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Parallel Importation & Exhaustion of IPRs in Int. Trade.
Study in trading patented pharmaceutical products.
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! Subba Rao Chaganti, Pharmaceutical Marketing in India- Concepts Strategy Cases, First Reprint 2008, Pharma
Med Press, Hyderabad- India, 2008, p 72.

2 “property is nothing but a basis of expectation; the expectation of driving advantage from a thing, which we are
said to possess, in consequence of the relation in which we are stand toward it. There is no image that
constitutes property. It belongs not to physics but to metaphysics it's altogether a conception of mind...... the
object of legislation in its function, distribution rights and obligations should be a greatest happiness of the
greater number, this object can be analyses into four subordinates ends, subsistence, abundance and equality
and security.”. Jeremy Bentham. theory of legislation, Edited with an introduction and notes by C.K Ogden,
third edition. Routledge & Kegan Paul LTD, Broadway House, London, First Edition Published. 1931. p111-
112,

217026198160kl - sy ¢ pall LIl crlanall jliie o510 e Sy ol o 2aae plaY) 3
* Subba Rao Chaganti, op.cit, p 394.
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2 Article 2 of Directive 2004/27/ EC of the European Parliament and of the Council on the Community Code
Relating to Medicinal Products for Human Use: A- any substance or combination of substance presented as
having properties for treating or preventing disease in human beings or; B- any substance or combination of
substance which may be used in or administered to human beings either with a view to restoring, correcting
or modifying physiological functions by exerting a pharmacological, immunological or metabolic action, or
to making a medical diagnosis. Available at: WWW.eropa.eu.int/eur-
lex/pri/en/oi/dat/2004/1_136/1 13620040430en00340057.pdf.

® The term drug means: A- articles recognized in the official United States Pharmacopeia, official Homeopathic
Pharmacopeia of the United States, or official National Formulary, or any supplement to any of them and B-
articles intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in man or other
animals and C- articles ( other than food) intended to affect the structure or any function of the body of man
or other animals and D- articles intended for use as a component of any articles specified in clause A, B, or
C.

U.S.A Federal Food, Drug and Cosmetic Act Available at: www.fda.gov/opacom/laws/fdcact/fdcactl.htm.

* The Indian Patent Act 1970.

® India Patent Act in article 2- section-1 (I a) as amendment by patent Act 2005.
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2 David Bainbridge, intellectual Property, First Indian reprinted, Aditya books Pvt. Ltd.p 119, Wnohopuri,
Liejpot Nagorll, New Delhi, 2003, p3. ‘
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! Staff Research Study, David Michels and Vern Simpson, Office of Industries U.S. International Trade
Commission, Review of Global Competitiveness in the Pharmaceutical Industry, Office of Industries U.S.
International Trade Commission Publication 3172, April 1999. Available at:
http//hotdocs.usitc.govdocspubsresearch_working_paperspub3172.PDF. (Visited on 4.12.2012)., p 2-2. .

2 D.N Choudhary, Evalution of Patent Laws, First Edition, Capital Law, Delhi, 2006, p 134.
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! Article 10 (2) b, Directive 2001/83/EC on the Community Code in Regard to Medicinal Products for Human
Use as Amended by Directive 2004/27/EC.

2 Correa Carlos, Integrating Public Health Concerns Into Patent Legislation In Developing Countries, South
Centre 2000. Awvailable at: http//www.southcentre.orgindex. phpoption= com_content&task=view&id=69
(Visited on 1.6.2012). p xv.
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! JR. Sanjuan., U.S. and E.U. Protection of Pharmaceutical Test Data, Consumer Project on Technology,
CPTech Proposal, (CPTech Discussion Paper No. 1, 2006), Washington, DC First Published 3 April, 20086,
Revised 12 April 2006. p1. Available at: www.cptech.org/ publications/CPTechDPNo1TestData.pdf.
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L ICESCR, article 15 (1), states: “The States Parties to the present Covenant recognize the right of everyone: (a)
to take part in cultural life; (b) to enjoy the benefits of scientific progress and its applications; (c) to benefit
from the protection of the moral and material interests resulting from any scientific, literary or artistic
production of which he or she is the author.”

Article 15 (3) states that “the States Parties to the present Covenant undertake to respect the freedom indispensable for scientific research and

creative activity”.

2 Report of the High Commissioner, Economic and Social Council, United Nations, The impact of the Agreement on Trade-Related Aspects
of Intellectual Property Rights on human rights, Commission on Human Rights, Sub-Commission on the Promotion and Protection of
Human Rights Fifty-second session Item 4 of the provisional agenda, GE.01-14345 (E) Distr. General E/CN.4/Sub.2/2001/13
27 June 2001, P5. Available at:
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' ICESCR, article 5 (1) states that “Nothing in the present Covenant may be interpreted as implying for any
State, group or person any right to engage in any activity or to perform any act aimed at the destruction of
any of the rights or freedoms recognized herein, or at their limitation to a greater extent than is provided for
in the present Covenant”.

2 Article 12 (1) states that “The States Parties to the present Covenant recognize the right of everyone to the
enjoyment of the highest attainable standards of physical and mental health”. Article 12 (2) states that “(t)he
steps to be taken by the States Parties to the present Covenant to achieve the full realization of this right shall
include those necessary for: (a) the provision for the reduction of the stillbirth-rate and of infant mortality
and for the healthy development of the child; (b) the improvement of all aspects of environmental and
industrial hygiene; (c) the prevention, treatment and control of epidemic, endemic, occupational and other
diseases; (d) the creation of conditions which would assure to all medical service and medical attention in the
event of sickness”.

ICESCR, Article 2 (1) states that “Each State Party ... undertakes to take steps, individually and through
international assistance and cooperation, especially economic and technical, ... with a view to achieving
progressively the full realization of the rights recognized in the present Covenant ...”
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! Commission on Human Right, Sub-Commission on the Promotion and Protection of Human Rights, Fifty-
second session, The impact of the Agreement on Trade-Related Aspects of Intellectual Property Rights on
, human rights, Report of the High Commissioner,2001, p10.
Ibid.
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The Egyptian Initiative for Personal Rights. Available at: http://eipr.org/en/node/700. Last
visited (18-9-2012).
*Ibid.
® Commission on Human Right, Sub-Commission on the Promotion and Protection of Human Rights, Fifty-second session.
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Joseph Karl Grant, The Graying of the American Manufacturing Economy: Gray Markets, Parallel Importation, and a Tort

Law Approach, Oregon Law Review Journal, Vol. 88, N , 2009, pl0l. Electronic copy available at:
http://ssrn.com/abstract=1516783. .

2 Joseph Karl Grant, op.cit, p101.

3 -
Ibid, p102.
4 Maskus, K.E , “Parallel Imports In Pharmaceuticals: Implications For Competition And Prices In Developing Countries”,
Final Report to World Intellectual Property Organization, April 2001, p2 . Available at:

http://www.wipo.int/aboutip/en/studies/pdf/ssa_maskus_pi.pdf.

® Matthew Burgess and Lewis Evans, Parallel Importation and Service Quality: An Empirical Investigation,2005, p2.
Electronic copy available at: http://ssrn.com/abstract=815425.

® Ibid, p2 footnote3.
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' Joseph Karl Grant, op.cit, p104.

2 Rodziah Ahmad, Parallel Importation and Compulsory Licensing — Impact on Drug Prices in Malaysia.
Corporate Masters in Business Administration Universiti Malaysia Sarawak 2002,. Available at :
http\\www.geacities.comidzhoraDraft4.1 .PDF. (Visited on 8.7.2012)., P14.

¥ Maskus, K.E, “Parallel Imports In Pharmaceuticals: Implications For Competition And Prices In Developing
Countries”, Final Report to World Intellectual Property Organization, April 2001. pll. Available at:
mig://www.wipo.int/aboutip/en/studies/pdf/ssa maskus_pi.pdf. (Visited on 9.10.2012),.
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! Rodziah Ahmad, Parallel Importation and Compulsory Licensing — Impact On Drug Prices in Malaysia, op.cit,
P13.
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! Ummy Ally Mwalimu, Implications of WTO/TRIPs in East Africa- With Special; Emphasis on Pharmaceutical
Patents, Workshop on Globalization and East Africa 15-16 th April 2002,at Economic and Social Research
Foundation (ESRF) Dar Es Salaam, Tenzania. Available at: http//www.esrftz.orgglobaloutputglob007.pdf.
(Visited on 11.7.2012), p19.

% Shamnad Basheer & Mrinalini Kochupillai, “Exhausting’ Patent Rights in India: Parallel Imports and TRIPS
Compliance”, Journal of Intellectual Property Rights,VVol 13, September 2008,p 487. Electronic copy
available at: http://ssrn.com/abstract=1286823

® Intel Corp. v. ULSI Corp., 995 F.2d 1566 (Fed. Cir. 1993). Cited by, Wendy H. Schachat and John R. Thomas,
CRS Report for Congress, Congressional Research Service. The Library of Congress, Order Code RL30756,
Received through the CRS Web Updated December18, 2000, pCRS-15.

Available at: www.law.umaryland.edumarshallcrsreportscrsdocumentsRL30756.pdf. (Visited on 6.8.2011).

* Ibid, p 486.Shamnad Basheer & Mrinalini Kochupillai, “Exhausting’ Patent Rights in India: Parallel Imports
and TRIPS Compliance”, op.cit, p 486.
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! Maskus, K.E , op.cit, p 3.

2 Matthew Burgess and Lewis Evans,op.cit ,p2.

¥ Shamnad Basheer and Mrinalini Kochupillai, TRIPS, patents and Parallel Imports in India: A
proposal for Amendment, Indian J. Intell. Prop. L ,p66. Electronic copy available at:
http://ssrn.com/abstract=1286823.

Shamnad Basheer and Mrinalini Kochupillai, TRIPS, patents and Parallel Imports in India: A
proposal for Amendment, op.cit, p 71.

> |bid, p68.
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2 Sisule F. Musungu Cecilia Oh, The Use of Flexibilities in TRIPs by Developing Countries: Can They Promote Access to
Medicines?  South  Centre & World Health  Organization,  Switzerland.  April, 2006. pXiX.
Availableat:http//www.southcentre.orgindex.  phpoption=com_content&task=view&id=70&Itemid=1.  (Visited on
1.8.2011).

3 Jillian Clare Cohen and Patricia Illingworth, Pharmaceutical Patents and International Commitments: The Inherent Tensions
and Implications for Public Health ,Paper Prepared for the Canadian Political Science Association Meeting Halifax, Nova
Scotia, May 30 — June 1,2003

4 Article 30 Exceptions to Rights Conferred

Members may provide limited exceptions to the exclusive rights conferred by a patent, provided that such exceptions do not
unreasonably conflict with a normal exploitation of the patent and do not unreasonably prejudice the legitimate interests
of the patent owner, taking account of the legitimate interests of third parties.

5 Footnote 6, of Article 28 stated stated that This right, like all other rights conferred under this Agreement in respect of the
use, sale, importation or other distribution of goods, is subject to the provisions of Article 6.
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6 Article 6, TRIPs agreement. :

For the purposes of dispute settlement under this Agreement, subject to the provisions of Articles 3 and 4, nothing in this

) Agreement shall be used to address the issue of the exhaustion of intellectual property rights.

Mittal, J.K. & Raju,K.D. World Trade Organization & India, New Era Law Publishing. P127.

* Shamnad Basheer & Mrinalini Kochupillai, “Exhausting’ Patent Rights in India: Parallel Imports

and TRIPS Compliance”, op.cit, p 492.

Shamnad Basheer and Mrinalini Kochupillai, TRIPS, patents and Parallel Imports in India: A

proposal for Amendment, op.cit, p66.

> Ibid, p71.

® via the Patents (Amendment) Act, 2005 article 107 (A) B- provide that there would be no infringement if there has been an
“importation of patented products by any person from a person who is duly authorized under the law to produce and
sell or distribute the product”

According to the “Statement of Objects and Reasons” appended to the Patents (Second Amendment) Bill, one of the salient
features of the Bill was “to provide provisions relating to parallel import of patented products;”
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Shamnad Basheer & Mrinalini Kochupillai, “Exhausting’ Patent Rights in India: Parallel Imports and

TRIPS Compliance”, op.cit, p 491.

" Maskus, K.E , op.cit, p 6.

8 Article 48, of the Patent Act stated that the patent shall confer upon the patentee. A- Where the subject matter
of the patent is product, the exclusive right to prevent third parties, who do not have his consent, from the act
of making, using, offering for sale, selling or importing for thgose purposes that product in india.
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! Article 107-A-, of the Patent Act, ststed that, importation of patented products by any person who is duly
authorised under the law to produce and sell or distribute the product, shall not be considered as an
infringement of patent rights.

2 Catherine Colston, Principles of Intellectual Property law, Cavendish Publishing Limited, Great
Britain, London, 1999, p 128.

CPC Community Patent Convention it introduced the doctrine of exhaustion which relates to national
patent, provides that once the patented goods have been put on the EU, market, the patent right can
no longer be applied to them
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! Philip W. Grubb, Patent for Chemicals, Pharmaceuticals and Biotechnology, Fundamentals of Global
Law, Practice and Strategy, Fourth Edition Oxford University Press, First Indian Edition, New
Delhi, 2006, op.cit, p 172.

In U.K, the purchaser of an article has measure of protection in the Sale of Goods Act, which states
that a seller given an implied warranty of the right of quiet possession of the goods. If the buyer is
sued for infringement he can in turn sue the seller for breach of this implied warranty and should be
able to recover any damages from him

235 U.S.C. § 271(a). An individual who “without authority makes, uses, offers to sell, or sells any patented
invention, within the United States or imports into the United States any patented invention during the term
of the patent therefor, infringes the patent.”.

® U.S. "Bolar" exception Section 35 USC 271(e) (1). See Sanjuan Judit Rius, U.S. and E.U. Protection of
Pharmaceutical Test Data, Consumer Project on Technology, CPTech Proposal, (CPTech Discussion Paper
No. 1, 2006), Washington, DC First Published 3 April, 2006, Revised 12 April 2006. , modified version of
previous CPTech Proposal "Us and Eu Protection of Pharmaceutical Test Data" (CPTech Discussion Paper
No. 1, 2006), 21 November, 2006, p.5 (Visited on 8.7.2008). Available at
www.cptech.org/publications/CPTechDPNo1TestData.pdf.

The U.S. "Bolar" exception is in Section 35 USC 271(e)(1), which reads in part: “It shall not be an act of
infringement to make, use, offer to sell, or sell within the United States or import into the United States a
patented invention . . . solely for uses reasonably related to the development and submission of information
under a Federal law which regulates the manufacture, use, or sale of drugs or veterinary biological products”
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! Roger Pilon, Drug Re-importation, The Free Market Solution, policy analysis, Published by the Cato Institute,
Policy Analysis is a regular series evaluating government policies and offering proposals for reform CATO
Institute, August 4, 2004, no. 521.p2 Available at: http\\www.cato.orgpubspaspa521.pdf. (Visited on
9.7.2012).

ZJoseph Karl Grant, op.cit , p148.
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Abstract:

Pharmaceutical products manufacturing technology considered vital and
complex one facing heavy competition in comparison with another fields of
technology. In spite of the fact that TRIPs agreement & WTO enforce high
standards of protection by rising level of protection from process to product
protection itself, the holder of innovated rights in pharmaceutical products
alleged that they are facing difficulties, challenges and caps in the patent
protection represented by difficulty in fulfilling patent conditions e.g. novelty,
inventive step and industrial application. In addition the requirement of pre-
marketing approval for safety and efficacy of drugs required extensive and time
consuming clinical trials to produce data in this context. Which result in
reducing actual period of patent protection. Practices of parallel importation by
developing countries considered also as new challenges facing innovated
company by exploiting price discrimination policy and importing original
product from another country not from manufacturer sources.

Developing countries alleged from high standards of protection in
agreement, because, most of the developing countries' legislations pre- TRIPs
agreement adapted process patent for pharmaceutical products in order to fulfill
its obligation to protect right to health for its nationalist via affordable price.
While post TRIPs with product patent and limited exceptions from protection,
developing country obliged to practice of parallel import justified such practices
to fulfill its obligation to protect right to health to its nationalists.

Research problem consist of illustrating the extent of legitimacy of parallel
import wither it can be consider as infringement of patentee's exclusive rights or
not. By adapting hypothesis of exhausting IPRs of the patentee in the field of
pharmaceutical products we can justify the practices of parallel import, as
exclusive rights of patentee cannot be contravene with the right of the purchaser
in quiet and full enjoyment of the products purchased and the control of the
patentee cannot everlasting the product after the first legal sale in the market by
his consent. While in order to grant legitimacy to parallel import we should
interpret TRIPs provisions in such away to bring to existence exhausting of
IPRs. In dealing with such problem and hypothesis analytical method adapted in
interpretation of TRIPs provisions. And the research design is scheduled as
follows to two chapters, in first one we elaborate the concept of pharmaceutical
product, and how it protected by patent, the philosophy of protection and
challenges for such also clarified in this context. In the second chapter we
explain the concept of parallel importation, its legal bases and its sorts. The
research concluded with several countries experiences in this regard and the
possibility and ability of blinking to existence a system of parallel import
without considering challenges to international trade explained. At the same
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time recommendation to provide equitable fair protection from parallel import
suggested in such a manner by adapting contractual theory for protection
without any indications to property right theory in this context.
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