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I. Introduction

Scientific development rapidly invented new inventions in various
fields worldwide. These inventions were infringed earlier, taking the rights
of the innovator. In order to provide the rights of the patentee patents were
granted. Indian also enacted Patent Act 1970, guaranteeing protection and
enforceability for patent. This grant of patent created possibilities of lack of
accessibility causing difficulties to poor population. Being very strict with
the implementation of protection of patent, the TRIPS Agreement
incorporated the flexibilities as a mechanism to enable countries for
accessibility. On the basis of flexibilities, India adopted compulsory license
to third parties for public interest and public policies.

.l Patent License

Patent licence is a contractual agreement between the patent holder
and licensee. It is an exception of exclusive patent right guaranteed under
Patent Act, 1970. The patent licence plays a significant role and contributes
potential economic development to the nation. The licence also generates
new products or processes and dissemination of invention. It creates
competition energizing the market principle and attains the ultimate goal of
affordability to the people. There are two types of licences in patent law:
voluntary and compulsory license.

I.Il Voluntary License

Voluntary licence means arrangements between a patent holder and
another party in a country, or serving the country’'s market, may afford
opportunities for significant cost-containment. With negotiated discounts,
the benefits of voluntary licensing arrangements depend crucially on the
terms of the licence. For voluntary licenses, the capacity of the licensee is
also critical. Several studies have found evidence that important patented
inventions are generally not licensed voluntarily for financial considerations,

! Assistant Professor, Dr. Ambedkar Govt. Law Collegalalet, Pondicherry.

63



except in exchange for patents or technical infdiona of equal
importancé.

The patent holder may at his discretion allot maykeintary licence
to others, on exclusive or non-exclusive basis. #rens and conditions
depend mainly between the parties. The price mdixbd according to the
ratio of profit. Further, in voluntary licence, pei will be fixed equal or
above the sale price of the deal with profit motiweong the parties.

1. Compulsory License

Compulsory licence is neither explained by Parigv@ation nor by
TRIPS Agreement but allows it at domestic and mdé@onal level.
Compulsory license is a tool whereby nation allasslf or third parties to
access to produce, use or sell the patented pradustocess without the
consent of the patent holder. Compulsory licensaniextraordinary legal
instrument mechanism provides when the patent hdhiks the use of
patented product or misuse of patent holder's molyopghts towards the
protection of public interest or public policy.

Compulsory is defined as grant of license by gowvemnt to use a
patent without the patent holder's knowledge. Cosgy licenses are
“involuntary contracts between a willing buyer aad unwilling seller
imposed or enforced by the stafdt.is a right granted by the government
allowing parties other than the patent holder todpce and sell patented
product or use a patented process, without theecrs the patent holdér.
It is an authorisation granted by national autlyotit exploit without the
consent of the patentee.

Compulsory licenses is an important sources by vthe patented
invention can be made available at a competitivgepiThe patent system in
India provides the traders other than patenteevolve themselves to play a
competitive role against the exclusive rights aep&holder in meeting the
demands at the local and international market. Qisopy licensing is an
integral part of patent system allowing third parbyproduce and market
patented product or process without the consenpatént owner. This
mechanism enables two objectives, rewarding thentor and access to
product at public desire during the patent peribdervention of this

2 Watal, Jayashredntellectual Property Rights in WTO and Developing Countries,
Oxford University (2003), p. 317.

® Compulsory Licensing: Bridging the Chasm between Competition Policy and
Intellectual Property Law, www.legalserviceindia.com, accessed 07/10/2010.

* ‘Compulsory Licensing of Pharmaceutical PatenEonomic & Political Weekly,
Vol. XLV, No. 39, 25 September 2010.
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mechanism not only promotes dissemination of teldgyobut also reduces
price of the product.

International conventions and treaties on patestesy envisaged
strong protection and enforcement of patent systanspite of its strong
protection, international conventions and treatiesognised compulsory
license. Paris Convention of Industrial Propertgr{® Convention) in 1925,
incorporated compulsory licence and stipulated mamhko adopt under
valid circumstance. Thereafter, nations introducechpulsory licence into
their respective patent law. Right to utilise tl@mpulsory license by the
World Trade Organization (WTO) members were furthecognized by
WTO Agreement on TRIPS in 1994. Concerning the chpéscientific and
technology sector, the WTO member in its minister@nferences
recognized the grant of compulsory licence. TRIB&gnising the right to
compulsory licence as flexibilities allowed the Wha@mbers to determine
the grounds upon such licences that are granted.

Earlier compulsory licence was allowed under P&@osvention for
non-working. Further in 1967, the convention deiags the issue of
compulsory licence under Article 5(A). Article 5(&f Paris Convention
stipulates that each country of the union shalleh&ive right to take
legislative measures providing for the grant of pafsory licenses to
prevent the abuses which might result from the @serof the exclusive
rights conferred by the patent. Compulsory licenoeder the Paris
Convention remains applicable even after the eefoemt of TRIPS
Agreement where the agreement provides that a nreshladl comply with
Article 1 through 12 and Article 19 of Paris Contien.®

Compulsory licensing under TRIPS is covered under Articles.
Article 30 of TRIPS Agreement maintains a limiteckception for
compulsory license. Further, TRIPS Agreement stdias exception does
not unreasonably prejudice the legitimate interedtdhe patent owner
taking into account of the legitimate interest bé tthird party. However,
Article 31 is more concentrating on compulsory tice, where it conveys
that for providing other use without authorisatiofh right holder and
modulated conditions for using compulsory licence.

National laws of various countries has adoptesl principle of
compulsory license, but failed to meet the demahessential patented
commodities or products. Developing countries idieat compulsory
license as an important sources to fulfill the obyes of public policy.
Compulsory license was first introduced in Englaidthe end of the 19
century. The introduction of compulsory licensingsamdue to the fear of

® Para 5(b) of Doha Declaration on TRIPS AgreemedtRarblic Health.
® Article 2(1) TRIPS Agreement.
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dominant market by foreign traders who might buye tpatent for

exploitation. Another concern was patentee wittdsitlosing patent would
impede the technological progress. There was #&kdlrat patents might be
used to prevent the adequate supply of patentedliproUnited States had
issued compulsory licence in more than hundred-taugt cases. The
Chinese patent law grants compulsory licence fdergad products for
public interest.

Compulsory licence has been with complex of issués respect to
technical and legal aspect as far as India is caede With all its technical
and legal complexity, it acts as an important macdm to meet the needs of
the public. National Bureau of Economic ResearcBER) working paper,
indicates that compulsory licensing is a strong peiistent positive effect
on domestic inventioh. Blogger J. Matthew Buchandnstates that
compulsory licensing provision under the new patanendment is a direct
threat to the integrity of the new patent provisiam India.

Compulsory license is permitted by the patent effanly under
certain contingencies specified in the Patent A870. Compulsory licence
can be granted in relation to any of the right eorefd by a patent including
manufacturing, importation, and exportation of paferotected product.
This implementation of compulsory licence stabgiszonomic growth, and
harmonization of patent system.

1.1 Grant of Compulsory License

Grant of patent system should not only benefitataer, but also
serve the public in all fields. There is alwaysaager that the patent holder
will abuse monopoly rights granted to him. To prgveuch abuse Indian
Patent Act provides compulsory licence with comdis. The Compulsory
licence is granted not only for non-working butcaffor other available
circumstance. Any person interested in the prodootif patented products
can approach the government to issue of compulsmeyces on patented
productd on grounds specified with terms and camuit under sections 84
and 90 of the Patent Act, 1970, respectively. Altagy compulsory
licensing, the patent holder must be given a chaémdesar to object or any
adverse decision against their interest under @e8 of Patent Act, 1970.
Both common law and statutory law contemplate righthearing by the
controller as being a principle of natural justice.

Discussion paper on Compulsory Licensing, 24 Aug2B10, accessed, NBER
working paper (15598)—Compulsory Licensing: Evidefroen the Trading with the
Enemy Act, by Petra Moser and Alessandra Voena, Deae2bs.

Patent Attorney in the United States.

Article 28.1(b) of TRIPS Agreement, Patent protégbeoducts includes patents on
products as such, as well as products directly nbthby patented process.
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I1.11 Condition of Compulsory License

The first and foremost condition is that compulsbegnce cannot
be granted unless three years period has beerdl&pse the date of patent.
This position again endangers the respective fmidsector becoming
helpless for first three years on every new pasdlowing the public to
suffer without any solution. Further condition indes, payment of royalty
or other remunerations to the patentee, licencatggais a non-exclusive
licence and non-assignable. The term of licencesiglly for the balance
term of patent unless a shorter term is consistéhtpublic interest and not
available at a reasonable affordable price not etk the fullest extent by
the patent holder.

[1.111 Groundsof Compulsory License

Diverse ground are available for granting compuldimensing such
as refusal to licence, public interest, public tieand nutrition, national
emergency or situation of extreme urgency, antifpetitive practices,
dependent patents, failure to exploit to insudfi@y of working. Article 31
of TRIPS Agreement sets forth the possible grourids granting
compulsory licence and the Agreement also perrhegswWTO member to
adopt other grounds such as non-working, publidtine& public interest.
Originally, compulsory licence was adopted to fatue patentee to work his
invention, but presently, due to increase of paputa their requirements
and public emergency and other grounds are alssidened nationally.

The essential proposition of a compulsory liceicghat a new
invention (medicine) product must be patented eiffreduct or process.
Patent is territorial in nature and exception towibuld provide under
domestic patent law. However, the grounds confesredompulsory licence
differ from one country to another and differ wigprocedure for its
application. One of the ministerial conference of @/ confirms right to
compulsory licence under the following grounds ottiban what is
envisaged in TRIPS. They are:

(a) National emergency or situation of extreme noge
(b) Dependency of patents

(c) Licenses to remedy anti-competitive practices
(d) Lack of or insufficient working of the patent

(e) Refusal to deal

(f) Public interest

(g) Public health
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The US Supreme Court makes it amply clear thahen WS apart
from mere ‘ownership’ of patent system some add#ioexclusionary
conduct is essential for a grant of compulsory N In the US,
compulsory licences are provided under six categdtiThey are:

(a) Mandatory compulsory licence for patents whesm was extended
by GATT implementation;

(b) Cases involving government use under 28 USEB;14
(c) Cases involving the Bay Dohl Act;
(d) Cases involving merger reviews;

(e) Cases involving non merger remedies to antigsitive practices;
and

() Cases subsequent to the Supreme court opinieBay versus Merc
Exchange.

The grounds for grant of compulsory licenses areerdeéned by
national laws. In India compulsory licence is alemvunder the following
grounds when the central government satisfied wttiame after the sealing
thereof to work the invention:

(a) Circumstances of national emergency
(b) Circumstances of extreme urgency
(c) In case of public non-commercial use

The general principle for granting compulsory tises that patented
inventions are worked on a commercial scale irtehgtory of India without
undue delay and to the fullest extent that is neally practicablé and the
interest of any person for the time being workingleveloping an invention
in the territory of India under the protection ofpatent are not unfairly
prejudiced??

1.1V Non-working of Patented Product at Domestic Regime

Another area for issuance of compulsory licenceois-working of
patented product at the domestic regime. The grantbe claimed if the
required demand is not met by the public. Compyl$ioence is allowed on
two grounds for non-working of patent product:

(a) The invention is not worked in the territofylindia.

1% biscussion Paper on compulsory licensing, 24 Aug0s0.
! Section 89(a) Patent Act, 1970
12 Section 89(b) Patent Act, 1970
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(b) The reasonable requirements of the publioiseing met.

The term working in the territory of India would are either new
invention manufactured in India or make availalbe tbcal sale. Article
27(1) of TRIPS stipulate that patents shall belaké ... whether products
are imported or locally produced. So TRIPS clasifieat if the products are
affordable at the market, the issue of patent cabedalifferentiated whether
manufactured within a country or imported from fgrecountry.

1.V Government Use

In case of government use of patent, the Patentl®310, states that
adequate remuneration in the circumstance of eas, ¢aking into account
the economic value of the use of patent. PatenteR&D would have
utilized financial input and other factors inclugithe labour, etc.; therefore,
while calculating the royalty, cost and labour mw$so be included
benefiting both licensee and patentee provoking fiaure R&D. The
compensation entitled by the patent owner must foa proper measure
where it should be that what the owner has lost, witat the taken has
gained"?

I1.VI Export of Patented Product

Compulsory licence is a mechanism to assist othentcies with no
manufacture capacity. Export of patented pharmémduproduct was
restricted by TRIPS which was later waived in 20@8iginal TRIPS
Agreement allowed compulsory only for domestic usder Article 31(f}*
of TRIPS Agreement. To implement Para 6 of Dohal&ation, Article
31(f) was waived and allowed WTO members to issuapulsory licence
for producing generic version drug for export tadedeveloped countries
(LDCs) and other developing countries which havesufficient
manufacturing capacity in pharmaceutical sector.

The Patent (Amendment) Act, 2005, has inserted Segtion 92-A
for issuance of compulsory licensing for exportpatented pharmaceutical
products® in exceptional circumstances. Earlier, generaiqiple of Section
84 of Patent Act, 1970, was followed to grant loenThe Act provides that
compulsory licensing is allowed to manufacture amgbort of patented

'3 Hughas Aircraft Company vs. The United Sates.

4 Article 31(f) of TRIPS Agreement, such use shalbbéhorized predominantly for the
supply of the domestic market of the member autiggisuch use.

!> pharmaceutical Product means any patented prodyrbduct manufactured through
a patented process, of the pharmaceutical sectededeto address public health
problems and shall be inclusive of ingredients meary for their manufacture and
diagnostic kits required for their use.
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pharmaceutical products to any country having iideht or no
manufacturing capacity in the respective sectotherconcerned product to
address public interest.

I11. Implementation of Compulsory License

Compulsory license has various complex issues s it
implementation. The difficulties are lack of spéxifrequirements in
determining eligibility for compulsory licensingjsks of arbitrage and
remuneration.

(a) Risk of Arbitrage

Arbitrage is also known as parallel trading. Itasproblem that
manifest when a buyer purchases products at belarkan price and
subsequently exports to another market where theypreced high. In terms
of economic theory, arbitrage essentially shiftpkis from the producers to
the consumer. Arbitrage poses threat to innovat®this attempt to provide
affordable products through differential pricesueidg the revenue required
for further research and development.

(b) Remuneration

With respect to grant of compulsory licence Indigatent Law
eventually specifies that royalty and other remanhen should be
reasonable considering the nature of innovatioreedjture incurred by the
patentee during his research and other relevaturdé Further, the licence
holder must work only with a reasonable profit. Z&gnt owner can make an
appeal with regard to remuneration which is subjecfudicial review or
other independent review by a distinct higher atitpan that membet’

Compensation is an essential element of compuldmgnce
satisfying the due process cladS&RIPS has not defined remuneration
concerning compulsory licence. TRIPS Agreementutdips that grant of
compulsory licensing must be with adequate remuioeraNeither the
TRIPS nor the Patent Act, 1970, defines what anmuot adequate
remuneration or the procedure for calculating teenuneration to be
awarded to the patentee. The agreement simplyssthtg remuneration
shall be determined taking into account the ecoonowalue of the

'8 Section 90(1) Patent Act, 1970.

7 Article 31(j) of TRIPS Agreement.

® Florida Prepaid Postsecondary Education Board vs. College Savings Bank,
Prescription Drugs: India Values Their Compulsoryeldsing Provision—Should the
United States Follow in India’'s Footsteps?, httpil&gb.ecnext.com, accessed
08/01/2011.
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authorization. But it is not defined what consgBsiteconomic value or
determined to calculate for the remuneration.

The licence holder must consider for royalty oreqahte
remuneration. If the reward is insufficient, thermw of the patent fails to
recoup the investment on R&D and the inventor wik revamp further
invention or development. The payment of royaltyemuneration must be
consistent with the TRIPS Agreement. United Naf@velopment Program
(UNDP), Human Development Report (HDR) 2001 spesifihat royalty
can be at a rate of 4 per cent. In most of the ldpu®g countries, royalty
rate is less than 3 per cent.

In the US, grant of compulsory licence, is subjectiability for
payment of compensation. Most of the dispute leadmlitigation in the
area of compulsory licenses has been on the matt@dequacy of the
compensation package which has ranged from 0 fef@ent of salek.

In India, the mode of payment of royalty is noegified under the
Patent Act, 1970, but, simply specifies that théepiee must be paid an
adequate remuneration with similar footings of TRIFurther, the Act fails
to define what amounts to adequate remuneratiomamndover states that if
a dispute arise regarding remuneration it mustdadt évith the High Court.

IV. Conclusion

Patent often affect the accessibility of new ini@mtin all fields.
The TRIPS Agreement and other respective conventaygue that there
should be a balance to formulate the public pdice the nation.
Compulsory license should be adopted to increaseatitess of patented
product as specified in the ministerial conferen€eNTO, “the right of
WTO members to use, to the full, the provisionsh@ TRIPS Agreement,
which provides flexibilities for this purpose. Angement of compulsory
licence existing in Patent Act, 1970, should bévattd to secure a balance
between interest of the producers and users gidatented products. The act
must consider a valuable method for calculatiomemfiuneration to patent
holder, further must clearly define the groundsdampulsory licence.

9 Nair, M. D., ‘Compulsory Licenses Imbroglio: Prowies under TRIPS and Their
Interpretations’ Journal of Intellectual Property Rights, Vol. 9, September 2004, p.
417.
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