂl.'i_E"-lhll:i|=r.ll1l.1u:|]h.‘:p.‘l|:ﬂ1wdgﬂﬂd
cather than sue an injuncltion.

Quick Examination

As per the Crdinanee the time frame for
miaking e cxamination repest is lefl 1o
the mles. The new rules provide a periad
of one month for the examinzion repon
to be issusd following the zpplication.
This was previsusly an [5-monih period.

This is likely togreaie immenss pressure
an the Patenl {MTice as thera will mof ba
enoughexarmirers o dezl thorowghly with
the flood of applications which is likely
to oogur, thus resuling in imprapesly
examined and legally invalid pacems. The
Patent Office in India docs mat have the
snfrastructurs for ressarch, acoess 1o infir-
ereztion and capacaly bo facs (he challenges
that the new ser will being.

April 9, 2003

The amendment takes away the limita-
Lions impased by the act, and makes rule
making a maier of diseretion for the Patent
Office. As a reselr, the Patent Office c2n
maw tampes with the various time lings by
amending the rules as and when it reguires,
which mny not be in the interests of the
public,

Conclusion

The: legislature has chosen not 12 incor-
parate the flexibilities that are available
within TEIPE t0 szfeguard public interest,
particularly when it coneemns pharmaceas
tical predacts. It is imperative that the
compulsory licensing provisions are
2hang,r_-|l i ardar in prevent the dominnt
and abusive use of patents and allow 1he
much-peeded aceess 1o medicines and
drugs. Similarly_ a viable pre-arang oppo-
sition process needs 1o be installed o alkow
public interzs: groups toprotect theirrights,
As 1he bill now stamds, it fails 1o protect
the public from aggressive monopolies
thar parems confer, and for many, the era
of cheap affordzble drugs is 2t the begin-
ning of its end. IO
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[The aushers are thankful to V' K Unni, MALSAR
LUiniversity of Law. Hyderabad for his commenls
=d suggesiicas.]

L As om July |, 2004,

2 Hiwsgver, agiorling 10 lales) meports dala shows
that thers are 8,926 applicatons pencing for
aamaraos it the mElbax an India, the v
majority by US and EU multinational pharma-
czulical companies - Freancral Express,
March 21, 2005,

3 (Meained from the USFDA Wb site.

4 Unless there is a national emergency, exireme
urgEncy, 2.

5 Section 92 A This pravision is incoduced 1o
Il e At 51 Decasion of the TRIPS
Courcil. which permits compulzory licance for
upntminnmcm;nmt:lm'lng [ =]
manufacturing capacity in the pharmacsurical
sector, Homever, the procsdsral and packaging
r\equL'cmt:: make it as amaable eption,
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