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ABSTRACT

Compulsory licence is ““an involuntary
contract between awilling buyer and an unwilling
seller imposed by the State”. A compulsory licence
is basically a revocation of Intellectual Property
Rights - an extraordinary legal instrument that
allows a country to itself or a third party (usually
a competitor) to access, make, use or sell an
Intellectual Property protected product or process
without the consent of the owner. Mandatory and
compul sory licencesrequired by law can begranted
for patents, copyrighted works or other exclusive
rights. In the case of patents, the licence must
protect against the misuse of the patented
invention or the abuse of the patent holder’s
monopoly rightsto protect the publicinterest. The
same principles apply to copyright and other
exclusive rights. TRIPS provides Member Sates
with leeway to smooth out the wrinkles created by
potential conflicts between competition policy and
intellectual property laws. Articles 8, 31 and 40 of
the TRIPS Agreement deserve special attention.
Members can take steps to protect public health
and nutrition and promote the public interest in
sectors important to their socio-economic and
technological development. In addition, TRIPS
treats compulsory licences as an exception to the
minimum requirement of the agreement that all
member states grant exclusive rights to be
patented for the entire term of the patent. TRIPS
predicts a set of circumstances that will establish
a minimum threshold above which each Member
Sate is entitled to issue compulsory licences.
Compulsory licences fall into two categories - if
thereisexcessive publicinterest or if the patent is

being used in an anti-competitive manner.
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INTRODUCTION

Compulsory licencesare neither defined nor expressly mentioned inthe TRIPSAgreement. They fal
under a provision titled “Other Use Without Authorisation of the Right Holder,” which establishes a system for
the granting of licences where Member States are allowed to make “use of the subject matter of a patent
without theauthorisation of theright holder, including use by the Government or third partiesauthorised by the
Government.” In practical terms, this means that a third party may be permitted to use, manufacture or
commercidiseaninvention, which defactoisstill under patent and inthisrespect, the publicinterest goal of
achieving broader accessto the patented inventionis considered moreimportant than the privateinterest of
theright holder infully exploiting hisexcusiverights. What thismeansin the context of public hedthimperatives
isthat compul sory licensing isintended to permit countriesto produce generic drugsthat are moreaffordable
than patented medicines. Sincethisamountsto an exception to theexclusiverights of the patent holder, the
TRIPSAgreement imposes specific conditionson Member States to admit compul sory licences.

Beforeacompulsory licenceisgranted, the proposed user must havefirgt atempted unsuccessfully for
areasonable amount of time to obtain a voluntary licence on “reasonable commercial terms.” Nevertheless,
the requirement of trying for a voluntary licence can be waived if there is “national emergency” or “other
circumstances of extreme urgency.” Basically, compulsory licences could be granted by developing countries
without prior negotiationwith theholder of rightsto pharmaceutical patentsinthe caseof apublichedthcrisis
of epidemic proportions. However, the use of compulsory licensing shall be authorised “predominately for the
supply of the domestic market of the Member authorising such use.” This has the practical effect of preventing
exportsof genericdrugsto countriesthat do not have significant pharmaceutica industriesthemselves.

Furthermore, the scope and duration of the use of compulsory licensing is “limited to the purpose for
which it was authorised” and the authorisation of use can be terminated “if and when the circumstances which
led to it cease to exist and are unlikely to recur.” Finally, if a compulsory licence is issued, right holders shall be
paid “adequate remuneration in the circumstances of each case, taking into account the economic value of the
authorisation.”

I mpacts Of Compulsory Licensing
Thefollowing areasare affected by compul sory licensing:

1. Innovation: Indeveoping countrieslike India, pharmaceutical companieswill belessinnovetivebecause
they rely on genericdrugs. They prefer to get acompul sory licencerather than fundto R& D separately,
which isoften very expensive. In addition, research-based pharmaceutical companiesin devel oping
countrieswill not introduce patent modul esbecausethereisalwaysarisk of losing patentsand losing
money inresearch.

2. Competition & Cost: Compulsory licencesincrease the number of generic producersof medicines.
Hence, supply will increaseand priceswill fal. It will dsoforceinnovator countriesto introducedifferent
pricesfor their patented modulesin order to surviveinthe market.

3. Patients. Patientsreceivedrugsat amuch lower cost. In addition, large pharmaceutical companies
often introduce plans such asfree accessto medicinesto protect their patentsin devel oping countries.
Compulsory Licensing in Public I nterest

Specific provisionsfor compulsory licensing on notification by the Centrd Government by meansof a
notification inthe Official Gazette, the Central Government can declarethat any patent must begranted a
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compulsory license, regardless of thetime elapsed sincethe grant of the patent, inthefollowing cases:
1. National emergency, or;
2. Extremdy urgent, or;
3. Publicnon-commercia use.

After such declaration, the Controller can, at anyone’s request, grant licence to the applicant under a
patent on the terms and conditions deemed appropriate.

The Controller shal endeavour to ensurethat products manufactured under patentsareavailabletothe
public at thelowest price commensuratewith patent owners and make reasonable use of their patents.

The procedurefor issuing such alicenceisthe sameasfor issuing alicence under thetermsof Section
84 of the PatentsAct,1970. However, the Controller will not use the procedures set out in Section 87 of the
Act prior to granting such consent in circumstances that may ariseor are appropriateto the case, including
public hedth crisesrelated to Acquired Immune Deficiency Syndromeand Human Immune Deficiency Virus,
Tuberculosis, Maariaor other epidemics. The Controller shall inform the patent ownersassoonaspossible
about patentsrelating to appli cationsfor such non-application processes.

Intellectual Property Rightsand Public Interest

IPR is an “exclusive” right because it gives a monopoly to the right holder to exploit intellectual property
commercidly, suchasinventions(intermsof patents) and creativeworks (intermsof copyrights), and whoever
wants to use the invention. Creative works can only do this with the copyright holder’s consent. However, the
laws of Indiaand other countries provide exceptionsto thisright of publicinterest. For example, some
exceptionsin Indian copyright law exist to protect certain usesof copyrighted materia, usudly if thework is
for persona, non-commercid use. Likewise, Indian patent law allowsthird partiesto use patented inventions
incertainlimited caseswithout the permission of therightshol der - amandatory licensing provision to ensure
drug accessisone such measure.

Consderation of thepublicinterest inintellectua property laws educates Indian courtswhen deciding
on offence proceedings, and courts striveto uphold socio-economic ideal ssuch asaccessto education and
public health. Problems such asalack of available medicinesand accessto knowledge are concernsthat
affect millionsof peoplein acountry like Indiaand therefore cannot beignored when deciding the extent of
restrictions(if any) on privaterightssuch asintellectud property rights. However, if the publicinterest exception
isinterpreted too broadly by Indian courts, it raises concerns about the misuse of publicinterest provisonshby
third parties, aswasthe casewith DU Photocopy.

Public Interest in Patent Law

In pharmaceutical cases (where aprior compulsory licence has been issued), the public interest
requirement essentialy requiresevidenceof bodily injury or grievoushurt if thedamaged product iswithdrawn
fromthemarket. It also considersthe public interest intheinterests of the person being patented, including
whether the patent holder ownsa product that is competitivein the market. It is based on expert forensic
evidencethat the publicinterest hasbeen confirmed that there are patientswho aresuccessfully treasted lone
and who experience serious sde effectsor treatment failurewhen dternativedrugs are used.

The court took into account that the patent reci pient did not have acompeting product with the same
approach to themarket. In contrast, at Parlance, patent holders havetheir own drug Repathaon the market
with (presumably) the samemode of action, and Sanofi / Regeneron failed to convincethe court that Praluent
reduced patient mortality in astatistically more significant manner than Repatha. Thisisdue, among other
things, tothefact that separate studieswere presented at Pral uent and Repatha, which the court deemed to be
lesscomparabledueto the different waysinwhich theresearch was designed and conducted. In pharmaceutica
cases (whereaprior compul sory licence has beenissued), the public interest requirement essential ly requires
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evidence of bodily injury or grievous hurt if the damaged product iswithdrawn from the market. It also
considersthepublicinterest if theinterests of the person being patented, including whether the patent hol der
ownsaproduct that iscompetitivein the market.

Patent Rightsv/s Public Interest: An Indian Perspective

The patent system is based on the principle that innovators must be incentivized to make their
technologically advanced innovations available to the public. Innovators have alimited monopoly on the
findings of such research. Thegranting of patentshastwo important but contradi ctory consequences. onthe
one hand, the monopoly given toinnovatorsand, on the other hand, the severity of itsimpact onthe public
interest. The bal ance between these two aspectsisvery important for any country. In India, wheremorethan
onethird of the population livesbelow the poverty line, publicinterest isanimportant factor infighting the
innovation monopoaly.

Section 84 of the PatentsAct,1970 grants patent hol dersthe exclusiveright to excludethird parties
from making, sdlling, offering for sale, using, or importing apatented product or process. Onthe other hand,
protecting the publicinterest by providing provisionsregarding compul sory licencesin accordancewith the
Chapter X V1, which was substituted by the Amendment Act of 2002 compliancewith the TRIPSA greement.
Under Section 83 of theAct, patents areissued to encourage, innovation and ensurethat patented inventions
arefullyfunctiona inIndia. Inaddition, thereare plansto grant patentsto promote technol ogica devel opments
inIndiaand to make patented inventionsavailableto thepublic.

Under Section 84 of theAct, any interested person can apply for acompul sory licence after threeyears
from thedate of grant if the patented invention does not fulfil reasonable demandsof the public or if the
patented invention is not available to the public at a reasonable price or a patented invention doesn’twork in
India. The legislature’s clear intention is that a monopoly should be given to promoting publicly available
inventionsat areasonable price. Thus, if read together, the provisonsof thelaw clearly dignthepublicinterest
and therights of theinnovator or the person whois patentee.

Thejudiciary playsanimportant rolein achieving this delicate bal ance, especially when it comesto
medicines, especially life-saving drugs. In deciding the balance of comfort in Franz Xaver Hummer’s appeal
to the decision, Chief Justice M.J. Rao of the Delhi High Court said factors such as the defendant’s investment,
jobloss, publicinterest that the product was alife-saving drug, the quality of the product combined withthe
price, or the smaller size of the defendant should a so be considered could lead to acourt ruling against the
plantiff.

Thereisnothing to deny that themag ority of peoplein least devel oped countries- andin most developing
countries- find the prices of many life-saving drugsabarrier. Thisisfurther compounded by weak social
hedthinfrastructure, unbearabl e heal th insurance, and unavailability of medicinesin public hospitds, forcing
hospitalstofund drugsa high costs Therefore, thereisaneed for aparadigm shift intheway the pharmaceutical
sector doesbusiness, especially inthis part of theworld. Thedownsideisthe enormous costsincurred by
innovation organi zationsaround theworl d for devel opment, testing and patents. They want to amortizethese
coststhrough ther drug pricing mechanism. Without incentives, no pharmaceutical company will investinthe
development, and thereforethe availability of new, stronger drugswill be disrupted. Some subjectstendto
dleviatethedifficultiesof poor patients, evenin devel oped countries, by selectively providing freedrugs. The
right model must be devel oped so that on the one hand theinnovation offers sufficient incentivesto devel op
new drugsand at the sametime patients of different socid classeshave sufficient equal accessto them.

Public Interest Criteria

Defining standardsor criteriafor the publicinterest isnot easy becausethe publicinterest itself isa
vague concept and therefore difficult to define. Also, asKa o said, it isdifficult to conceptually definethe
publicinterestin operationa terms.
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CONCLUSION

The compul sory licenceshold theimportant positionin patent system of any country and theseprovisons
arethe soul of the PatentsAct of 1970. The Government was empowered to grant compul sory licenceson
certain groundsand aboveall thehighlight of theAct wasthat theinventionsinthefield of food, drugsand
chemica werealready endorsed with thelicenceof right which alowed any interested personto havelicence
after threeyears of course onthe payment of royalty to the patent holder. Ceilingrate of royaltieswasfixed at
4% in such cases. Thebas ¢ purpose of theAct wasto work the patent in domestic country instead generating
import monopoly. Thenon-working of the patent was made one of the grounds of revocation of the patent by
the Government.

Furthermore, if seenisolated and provided that TRIPSismodified, compulsory licensing might bean
effectivetool to restrain and reducedrug prices. However, seeing compul sory licensing from awider anglein
addition to adopting an extended compul sory licensing system, the safeguard suffersfrom therisk of being
detrimenta tofutureR& D initiatives, of obscuringthe potentid of dternativeinnovativepolicy insrumentsas
wel| asof being abused for commercia purposes. In addition, itisdesirablethat further recommendationsare
given on which generic producing companies should be awarded compul sory licences and also on which
premises.

In reality, the debate about compulsory licensing is part of a much wider structural problem in
development policy. The solution to theinaccessibility problem requiresamix of coursesof actionwitha
functioning compulsory licens ng system included. However, disagreements such as how necessary funding
should bedivided equitably between devel oped countriescoul d protect the reaching of apragmeatic solution.
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