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in Developing Countries (Geneva: South Centre, 2000), pp. 20-21.
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Developing Countries: Can They Promote Access to Medicines? (Geneva: South Centre,

2006), p. 22.
" UNCTAD-ICTSD, Resource book on TRIPS and Development

(Cambridge: Cambridge University Press, 2005), p. 356.
" United States Code Title 35 - Patents, § 100(b)
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use of a known process, machine, manufacture, composition of matter, or material.”
(emphasis added).

" European Patent Convention, Art. 52(4)
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" World Patent & Trademark News, “Provisions for First Medical Use, Second
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" Ibid.
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\T9RT9INUDY Art. 27.1, W. 164.

“For the purposes of this Article, the terms “inventive step” and “capable of
industrial application” may be deemed by a Member to be synonymous with the terms
“non-obvious” and “useful” respectively.”.

# United States Code Title 35 - Patents, § 103(a)

“(a) A patent may not be obtained...if the differences between the subject
matter sought to be patented and the prior art are such that the subject matter as a
whole would have been obvious at the time the invention was made to a person having
ordinary skill in the art...”.

2 Katsuya Saito and Rosemary Sweeney, “Assessment of Inventive Step or
Obviousness in the United States, Europe, and Japan,”

<http://Mmww.law.washington.edu/casrip/harmonization/PDF/obviousness.pdf>, p. 2, April 2007.
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2 European Patent Convention, Art. 56

“An invention shall be considered as involving an inventive step if, having
regard to the state of the art, it is not obvious to a person skilled in the art...”.

2 Katsuya Saito and Rosemary Sweeney, supra note 24, p. 3.

2 European Patent Office’s Guidelines for Examination, Part C-IV, 4.1

“An invention shall be considered as susceptible of industrial application if it

can be made or used in any kind of industry, including agriculture”.
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“...and may require the applicant to indicate the best mode for carrying out
the invention known to the inventor at the filing date or, where priority is claimed, at the

priority date of the application.”.
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* WTO Panel Report, “Canada — Patent Protection of Pharmaceutical
Products,” (Panel Report: 7 June 2000), (WT/DS114/R), para. 7.20

“...The three conditions are cumulative, each being a separate and
independent requirement that must be satisfied. Failure to comply with any one of the
three conditions results in the Article 30 exception being disallowed.”.

* Ibid., para. 7.21

“The three conditions must, of course, be interpreted in relation to each
other. Each of the three must be presumed to mean something different from the other
two, or else there would be redundancy. Normally, the order of listing can be read to
suggest that an exception that complies with the first condition can nevertheless violate
the second or third, and that one which complies with the first and second can still
violate the third. The syntax of Article 30 supports the conclusion that an exception may
be “limited” and yet fail to satisfy one or both of the other two conditions. The ordering
further suggests that an exception that does not “unreasonably conflict with normal
exploitation” could nonetheless “unreasonably prejudice the legitimate interests of the

patent owner”.
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* Ibid., para. 7.30

“...the narrower definition is the more appropriate when the word “limited” is
used as part of the phrase “limited exception”. The word “exception” by itself connotes a
limited derogation, one that does not undercut the body of rules from which it is made.
When a treaty uses the term “limited exception”, the word “limited” must be given a
meaning separate from the limitation implicit in the word “exception” itself. The term
“limited exception” must therefore be read to connote a narrow exception - one which
makes only a small diminution of the rights in question.”.

* Ibid., para. 7.54
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“The Panel considered that “exploitation” refers to the commercial activity
by which patent owners employ their exclusive patent rights to extract economic value
from their patent.”.

% Ibid., para. 7.55

“The normal practice of exploitation by patent owners, as with owners of any
other intellectual property right, is to exclude all forms of competition that could detract
significantly from the economic returns anticipated from a patent's grant of market
exclusivity.”.

" Ibid., para. 7.69

“To make sense of the term “legitimate interests” in this context, that term
must be defined in the way that it is often used in legal discourse - as a normative claim
calling for protection of interests that are “justifiable” in the sense that they are
supported by relevant public policies or other social norms.”.

* Ibid.
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dannnluandananalanansandediedeiiasresdailszaianglsl™ (European
Community)  wazeeszinAnauian® udaiAasndudnualselasisuteusssuniu
ngunnetesaNdNalsrlemifuTeusssuaNnguna el eNau (legitimate interests of
third parties) TuAvuuNneaes Article 30 Widuldluwwinianisnaanzesuauinn® Suf

PaNnaAN RN TiTIE T ST TN ANNN N8 TRAIAN AU

“...We may take as an illustration one of the most widely adopted Article 30-
type exceptions in national patent laws - the exception under which use of the patented
product for scientific experimentation, during the term of the patent and without consent,
is not an infringement. It is often argued that this exception is based on the notion that a
key public policy purpose underlying patent laws is to facilitate the dissemination and
advancement of technical knowledge and that allowing the patent owner to prevent
experimental use during the term of the patent would frustrate part of the purpose of the
requirement that the nature of the invention be disclosed to the public.”.

* Ibid., para. 7.62

“...The EC first argued that the only relevant “third parties” for the purpose
of Article 30 are the patent owner's competitors - in the case of pharmaceutical patents
the generic drug producers,...”.

“Ibid., para. 7.67

“...Canada took the paosition that general societal interests, and particularly
interests connected with health policy, were within the ambit of the term “third parties”...”.

“"Ibid., para. 7.83

“Consequently, having considered the two claims of “legitimate interest” put
forward by the EC, and having found that neither of these claimed interests can be
considered “legitimate interests” within the meaning of the third condition of Article 30 of
the TRIPS Agreement, the Panel concluded that Canada had demonstrated to the
Panel's satisfaction that Section 55.2(1) of Canada's Patent Act did not prejudice

“legitimate interests” of affected patent owners within the meaning of Article 30.”.
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“ Ibid., para. 7.69.
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‘" CRS Report for Congress, supra note 45, p. 23.
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“® Ashurst Newsletter, “The Bolar Clause: bringing the European generic
pharmaceuticals industry into line with the US?,”
<http://www.ashurst.com/doc.aspx?id_Content=1659>, August 2006.

“ United States Code Title 35 - Patents, § 271(e)(1).

* Canada Patent Act (1985), Art. 55.2(1)

“It is not an infringement of a patent for any person to make, construct, use
or sell the patented invention solely for uses reasonably related to the development and
submission of information required under any law of Canada, a province or a country
other than Canada that regulates the manufacture, construction, use or sale of any
product.”.

*"WTO Panel Report, supra note 32, para. 7.50

“In sum, the Panel found that the regulatory review exception of Section
55.2(1) is a “limited exception” within the meaning of Article 30 of the TRIPS Agreement.”.

* Ibid., para. 8.1(1)

“Section 55.2(1) of Canada's Patent Act is not inconsistent with Canada's

obligations under Article 27.1 and Article 28.1 of the TRIPS Agreement.”.
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* Christopher Garrison, Exceptions to Patent Rights in Developing

Countries (Geneva: UNCTAD-ICTSD, 2006), p. 50.
o European Community Patent Convention (1989), Art. 27(c)

“The rights conferred by a Community patent shall not extend to:

(c) the extemporaneous preparation for individual cases in a pharmacy of a
medicine in accordance with a medical prescription nor acts concerning the medicine
S0 prepared;...".

*Chairman of Negotiating Group on Trade-Related Aspects of Intellectual
Property Rights, including Trade in Counterfeit Goods Report to the Group of
Negotiations on Goods, 23 July 1990 (WTO Document, MTN.GNG/NG11/W/76).

% Christopher Garrison, supra note 53, p. 7.
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*" United Kingdom Patents Act 1977 (as amended 2006), Sec. 60(5)(c)
“An act which, apart from this subsection, would constitute an infringement

of a patent for an invention shall not do so if -

(c) it consists of the extemporaneous preparation in a pharmacy of a
medicine for an individual in accordance with a prescription given by a registered

medical or dental practitioner or consists of dealing with a medicine so prepared;”.

% Christopher Garrison, supra note 53, p. 8.
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** Paris Convention, Art. 5A.

* Carlos Correa, “Intellectual property rights and the use of compulsory
licenses: options for developing countries,” (Geneva: South Centre, 1999), (Trade-
Related Agenda, Development and Equity (T.R.A.D.E.), Working Papers No. 5), p. 3.

* §rauda 1F9es90 22, Art. 31, 1. 165.

* Nuno Pires de Carvalho, supra note 3, p. 317.
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" Frederick M. Abbott, Parallel Importation: Economic and social welfare

dimensions (Canada: International Institute for Sustainable Development, 2007), p. 5.
"® United States Code Title 35 - Patents, § 271(a)
“(a) Except as otherwise provided in this title, whoever without authority

makes, uses, offers to sell, or sells any patented invention, within the United States, or
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° Treaty Establishing The European Community, Art. 28

“Quantitative restrictions on imports and all measures having equivalent
effect shall be prohibited between Member States.”.

" g3t nWAS, “pdnnesz iAWl reAnalunineRumatioyan - anslunns

MU, (NYINUSHILUNG A HRAANGRT NANINYIAITITNAARS, 2544), 1. 21.
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* Law on Patents and Utility Models of Argentina, Sec. 36(c)

“The right conferred by a patent shall have no effect against:

(c) any person who acquires, uses, imports or in any way deals in the
product patented or obtained by the patented process once the said product has been
lawfully placed on the market in any country; placing on the market shall be considered
lawful when it conforms to Section 4 of Part Il of the Agreement on Trade-Related

Aspects of Intellectual Property Rights;”.



