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Compulsory Licensing of Phar maceutical Products

Abstract
Drug patents and their impact on prices
have been at the centre of the international debate
ORIGINAL ARTICLE about inadequate access to life-saving HIV/AIDS
drugs in developing countries for many years.
Conflicts over the introduction of intellectual
property systems in developing countries were
resolved by following amendments to the TRIPS
a4 Agreement, which stipulated 20-year patent
protection for drugs for these countries and
resulted in high drug prices for patented drugs.

Devel oping countriesthat already have patentstry
to reduce high drug prices through compulsory
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Saurabh Rathor licensing, a protective measurethat allowsgeneric
. athore drugs to be produced or imported without the

Research Scholar approval of the patent owner. Compulsor
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licensing is permitted under the TRIPSAgreement,
but disagreement over the terms under which
compulsory licences for *““essential medicines™ are
available has restricted their use. There is no
definition of the extent to which compulsory license holders can export generic drugs to devel oping
countries that are unable to manufacture their own drugs. However, on August 30, 2003, the WTO
announced that it had resolved this problem by removing the TRIPS Agreement’s export restrictions
and permits for the export of drugs manufactured under compulsory licences as an exception to the
patent law. It is advisable to make further recommendations about which generic drug manufacturers
and which places should receive compulsory license. In fact, the debate over compulsory licensing is
part of a much broader structural issuein development policy. Addressing the inaccessibility problem
requires a combination of steps, including a functioning compulsory licensing system. However,
disagreements, such as how to fairly allocate the necessary funds to developed countries, can delay
reaching pragmatic solutions.
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Introduction

There is no precise statutory definition of term ‘compulsory licence’ but several attempts have been
madeto definetheterm compul sory licence under different perspectivesasdiscussed bel ow:

Inintellectua property system acompulsory licenceisthe mandatory offer of alicenceto theentire
world on conditionthat partieswho avail themsd vesof it makeroyalty paymentsto therelevant rightshol der.
The compulsory licenceisalega setting which plotsamidway course between an exclusiveright and afree
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exception, so that within the scope of thelicence an exclusiveright isconverted into aright to remuneration.

The compulsory licens ng debate revol ves around the bal ance of interestsbetweenthepublic at largeat
onehand and IPright holders on the other. Compul sory licensing refersto the grant of | Plicences, particularly
copyright or patent licence by a national Government without the owner’s consent for the purpose of wide
utilization of the protected right. The grant of such an IPlicencetendsto fulfil one of thethree purposes:
massive production of protected products (e.g. patented drugsto cure adisease), antitrust act to allow fair
competition (e.g. between firms), and non-commercia use (e.g. by the Government) in theinterest of the
generd public.

Pharmaceutical productsmainly cons st of two components, namely Active Pharmaceuticd Ingredients
(API) or bulk drugsand formul ations. Whilethe active ingredients are produced by chemical synthesisof
plant, animal or biological origin and theformulationissuitablefor thefinal dose. For the pharmaceutical
industry, patents are very important for the manufacture and marketing of pharmaceutical products.
Pharmaceutica companiesmay be granted patentsfor new drug molecules, for new drug ddivery systemsfor
existing products, or for new indicationsfor existing molecules. TheWorld Trade Organi zation hasdecided to
set aproduct patent term of 20 yearsin all countries. Thismeansdrug development and FDA approval take
10yearsfromtheinitia discovery of themolecule, and onepharmaceutical company gets10yearsof exclusvity
to commercidizetheformulation. Exorbitant drug development costsforcedrug pricestoremain high. Drug
pricesvary from country to country. Peoplein devel oping countriescannot afford high drug prices. Therefore,
multinational companiesmust sall their productsat low pricesin devel oping countries.

Phar maceutical Patents Under the Indian Patents Act

Regarding drug patents, it makes more sense to start concretely with the recent amendment of India’s
patent law whichimplemented the TRIPSAgreement and granted patentsfor pharmaceutical products, asit
has caused many advances and disputesin demondtrationsfindsthat thisamendment isin accordance with the
provisions of the TRIPS Agreement and the WTO decision against India’s refusal of a product patent. The
revisionsresulted inimportant improvementsin areas such as patentabl e subject matter and patentability, and
adifferent definition of the term “inventive step” was substituted by the 2005 amendment, which clarified the
term asan element of innovation that includestechnical progressasopposed to current knowledge. Inthis
case, innovationiscentra financid and economicinterest or both, soinnovation isnot asobviousto someone
withtalent or manud ability.

The meaning of imaginative (inventive) step alongside the ‘pharmaceutical substance’ which was
characterized asany new e ement including at |east one or may be moreinnovative steps, prompts numerous
discussions. Another big change made by the amendment in regardsto the pharmaceutical patent isthe
subgtitution of section 3(d) with another arrangement, which prohibitsfrom patentability smplereveation of a
known substanceexcept if thereissignificant improvement in the efficacy or another utilization of aknown
substance.

Compul sory licensingwasafundamental €lement of Indian PatentsA ct and the 2005 amendment has
made many changesin the arrangements of the compul sory authorizing. These progressionsweremadein
light of the Dohadeclaration on public hedlth.

Problems with Pharmaceutical Patent

Despitethefact that the terms of the TRIPSAgreement providefor the granting of apatent for any
innovationinall areasof invention, patent laws around theworld rel ated to pharmaceuticd patentsasaunique
branchthat posesanoma ousproblemsfor many areasof innovation. Medicinesare dearly seen asanimportant
part of overall public health, leading many countriesto providethem with unique policies. Like India, many
countriesindicated that they wereinitidly reluctant to grant product patentsfor pharmaceutica sand therefore
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only alowed product patents. Thisreluctanceisone of thee ementsthat has contributed to the devel opment
of thegenericdrugindustry in India.

Thisinnovationraisessevera problemswhendeciding apharmaceutica patent. Pharmaceutica substances
aresamply synthetic chemica sthat areused to treat diseases. Thissection of thediscussionrelatesto thelega
provisionsof the PatentsA ct regarding drug product patents. The constitutionality of Section 3(d) of the
PatentsAct isexamined mainly onthegroundthat the provisonisnot in accordancewiththe TRIPSAgreement.

Pharmaceutical Industry- A Global Perspective

The emergence of the pharmaceutical industry dates back to the chemical industry in thelate 19th
century in Switzerland’s Upper Rhine Valley. This industry produces dye-stuffs. They found antiseptic properties
inthedye. Asaresult, anumber of industries have devel oped into the pharmaceutical industry. Asfar the
pharmacy, history recordsthat thefirst pharmacy known to the public was opened by anArab pharmacistin
Baghdadin 754 AD. After that, many other similar pharmaci essoon began operatinginmedievd and eventudly
medieva Europe. Inthe 19th century, many pharmaciesin Europe and North Americaeventually devel oped
intolarger pharmaceutical companies.

Most of themagjor pharmaceutical companieswerefounded inthelate 19th and early 20th centuries.
Important drugssuch asinsulin and penicillinwere discovered inthe 1920sand 1930s. Thesedrugsaremass
produced and widely available. During thistimeastrong pharmaceutica industry developedin Switzerland,
Germany and Italy. Great Britain, US, Belgium and the Netherlandsfoll owed this path of development. The
Governments of these countries have enacted laws to test and approve these drugs and require proper
labelling. Asthe pharmaceutica industry grew, the Government enacted lawsthat differentiated between
prescription and over-the-counter drugs. The pharmaceutica industry gained momentum intheearly 1950s
thanksto thedevel opment of asystemaiti ¢ scientific gpproach, understanding of human biology and advanced
manufacturing techniques. New drugs were devel oped inthe 1950s, and mass production and marketing
beganinthe 1960s. During thisperiod, drugssuch asora contraceptives, cortisone, blood pressuremedications,
and other heart medi cationswere mass-produced and sold.

Pharmaceutical Industry — An Indian Perspective

Indiagot freedom from Britainin1947. Inthefird few yearsimmediately after independence, multinationa
companiesweredlowed to export pharmaceuticals. When the Indian Government put pressure on companies
to prevent imports, these companiesset up aformulation unitin Indiaand only export drugsto thecountry in
large quantities. In the 1960s, the Indian Government encouraged domestic manufacturersto mass-produce
drugs. But Indiahasarich heritage of different typesof medical care. Medical treatmentslike Ayurveda,
Unani etc. Themedica and pharmaceutica systemswere devel oped by the Indians.

Compulsory Licence for Export of Patented Pharmaceutical Products

Section 92A of the PatentsAct,1970 facilitatesthe manufacture and export of patented pharmaceutical
productsto any country having insufficient or no manufacturing capacity inthe pharmaceutica sector for the
concerned product to address public health problems by granting compul sory licence for that patented
pharmaceutical products.

Advantagesin India for Pharmaceutical Sector

Indian Pharmaceutical Industry has been particularly the leader in the wide range of complex
pharmaceutical manufacturing and technol ogical devel opment. Sinceitisthe highly organized sector, itis
receiving the advantage of organi zed structure. It has currently the revenueearning of around $21 Billionand
itisgrowing at arate of around 7-8% annually. Indiahas more than 20,000 pharmaceutical manufacturing
units scattered acrossthe country.
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Following arethe advantagesin Indiafor the pharmaceutical sector:

»  Competent Workforce: Indiahasalarge pool of human resource having managerial and technical
expertise. Indiahasincreasing popul ation with higher level of education. Theskill of Englishlanguage
and professional competenceiseasily availablefor pharmaceutical companiesin India

» Cost-effective Chemical Synthesis: Asaresult of development, particularly in theareaof technology
and research and devel opment, the chemical synthesisfor variousdrugsisavailableat avery cheap
rate. Withthehelp of it, Indiacan produce and export awide range of bulk drugs.

» Information Technology: Indiahasawell-established structure of the colleges and educational
institutionsimparting education inthefield of information technology. The availability of world class
system of informati ontechnol ogy attractstheforeign companiesto India.

»  Globalization: After theeconomicreformsin 1991, Indiahasboldly adopted the path of globdization.
Indiaisready towelcome MNCsto operate here. A large market of around 70 million of middle-class
consumersisavailablefor these companies. Asresult the pharmaceutical market of Indiaisconstantly
growing.

» Increasing Sales: Indiaisgaining the advantage of pharmaceutical manufacturer intheworld. Because
of low-cost production and availability of a wide range of pharmaceutical products, India’s sale is
boominginthe pharmaceutica market. Thesaein pharmaceutical market of Indiaisgrowing at arate
of around 9% per annum.

Conclusion

India’s approach is based on a patent-centric system. The pharmaceutical industry in India is growing
rapidly but the health statusin Indiaisnot asgood asit should be. Morefrequent use of patent restrictionsin
Indiacould dampen the moral e of the pharmaceutical industry. Inthis context, the Government can increase
spending on health insurancefor all isa so away to ensure public health. With alarge popul ation, making
medicines affordableisadifficult task, but having insurance makesit much easier and more convenient to
empower eachindividua to evauatelife-saving and expensive medicines.

Supposethe Government increasesitsinvestment in pharmaceutica research, it will obtain patentsfor
new and increasingly successful pharmaceutica productsor processes. Thiswill benefitintwo different ways.
firgt, affordability will beensured, and second, accessibility will beensured asaGovernment would likely set
the price. Inaddition, inthisway therewill be no negativeimpact on developments and innovationsin the
pharmaceuticd field. Aboveall, it must be noted that the purpose of granting apatent isunfavourableto the
provision of necessary or compulsory licensing. Thestring of thisreason can befoundin protection of patent
under thelabour theory.

Refer ences

1. Adukiya R., S, “Overview of Pharmaceutical Industry with Specific Reference to Pharmaceutical
Laws of India, PP, 1-97.

2. Corporate Catalyst of India, 2013, ““A brief report on Pharmaceutical Industry in India”, PP, 2-
11.

3. Narayanaswamy, V., 1975, “Introduction to the Siddha System of Medicine”, T. Nagar, Madras
(Chennai): Research Ingtituteof SiddhaMedicine.

4. Prasad, L., V., 2002, “Indian System of Medicine and Homoeopathy-Traditional Medicine in
Asia’’, New Delhi: WHO- Regional Office for South East Asia, PP., 283—286.

5. Rao,R, S, K., 1987, “Encyclopedia of Indian Medicine”, Dr. PV. ParameshvaraCharitabletrust,
Bangalore, India, Val, 2.

MarchtoMay 2023 www.amoghvarta.com \mpact Factor 236
A Double-blind, Peer-reviewed & Referred, Quarterly, Multidiciplinary and SJIF (2023): 5.062
Bilingual Research Journal



Saurabh Rathore
ISSN : 2583-3189 (E), 2583-0775 (P)
Year-02, Volume-02, Issue-04 AMOGHVARTA Page No. 233 - 237

6. Rahakar, H., 2012, “Historical Overview of Pharmaceutical Industry and Drug Regulatory
Affairs”, Pharmaceut Reg Affairs, OMICS Publishing Group, PP, 1-11.

7. Shah, V., 2012, “Evolution of Pharmaceutical Industry: A Global Indian & Gujarat Perspective” JPSRB,
Vol. 2, Issue, 5, PP, 219-229.

The PatentsAct, 1970.

www.pharmatech.com.
10. http://levine.sscnet.ucla.edu/papersimbookfina 09.pdf.
11.  http://planningcommiss on.gov.in/aboutus'committee/wrkgrpl2/wg pharma2902.pdf.
12.  http:/Amww.britanni ca.com/EBchecked/topic/1357082/pharmaceuticd-industry.

MarchtoMay 2023 www.amoghvarta.com
A Double-blind, Peer-reviewed & Referred, Quarterly, Multidiciplinary and
Bilingual Research Journal

Impact Factor 237
SJIF (2023): 5.062



