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Introduction

Introduction

patents - as well as other intellectual property rights - confer exclusive rights-

This means that the title-holder may e*ilude competition in the manufacture and

sale of the protected products ind, therefore, control the production and

distribution of such products and their prices.

The existence of patents on products or processest may prevent in some cases the

acquisition of ptiut*uceutiCal products at low prices' or in sufficient quantities,

r.r"h as when ihe products are offered at prices that are not affordable to patients

or government purchasing agencies, or the patent owner has no capacity to

timely deliver the needed products. In these cases, patent owners may exercise

their exclusive rights and prevent supplies from alternative sources.

Like other rights, however, patent rights are not absolute. There are situations in

which their exercise can be limited to protect public interests. Such situations

may arise, in particular, in the area of public health, when access to needed

pharmaceuticai products must be ensured. "Compulsory licences" and
;government ,m" fo. non-cofiunercial purposes" (hereinafter referred to as

"[orr"**ent use") are mechanisms provided for in most laws worldwide to limit
tf,e exercise of exclusive patent rights - under the circumstances specified in the

respective laws - which cin rp".ifically be used to address public health needs.

For the purposes of this document:

"Compulsory licence"' is an authorization given by u national authority to a
naturil or llgd person for the exploitation, without the consent of the title-

holder, of the;ubject matter protected by a patent in order to attain certain public

policy objectives.

"Government use"n is an act by the govemment authorizing a government

department to exploit by itself or through a contractor a patented invention

without the consent of the title-holder.

The right of States to limit the use of patents through cornpulsory licences has

been r6cognized since the end of the 19th century. Th"y were incorporated into

the paris Convention for the Protection of Industrial Property (Paris Convention)

in L1ZS, and thereafter in most national laws. Compulsory licences and

government use have become regular features in patent laws all over the worldu.

t In some countries, patents on the therapeutic indication or use of products are also allowed by

the national law., Of course, there are other factors that affect prices of pharmaceutical products. See, e.g.

WHO/IVTO Workshop on Differential Pricing and Financing of Essential Drugs, available at

http ://www. wto.org/english/tratop-elTRlPs-e/tn-hosbj or-e.htm.

'Often also called a "non-voluntary licence".
o Also called "Crown use" under British and Commonwealth legislation.
u 

See, e.g. Corre a C. Intellectual propere rights and the use of compulsory licenses: options for
developing countries. Trade-Related Agenda, Development and Equity, Working Papers.

Geneva. South Centre, 1999: Reichman J. and Hasenzahl C. Non-voluntary Licensing of Patented
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The right to use such mechanisms
Organization (WTO) Agreement on
Property Rights (TRIPS) in 7994u.

was recognized in the World Trade
Trade-Related Aspects of hrtellectual

The concerns of developing countries about the possible impact of patents in the
pharmaceutical sector led the WTO to adopt, in November 200I, the Doha
Declaration on the TRIPS Agreement and Public Health'. The Declaration
confirmed, inter alia, that the granting of compulsory licences (and government
use) was one of the clearly admitted flexibilities under the TRIPS Agreement',
and that WTO Members were free to determine the reasons for the gianting of
such licences (see Box).

Compulsory licences and government use can be utilized in relation to any of the
rights conferred by a patent, including the manufacture, importation or
exportation (subject to the limitation imposed in Article 31(0 of the TRIPS
Agreement) of patent-protected producti'o, and with regard to att kinds of
products, including medicines, vaccines and diagnostic kits.

The present Guide aims to provide practical advice to governments, purchasing
and funding entities and NGOs about the modalities for the application o]
compulsory licences and the utilization of government use provisionJ. It focuses
on the utilization of such mechanisms for the purchase and importation of patent-
protected pharmaceutical products". It contains two sections: in the first section,
the application for and granting of a compulsory licence is dealt with; and the
second section considers the case of government use, subject to the general

Inventions: historical perspective, legal framework under TRIPS and an Overview of the Practice
in Canada and the USA . UNCTAD-ICTSD Issue Paper N" 5, Geneva, 2003; Battling HIV/AIDS.
A Decision Maker's Guide to the Procurement of Medicines and Related Supplies. Washington,
DC, The World Bank, 2004.
6 Article 3l of the TRIPS Agreement, however, does not refer to "compulsory licences" but to
"other use without authorization of the right holder". This provision applies to both compulsory
licences and government use.
' WTA4IN(01)/DEC[W12,14 November 2001, available at www.wto.org (full text in Annex I).* On TRIPS flexibilities, see Globalization and Access to Drugs: Perspectives on the WTO/TRIpS
Agreement. Health Economics and Drugs Series No. 7, Revised. Geneva, World Health
Otganization, 1999 (WHO/DAP/98.9); Musungu S, Oh C. The use of flexibilities in TRIpS by
developing countries: can they promote access to medicines? Study commissioned by the WHO
Commission on Intellectual Property Rights, Innovation and Public Health (CIPIH). 2006.
Available at www. who.int/intellectualproperty/studies/en/index.html.
n Article 31(f): "any such use shall be auttrorized predominantly for
market of the Member authorizins such use".

the supply of the domestic

t0 The expression "patent-ptott"t"d products" includes patents on products as such, as well as
products directly obtained by a patented process. See Article 28.1(b) of the TRIPS Agreement.
" As a result, this Guide does not consider aspects that would be particularly important for the use
of such mechanisms for the production of pharmaceutical products.

Doha Declaration on the TRIPS Agreement and public Health:
Sub-paragraph 5 (b)

5. Accordingly and in the light of paragraph 4 above, while maintaining our
commitments in the TRIPS Agreement, we recognize that these flexibilities
include: ...

b. Each Member has the right to grant compulsory licences and the freedom to
determine the grounds upon which such licences are sranted.
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conditions established by domestic legislation. The special requirements that

may arise in cases where a compulsory licence is granted in the importing country

in accordance with the waivers approved by the Decision of 30 August 2003

(which address situations of lack of or insufficient manufacturing caPacity in
pharmaceuticals)" are mentioned in the text, wherever aPProPriate.

It is important to note that the concrete apptication and grant will necessarily be

subject to the proaisions of the applicable national law. Therefore, knowledge and

understand,ing of the national law and regulations will be unavoidable in order

to efficiently undertake the proceedings for obtaining and putting into practice

such authorizations.

As already mentioned, the first section deals with compulsory licences and the

second with government use. This sequence has been chosen only for

presentation p.rtpor"rr it does not mean that goverrunents or agencies wishing

io purchase medicines should consider granting a compulsory licence as the first
opiiotr. As explained below, government use may in many cases be the- simplest

and fastest way of purchasing patented medicines, notably because it can be

decided by the goverrunent ex officio without the need for a third party's request

and, if isJued fbr a public non-commercial purpose, without prior negotiation

with the patent holder.

tt Article 3lbis of the TRIPS Agreement incorporates the

(WTlLl540, available at www.wto.org). This article is not

WTO Members.

WTO Decision of 30 August 2003

yet in force, pending accePtance bY
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Compulsory licences

Establishing the need to apply for a compulsory licence

The essential precondition for the application of a compulsory licence is that the
required product (or the process for its manufacture) is patented and the
purchasing party is seeking to obtain the product from a source different from
the patent owner, his licensees or other authoized parties. This will occur, for
instance, when the potential supplier is a generic company that has not obtained
a licence, in the importing country, to use the relevant patent(s).

If the product is not patent-protected in the country where the importation will
take place, there is no limitation (stemming from the patent law) to import the
required medicine.

Notes:
1. The need to apply for a compulsory licence would normally arise when there are

releuant patents in force on the products to be purchased. In some situations, there .tnay
be no patents on the products themselaes but on the process for their manufacture". ln
accordance with the TRIPS Agreement, the protection conferred on a process extends to

the product directly obtained with it (Article 28.1(b)). This means that, ez)en if a product
patent does not exist in the importing country, a process patent may be used to preaent

the importation of a product directly obtained abroad with the same process. It is a
matter of proof whether a giaen product has been directly obtained with the patented

process. Article 34 of the Agreement proaides, under certain circumstances, the reaersal

of the burden of proof in cases of infringement of a process patent.

2. In countries uthere patents on second pharmaceutical indications are admitted, a

compulsory licence may also be necessary if the intended use of the product is coaered by

the patent.
3. If the product to be purchased has been commercializedby the patent owner or his

Iicensee(s) in a foreign country, a compulsory licence is not needed if the national
legislation admits "parallel imports", thnt is, if it considers that the rights of the patent
owner haae been exhausted with the sale of the product in a foreign country'+. Depending
also on the national law (of the importing country), parallel imports may also take place

rahen the supplier is authorized to commercialize or distribute the product under a

compulsory licence in the exporting country".
4. It should be noted that patents are territorial, that is, they are only aalid in the

specific countries where they haae been applied for and granted. Therefore, there is no

need to apply for a compulsory licence if the patent is not in force in the country of
importation, irrespectiae of the existence of such patent in other countries.

t' Often patents are hybrid, that is, they include claims on both products and processes (and, where

allowed, therapeutic uses of the product).
14 On parallel imports see, e.g. Correa C. "The TRIPS Agreement: how much room for
maneuver?" Journal of Human Development, UNDP, CARFAX Publishing,200l, vol.2, No. 1.
rs While there are opposing views on the consistency of this possibility with the TRIPS
Agreement, such imports may in some cases be important to secure the supply of low-priced
pharmaceutical products.
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5. lrrespectiae of zahether or not pfltents are in force in the releaant country,
compliance Tuith health regulations (such as those requiring the marketing approaal of
medicines) would normally be necessary for the importation and distribution ,f
pharmaceutical products. The facilities proaided by the WHO Prequalification Project,
established in 200L, can be used by countries and procurement agencies to acquire
products that haae been tested and found to meet high quality standards and speed up
access to required productstt.

Special situation of least developed countries

Least developed countries (LDCs) need not implement the obligations under the
TRIPS Agreement relating to patents (and data protection) for pharmaceutical
products until 2076, by virtue of Paragraph 7 of the Doha Declaration on the
TRIPS Agreement and Public Health". This means that LDCs that make use of
this transitional period, need neither grant nor enforce (if granted)
pharmaceutical patents and, therefore, the purchase and importation of such
products can be made without compulsory licences.

LDCs interested in the support of intemational and other organizations in the
purchase of pharmaceutical products, may possibly be required by these
organrzations to state that, in accordance with paragraph 7 of the Doha
Declaration and the Decision of the Council for TRIPS of 27 lune 20A2, they do
not grant or enforce patents on such products. WHO and UNICEF have
collaborated in the drafting of a "Paragraph 7 Model Letter" (see Annex II) which
LDCs may consider using in order to confum that pharmaceutical patents are not
recognized or enforceable in their country. The letter may be signed by any
competent authorlty, as appropriate according to domestic legislation.

Determining the patent status of required products

Although it would seem simple to determine when a compulsory licence is
needed, because there is patent protection, and which patents would be involved,
this is not often the case. It may be difficult to establish the patent status of
pharmaceutical products in developing countries. In these cases, and where
prior negotiation with the patent holder is not required, dn application for a

compulsory licence could be made with regard to all patents that may be
infringed by the importation and use of the required product(s). Although this
approach has not been discussed at the WTO, some countries have already
applied it.

Notes:
1. There are aarious reasons why the identification of patents may be dfficult.
Pharmaceutical companies tend to apply for (and generally obtain) more than one patent

for the same product". Eaen for products that haoe been on the market for a long time, it
is possible to find a multiplicity of patents on aariations thereof, such as dffirent salts,

tu For more information about this Project, see www.who.int.
tt 

See Decision of the Council for TRIPS of 27 June 2002 on "Extension of the Transition Period
under Article 66.1 of the TRIPS Agreement for Least-Developed Country Members for Certain
Obligations with respect to Pharmaceutical Products",lPlcl2s, available at www.wto.org.
t8 For instance, of 403 patented medicines registered in Canada in 2004, 42 had an average of
nearly six patents; 361 medicines had from one to three patents. The highest number of patents on
a single medicine was 13. See Therapeutic Products Directorate Statistical Report 2003. Health
Canada, 27 October 2004 (http://www.hc-sc.gc.caldhp-mps/prodpharma/applic-demande/docs/
patmedbrev/patmrep_mbrevrap_2003_e.html, accessed May 2008).

6
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ethers, polymorphs, etc., or new therapeutic indications. Although in some countries
(e.g. lndia) Iegislation has been adopted to limit the patenting of such aariants (often

called "errergreening" patents) the possibility of finding more than one patent for a giaen

product is considerable.

2. Sometimes patent information aaailable at the patent ffices is incomplete or

dfficult to access (particularly where computerized records do not exist).

3. Moroeaer, data contained in published abstracts of patent applications or grants,

often do not proaide sufficient information to identifu the drug they refer to, especially

when they do not include the International Nonproprietary Names for Pharmnceutical

Substances (/NN).
4. lt should be noted that when patents on specific formulations exist, but the actiae

ingredients are off-patent, there utill be no need to apply for a compulsory licence if a

dffirent formulation can be purchased.

5. lf the existence of a patent releaant for a giaen product has been identified, a

question that may be raised is whether such a patent was aalidly granted or not. In some

cnses, patents are granted without fulfilling the patentability requirements (noaelty,

inoentiae step or non-obaiousness and industrial applicability or utility) and may be

inaalidated upon request. Howeaer, a process for the inaalidation of a patent may take

seaeral years, unless a faster post-grant examination by an administratiae authority
(such as the patent ffice) is permitted under national law.
5. ln applying for a compulsory licence for a particular patent, the applicant might
be deemed as implicitly endorsing its oalidity. When there are doubts in this respect, A

reseraation could be made by the applicant regarding a possible challenge of the ualidity
of the patent, if needed.

7. In some cases, there may be pending patent applications with regard to products

to be purchased. ln these cases, it would not be necessary to apply for a compulsory

licence (nor possible in fact since no patent exists yet). It should be noted, howeaer, that

according to some lauts the applicant may exercise -the rights ordinarily conferred on a
patent owner after the pubtication of the apptication'n, ruhile under other laws the patentee

may, after the grant of the patent, claim for a compensation with regard to acts conducted

by a third party before the grant.
8. One of the reasons, admitted in most national laws, for the inaalidation of a
patent is the lack of payment of maintenance fees (that is, fees that must be paid by the

patent owner to keep a patent in force). In many countries, patents automatically lapse if
such fees haae not been paito. A quick inuestigation with the national patent ffice is

therefore recommended, to establish if the maintenance fees haae been paid for the

identified patents and, therefore, whether or not they remain in force.
9. It is also of note that under rnany laws a third party can file an opposition to or

make obseraations on a patent application, indicating reasons why the patent should not

be granted.

Searchirg patent data

The k"y issue for the purpose of applying for a compulsory licence is to
determine, as mentioned, the existence of valid and enforceable patents in the
importing country.

tn See, e.g. Section 46 of the Patent Act of Philippines - Rights Conferred by a Patent Application
After Publication.' "The applicant shall have all the rights of a patentee under Section 76 against

any person who, without his authorization, exercised any of the rights conferred under Section 71

of this Act in relation to the invention claimed in the published patent application, as if a patent

had been granted for that invention".

'o In some countries, however, national laws allow for a grace period; if payment of the fee takes

place within that period, the validity of a patent may be restored.
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The most straightforward way to determine whether a relevant and valid patent
exists and whether a compulsory licence is needed, is to consult the patent office
about existing patents on a given product. Patent offices may take, however,
from a few weeks to several months to undertake the search and, in many cases,
the results may not be conclusive due to the lack of appropriate records.

The fact that a patent on a given product or process has been applied for or
granted in another jurisdiction (e.g. by the US Patent and Trade Mark Office or
the European Patent Office) may provide an indication that an equivalent patent
may be found in the potential country of importation. However, patents are
territorial in nature, and there should be no automatic assumption that a patent
applied for or granted in a foreign country has been applied for or granted
domestically.

Notes:
7. There are seaeral databases that can be accessed in order to search data on patents
in particular jurisdictions, such as esp@cenet for the European Patent Office,
http://www.uspto.goa for US patents, and many web pages of other national patent

ffices. There are also a number of priaate databases that can be Accessed, normally for a

ftr-
2. The Patent Cooperation Treaty (PCT) allows for "international applications" for
patents in which the countries (which must be PCT members) where the applicant
intends to file a patent are designated. The PCT ffirs an Online File Inspection System
that permits interested parties to search more than one million international patent
appli c ation s (ht tp : / /www .wip o .int /p c t db / en / s e ar ch- ada . j tp ) .

3. lnformation regarding the patent status of medicines in deaeloping countries is

often neither readily accessible nor aaailable in an easily-understood form. In the interest
of facilitating the attailabilitV of up-to-date and accurate information on the patent status

of essential medicines in deaeloping countries, WHO, in conjunction with Mddecins Sans

Frontidres (MSF) and UNAIDS, has published a patent table uhich lists the patent
status tf a number of essential medicines, including antiretroairals, in selected

deaeloping countries2l. WHO is undertaking work to expand the patent table, so as to
increase the number of medicines and the list of countries.

Establishing whether the acts to be performed are subject to patent
rights

Another important consideration to establish the need for a compulsory licence is
whether or not the intended acts will constitute an infringement of a patent, if it
exists. Most patent laws provide exceptions to the patentee's exclusive rights
with regard to certain acts, such as

a

a

a

Note:

research or experimentation
acts done for private use and with non-commercial purpose
submission of information (and samples) to obtain the marketing
approval of a pharmaceutical product before the expiry of the patent".

tt 
See Determining the patent status of essential medicines in developing countries. Health

Economics and Drugs Series N" 17. Geneva, World Health Organization,2OO4
(WHO/EDM/PAR/2004. 6).

" Thi. exception is generally known as "early working", regulatory review or "Bolar exception"

8
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Except if admissible as parallel imports, the importation of a large number of products

would fatt under the exclusiae rights conferred by a patent. Before applying for a

compulsory licence, howeaer, the national laut should be checked to determine whether the

importation of products made for non-profit couldbe deemed an act exempted fto* patent

rights.

Articulating the grounds for compulsory licences

As mentioned., most patent laws in the world" provide for the granting of
compulsory licences (and goveffunent use). However, the grounds under which
such licences may be conferred vary from country to country. The Doha
Declaration confirmed the right of WTO Members to determine such grounds.
Th"y may include, for instance, some or all of the following:

a

a

o

a

a

a

a

national emergency or situation of extreme urgency
dependency of patents
licences to remedy anti-competitive practices
lack of or insufficient working of the patent
refusal to deal
public interest
public health.

Not only may the grounds for granting a comPulsory
way in which such grounds are applied. For instance/
working is deemed to refer, in some jurisdictions (e.g.

exploitation of the patent in the national terriIory, while
be justified merely through importation".

As a result of these variations, before applying for a

specific grounds that may support its grant under the
should be carefully examined.

licence vary, but also the
the lack of or insufficient

Brazrl) to the industrial
in others working may

compulsory licence the
applicable national law

7. The grounds inaoked for granting a compulsory licence should normally be

indicated in the application. ln some cases, more than one ground may apply.

2. In some countries, the situations of "emergency" mny need to be formally
declared by a competent authority, while in others its existence can be determined by the

authority granting the compulsory licence.

Compulsory licence solely for importation

The text of the TRIPS Agreement is open with respect to the rights that can be

exercised by the beneficiary of a compulsory licence. It may be granted only for
importation'n.

WTO Members with insufficient or no manufacturing capacity in the

pharmaceutical sector that have notified their intention to use the mechanism

t' The interpretation of Articte 27.1 of the TRIPS Agreement in this regard is, however,

controversial. See, e.g. the WTO document Brazil - Measures Affecting Patent Protection, WT/DS
l99ll and 4.
to So*e national laws seem to require local production of the protected product but, as mentioned,

this is not required by the TRIPS Agreement.



Guide for the application and granting of compulsory licences and authorization of government use of
pharmaceutical patents

established by Article 31bis of the TRIPS Agreement, are bound to notify the
Council for TRIPS of the following:

(i)
(ii)

the names and expected quantities of the product(s) needed;
confirmation that the importing Member in question, other than a

least developed country Member, has established that it has
insufficient or no manufacturing capacities in the pharmaceutical
sector for the product(s) in question in one of the ways set out in
the Appendix to the Annex to Article 3lbis of the AgreemenU and
confirmation that, where a pharmaceutical product is patented in
its territory, it has granted or intends to grant a compulsory
licence in accordance with Articles 31 and 3lbis of the Agreement
and the provisions of its Annex.

(iii)

Notes:
1. The possibility of granting compulsory licences solely for importation has been

confirmed beyond any doubt by paragraph 5 of the Doha Declaration on the TRIPS
Agreement and Public Health and the subsequent WTO Decision of 30 August 2003",
incorporated on 6 December 2005 into the TR/PS Agreement as Article 31bis."
2. lt is important to note thnt, in the case of application of Article 31bis of the
TR/PS Agreement, the "expected quantities of the product(s) needed" haue to be

indicated in the notification to the Council for TRIPS, but this is not a requirement for
the granting of the compulsory licence itself.

Applying for a compulsory licence

Who can apply?
In principle, any interested parry may request the granti.g of a compulsory
licence. However, some national laws impose specific requirements on
applicants, such as proof of technical or economic capacity to utilize the licence.

Compulsory licences for the production or importation of pharmaceuticals may
be applied for by commercial entities, as well as by any other natural or legal
person that complies with the requirements established by the national law.
NGOs and international organizations may apply for such licences, if allowed
under their respective bylaws or statutes, subject to the applicable national law.

Notes:
1. A compulsory licence may be applied for by any natural or legal person with an
interest in the execution of the licence.
2. International organizations that are actiae in the purchasing and distribution of
pharmaceutical products may apply for a compulsory licence. Th"y may also act on
behalf of the goaernment or other parties. As mentioned below, they may act as

contractors or agents of goaernments in the case of goaernment use".

" See WTIL1540, available at www.wto.org and Correa C. Implementation of the WHO General
Council Decision on paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public
Health. Health Economics and Drugs Series N' 16. Geneva, World Health Organization,2OO4
(wH O/EDM/PAR/2004. 4 ).
tu As noted, this amendment is still subject to acceptance by Members in accordance with WTO
rules.
tt 

See the section on sovernment use below.

10



When can a compulsory licence be applied for?
In many cases, such as when UN and other purchasing agencies intervene, the
acquisition of pharmaceutical products is done through bidding procedures. In
these cases an apparent dilemma may be faced by potential suppliers: an offer for
sale may be deemed a patent infringement", although it would be extremely
costly and cumbersome, and in the last instance a wasteful exercise, to apply for
a compulsory licence just to make an offer that may be accepted or not.

This problem may be addressed by including in all offers under bidding
procedures a disclaimer indicating that the offer is conditional and subject to the
granting of a compulsory licence, if the offer were accepted by the purchasing
pary. Such a disclaimer would make clear that the supplier does not intend to
supply a patent-protected product unless the respective authorization is given.

How should the application be made?
The procedures to obtain a compulsory licence are governed by national laws.
The application must comply with the required formalities and procedures.
Important issues to consider include:

. which is the competent authority to grant a compulsory licence?
o requirements about domicile
. documentation about the applicant
. justification of the application
. proof of economic or technical capacity, where required
. identitication of products(s) and of the patents involved, if known
. identification of the title-holder(s)
o unsuccessful prior request, where necessary, to the patent owner for a

voluntary licence on reasonable corunercial terms
. scope and duration of the compulsory licence.

Which is the competent authority to grant a compulsory licence?
A compulsory licence must be granted by a national authority with legal
competence to that effect. The institutional models vary considerably in this
regard.

In most countries, compulsory licences are granted by a department of the
executive branch. There are cases, however, where such competence lies with
judicial courts.

In the case of a grant by the executive branch, there may be one or more offices or
departments involved. Thus, in some cases, the grant is made by the patent
office. Often, however, other departments need to be consulted or intervene,
such as the departments of health or trade.

Notes:
1. The institutional setting for the granting of a compulsory licence must be

properly examined. ln some cases, the interaention of the Ministry of Health is required,

when the compulsory licence is grounded on public health considerations.

2. ln administratiae procedures the seraices of legal prrtssionals are not generally
required, and a certain degree of informality is admitted. lf judicial courts interaene,

howeaer, the support of an attorney raill normally be required.

tt See Article 28.1 of the TRIPS Agreement, which includes "offering for sale" as one of the acts

that can be prevented by the patent owner.
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D omicile or e st ablishment
Unless otherr,rrise determined by the national law, a compulsory licence can be
requested by an applicant with or without domicile or establishment in the
country where the compulsory licence is sought. However, the national law may
require the designation of an address for service or the appointment of an agent
to act before the administration or court.

ldenffication of the applicant
Under most legal systems, the applicant, if not a natural person, will have to
submit copies of the statutes or bylaws. In addition, the person acting as an
agent of the applicant will have to demonstrate his capacity to do so.

Note:
It should be recalled thnt, according to the TRIPS Agreement, a compulsory licence is
non-assignable (that is, it cannot be used by a person other than the applicant). It can
only be assigned with that part of the enterprise or goodutill which enjoys such use
(Article 31(e) of the TR/PS Agreement).

lustification of the application
The application for a compulsory licence should, to the extent possible,

. indicate the specific legal provisions on which its grant is sought
o provide a brief justification of the reasons for the request.

The justification needs to show the extent to which the application falls under the
applicable provisions of the law. It should also briefly explain the motivation for
the granting of the licence. These elements in the application may help the
competent national authority to speed up the granting procedures.

Notes:
1. Since compulsory licences are a legitimate means to achieae public policy
objectiaes, goaernments should act according to the presuiptions of the national law, in
conformity with the standards set out by the TRIPS Agreement.
2. The granting tf a compulsory licence should be seen as an ordinary
administratiae or judicial act, and be considered only in the light of the releaant legal
requirements. Howeaer, the issue is politically sensitioe. Although not a party in the
procedures, goaernments of the companies eaentually fficted by a compulsory licence
may inaolue themselaes in discussions and other actions regarding the licence. ln a rule-
based system, the granting gouernment should decide on the basis of the applicable legal
requirements and the merits of the case.

Proof of economic or technical capacity, where rcquired
Some national laws require that the applicants for compulsory licences
demonstrate a technical or economic capacity to execute the compulsory licences
they have applied for. The evidence to be provided will vary depending on
whether the purpose of the licence is to manufacture or to import the protected
product. While in the former case the availability of manufacturing facilities
(owned or not by the applicant) may have to be shown, in the latter it may be
sufficient to indicate that the applicant is a legally established entity with a

credible capacity to finance and undertake the acquisition and distribution of the
relevant products.

12
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Identification of products(s) and of the patents inooloed, if known
As discussed above", it is frequently difficult to identify the patent or patents in
force in a given country with regard to certain products. This should not be a
deterrent for the application for and granting of a compulsory licence, as the
proper identification of the product (by its generic name) would be sufficient to
establish the scope of the licence.

A compulsory licence may be applied for with regard to the whole subject matter
covered by u patent (e.g. all forms of administration of a drug) or be limited to a
sub-set of modalities in which the patented product may be presented (e.g. oral
formulations). This will depend on the evaluation of the applicant in the light of
the health needs to be addressed.

I dentific ati on of title-hol der(s)
An application for a compulsory licence should ideally identify the owners of all
the relevant patents. The lack of a precise identification of such patents,
however, should not be a deterrent for the application for, and granting of, the
compulsory licence.

Notes:
1. In the absence of identification of the title-holders, the prior request for a

aoluntary licence (where applicable, as discussed below) may not talce place. Negotiation
(where proaided for under national laras) between the applicant and the title-holder(s) on

a mutually agreeable remuneration for the use of the patent, may not be possible either.

2. If the title-holders are not identified at the time of the granting of the compulsory
licence and when payments of the remuneration are due (see below), the compulsory
licensee may haae to deposit (judicially or otherwise) the corresponding amounts.

Payment may be calculated on the basis of the product supplied under the compulsory
Iicenceto.

Prior request for a ooluntary licence
In conformity with Article 31(b) of the TRIPS Agreement, in some cases there is a
need to request a voluntary licence from the patent owner before a comPulsory
licence is applied for. Wherever this requirement applies, the applicant may
need to prove that: (a) the patent owner has refused to grant a voluntary licence
on reasonable conunercial terms within a reasonable period, or (b) the patent
owner has not replied to such a request after the expiry of a reasonable period.

The request to the patent owner for a voluntary licence may include:

identification of the product(s)
purpose of the licence (e.g. manufacture, importation, non-profit
distribution)
designation under which the product(s) will be distributed
remuneration to be paid
duration of the licence (for instance, until the expiry of the relevant
patent(s)).

a

a

a

a

a

tn 
See page 6.

'o For methods that may be used to determine the
Remuneration guidelines for non-voluntary use of a
Economics and Drugs Series No 18. Geneva,
(wHo/TCI\{/2005. 1 ), 83-85.

remuneration to be paid, see Love J.

patent on medical technologies. Health
World Health Organization, 2005
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The evaluation of whether a voluntary licence has been requested or offered on
reasonable commercial terms will lie with the competent authority for the
granting of the compulsory licence. A.y decision in this regard should be taken
in line with commercial practice while taking into account the public health
objectives that could be attained with the compulsory licence". The critical
criterion will generally be the level of offered remuneration, which may be
determined accordiog to the methods described below.

Some national laws establish the period within which the patent owner is bound
to indicate its acceptance or refusal to grant a voluntary licence on reasonable
cofiunercial termst'.

It is important to note that the prior negotiation of a voluntary licence is not
required, in accordance with the TRIPS Agreement (and, most probably, the
applicable national law), when a compulsory licence is applied for in order to:

. address a national emergency or other circumstances of extreme urgency

. remedy anti-competitive practices.

However, in these cases the right holder shall be notified as soon as reasonably
practicable about the granting of a compulsory licence.

Notes:
1. A request to obtain a aoluntary licence should alutays be made in a written form,
ensuring that the reception of the request by the addressee can be proaen, if necessary.
2. In the case of goaernment use for non-commercial purposes, there is no need to
preaiously request a aoluntary licence justification of the application (see section on
goaernment use below).

Scope and duration of a compulsory licence
Depending on national law, the act granting a compulsory licence may be
conceived in broad terms and allow for the exercise of the rights of making,
using, offering for sale, selling, or importing for these purposes the covered
product(s) for the full term of the patent. It may also limit the licence to some of
such rights or to a period shorter than the life of the patent or to some claims or
fields of use of the patent.

Beneficiaries of a compulsory licence can also export, provided that they
predominantly supply the domestic market of the country where the licence has
been granted (Article 31(0 of the TRIPS Agreement)". This limitation, however,
does not apply i. cases where the compulsory licence is granted to remedy anti-
cornpetitive practices (Article 31(k) of the TRIPS Agreement).

" See paragraph 4 of the Doha Declaration on the TRIPS Agreement and Pubtic Health, which
states: "We agree that the TRIPS Agreement does not and should not prevent Members from
taking measures to protect public health. Accordingly, while reiterating our commitment to the
TRIPS Agreement, we affirm that the Agreement can and should be interpreted and implemented
in a manner supportive of WTO Members' right to protect public health and, in particular, to
promote access to medicines for all".

'2 In Atgentina, for instance, the period to accept or refuse a request for a voluntary licence is 150

$3Vs (Law 24.481, as amended by Lavr 24.572, Article 42).
" This limitation may be waived in accordance with the system adopted by the afore-mentioned
Decision of 30 August 2003, pending the acceptance of the proposed new Article 3Ibis of the
TRIPS Agreement.
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In filing an application for a compulsory licence, the applicant may either request
it without any limitation with regard to the scope of use of the patent or duration
of the licence, or deliberately limit the application to certain acts and duration.

In cases, for instance, where the only intended purpose of the compulsory licence
is to import and distribute medicines, this can be explicitly stated in the
application. It is likely that the broader the potential scope of a compulsory
licence, the stronger will be the opposition of the patent owner (and of the host
country's government).

With regard to duration, it is advisable to request the compulsory licence for the
full remaining period of the patent, in order to avoid having to request
extensions or start procedures anew for the granting of a licence.

Notes:
1. lt should be recalled thnt, in all cases, a compulsory licence shall be non-exclusizte
(Article 31(il of the TRIPS Agreement), that is, the patent owner or other licensees
(aoluntary or compulsory) may compete with the beneficiary of the compulsory licence.

2. It should also be borne in mind that, according to some national lauts, a

compulsory licence may be reaoked if not utilized within a certain period.

3. Moreoaer, a compulsory licence is liable, subject to adequate protection of the

legitimate interests of the compulsory licensee, to be terminated if and when the

circumstances which led to it cease to exist and are unlikely to recur. Tlrc competent

national authority shall haae the authority to reaieus, upon motiaated request, the

continued existence of these circumstances (Article 31,(g) of the TR/PS Agreement) and
can, hence, determine in certain cases the termination of the licence.

4. Compulsory licences create an exception to patent rights. The applicant should
not be required to specifu the aalue or quantity of the product(s) to be produced or
imported, or the time or other conditions under which production or importation may
occurto.

Summary

Some of the aspects of the previous analysis on the application for a compulsory
licence are schematically presented in Figure t.

'o It is to be noted, however, that the Decision of 30 August 2003 requires the exporting country
and the supplier to provide certain information about the products to be exported. See, e.g. Correa
C. Implem,entation of the WHO General Council Decision on paragraph 6 af the Doha
Declaration on the TRIPS Agreement and Public Health. Op.cir
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Figure 1.

Filing a request for
a compulsory licence

Procedures for granting a compulsory licence

The procedures for processing an application for a compulsory licence are
exclusively determined by the applicable national legislation. Thuy are subject,
however, to the general obligations relating to the procedures for the
enforcement, acquisition and maintenance of intellectual property rights set out
in Parts III and IV of the TRIPS Agreement. Such procedures shall be "fair and
equitable"'u.

In accordance with some national laws, once an application for a compulsory
licence is filed, the competent authority should notify the patent owner and seek
an agreement with the applicant about the level of remuneration to be paid.
Since the requested licence is compulsory, the patent owner - who is not a party
to such procedures - should not be allowed to make other submissions that
interfere with the procedures.

In some cases, decisions about the granting of compulsory licences should be
made within periods specifically provided for by the national law or regulations.
If such periods are not provided for, the general administrative (or judicial)
procedural rules will apply. In any case, it is of note that Article 41,.2 of the
TRIPS Agreement requires that "Procedures concerning the enforcement of
intellectual property rights shall ... not be unnecessarily complicated or costly, or
entail unreasonable time-limits or unwarranted delays". Although conceived to
protect right-holders, the same treatment should be accorded, in a non-
discriminatory way, to all parties in procedures involving intellectual property
rights.

Degree of discretion left to grant or refuse a licence
When the requirements for the grantittg of a compulsory licence have been
complied with, the competent authority should grant it. While some laws clearly
mandate the granting of a licence in such circumstances'u, in other cases the laws

" See Articles 62.4 and4l.2 ofthe TRIPS Agreement.

'u See, e.g. Sectio n 2I.04 of Canadian Bill C-9 ("An Act to amend the Patent Act and the Food and

Drugs Act") which implements the WTO Decision of 30 August 2003.
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leave more room for the exercise of discretion by said authority. While the TRIPS

Agreement is merely permissive, from a public health perspective, such
discretion may be deemed limited by the State's obligation to protect pub{c
health and respect patients' human right to have access to affordable medicines".

Validity of the act granting a colltpulsory licence
The administrative (or judicial) act granting a compulsory licence should
generally contain:

. legal background and justification for the granting of a compulsory
licence

. identification of the product(s) and of the patents involved, if known
o remuneration to be paid to the patent owner
. scope (e.g. production, importation) and duration of the licence.

Like any other administrative (or judicial) act, the validity of an act conferring a
compulsory licence may be subject to challenges by the patent owner or other
interested parties, in accordance with the general rules applicable to
administrative or judicial procedures. The TRIPS Agreement specifically
provides that "the legal validity of any decision relating to the authorization of
such use shall be subject to judicial review or other independent review by u

distinct higher authority in that Member" (Article 31(i)).

An appeal questioning the validity of the act granting the compulsory licence
may delay for a long time the execution of the licence and frustrate the purpose
for which it has been sought. Some laws have attempted to avoid this possibility
and only allow for an appeal against the grant of a compulsory licence that does

not suspend its effects", that is, the appeal would not impede the immediate
execution of the licence, at the option of the compulsory licensee.

Note:
The compulsory licence does not need to specifu a determined quantity or aalue of the

product to be produced or imported, including in the case where a licence is granted in an

eligible importing country under the mechanism of the Decision of 30 August 2003
(proposed Article 31bis of the TR/PS Agreement), where applicable.

Remuneration
A key aspect in the granting of a compulsory licence is the determination of the
remuneration to be paid to the patent owner, and the modalities of payment.
Governments have considerable discretion in defining the level and mode of
payment, subject to the general rule that the remuneration is adequate in the
circumstances of each case, taking into account the economic value of the
authorization in conformity with Article 31(h) of the TRIPS Agreement. The level
of remuneration, however, should be reasonable and not frustrate the purpose of
a compulsory licence that is intended to address a public health need, such as

ensuring access to pharmaceutical products at the lowest possible price.

37 The International Covenant on Economic, Social and Cultural Rights recognizes "the right of
everyone to the enjoyment of the highest attainable standard of physical and mental health"
(Article l2.I). In General Comment No. 14 on Article 12, the Committee on Economic, Social

and Cultural Rights enumerates basic obligations that include the provision of essential biomedical
innovations, General Comment ElC.I2l2O00l4, 1 1 August 2000.

'* The TRIPS Agreement does not regulate the effects of judicial or administrative appeals.
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According to the already quoted " Remuneration guidelines for non-aoluntary use of a
patent on medical technologies", the following are some of the methods of
calculation that may be reasonably applied to determine the level of
remuneration:

a) The L998 Japan Patent Office (JPO) Guidelines (applicable to
government-owned patents) allow for normal royalties of 2 to 4/" of the
price of the generic product, and can be increased or decreased by as
much as2"/", for a range of A to 6"/".

b) The 2001, United Nations Development Programme (UNDP) Human
Development Report proposed a base royalty rate of 4/" of the price of the
generic product. This can be increased or decreased by 2/", depending
upon such factors as the degree to which a medicine is particularly
innovative or the role of goverunents in paying for research and
development.

c) The 2005 Canadian Government royalty guidelines for compulsory
licensing of patents for export to countries that lack the capacity to
manufacture medicines, in accordance with the WTO Decision of 30
August 2003, establish a sliding scale of 0.02 to 4/" of the price of the
generic product, based upon the country rank in the UN Human
Development Index. For most developing countries, the royalty rate is
less than 37". For most countries in Africa, the rate is less than L%.

d) The Tiered Royalty Method is different from the 2001/UNDP,
7998/IPO or 2005/Canadian methods in that the royalty rate is notbased
upon the price of the generic product. hrstead, the royalty is based upon
the price of the patented product in the high-income country. The base
royalty is 4h of the high-income country price, which is then adjusted to
account for relative income per capita or, for countries facing a

particularly high burden of disease, relative income per person with the
disease.

In addition to establishing the level of remuneratiory the act granting a

compulsory licence should specify how the payment will be made, notably:

time of payment
base for the calculation of royalties (the net sales value should normally
be considered)
currency of payrnent
bank account where the payment will be deposited.

The patent owner can appeal a decision granting a compulsory licence with
regard to the remuneration to be paid by the applicant".

Note:
The methods and guidelines summarized aboae may also be used by a would-be applicant
to calculate a reasonable remuneration to be ffired where prior negotiation with the

patent oloner is required.

a

o

a

o

3e Article 31(i) of the TRIPS Agreement: "any
respect of such use shall be subject to judicial
higher authority in that Member".
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Waioer of the obligation to pay remuneration
In the case of a compulsory licence granted under the Decision of 30 August 2003

(o., if accepted, the proposed Article 31"bis of the TRIPS Agreement) the

obligation to pay a remuneration is waived in the importing country when
adequate remuneration pursuant to Article 3L(h) is paid in the exporting country.

Data exclusivity

Article 39.3 of the TRIPS Agreement requires protection of undisclosed test data

against unfair corunercial use. It does not mandate the granting of exclusive
rigf,tr; on the contrary, it is firmly based on the discipline of unfair competition*,
which neither confers property nor exclusive rights4l, but protects against
dishonest commercial practices as defined under national laws. Under this
interpretation, generic competition - which pushes prices down and increases

access to medicines - is not unduly delayed when the products are off-patent
and, hence, freely available for manufacturing and sale.

In some countries, such as the United States, countries of the European Union
and ]apary as well as those that have signed free trade agreements (FTAs) with
the United States, test data relating to pharmaceutical products may be subject to
exclusive rights (data exclusivity). This may mean that, unless clinical trials are

repeated, a third parry may not be able to obtain marketing aPProval for a

product without the authorization of the originator of the data.

In countries where data exclusivity is enforced, the very PurPose of granting a

compulsory licence may be frustrated until the period of data exclusivity ends
(generally after five years counted from the date of approval of the product),
since the beneficiary would not be able to commercialize the product under the
licence without the respective marketing approval. In order to avoid this
situation, an application for a compulsory licence should include, where
necessary, a petition for a waiver of any restrictions that may stem from data

exclusiviff.*

* S"" Article 39.1 of the TRIPS Agreement. For an analysis of this subject, see Correa C.

Protection of data submitted for the registration of pharmaceuticals: implementing the standards

of the TRIPS Agreement. Geneva, South Centre, 2004.
ot Note that there are diverging views on the interpretation of Articte 39.3 among WTO Members.

Thus, the USA and the European Union have argued that it obliges to confer exclusive rights. See,

e. g., WTO documents IP/C/IV/Z9 6 and lP I ClMl3 | .

a2 Such a waiver is explicitly provided for in Article 18 of the Regulation (EC) 816/2A06 adopted

by the European Parliament on "compulsory licensing of patents relating to the manufacture of
pharmaceutical products for export to countries with public health problems". This Regulation
implements the WTO Decision of 30 August 2003 in the European Union.
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Government use

In the case of government use, similar steps and conditions to those described

above for compulsory licences apply. The main difference between comPulsory
licences and government use is that the former is conferred, upon request, to a
third parry, while the latter permits the use of a patent by the government itself
or by a contractor or agent appointed by it.

There is no need for a formal request to the goverrunent, as it can act ex officio to
address identified public health needs. Government use may be utilized, for
instance , for distribution of medicines in dispensaries, hospitals and other
medical institutions owned by or on behalf of the Government.

Government use may have distinct advantages vis-A-vis compulsory licences in
cases where the purchase of pharmaceutical products is made with non-
commercial purposes, since:

o the govemment can act ex officio
. a contractor or agent can be appointed
. there is no need to engage in previous negotiations with the title-holder,

thereby speeding up the process
o national laws can limit the remedies available against government use to

payment of remuneration in accordance with subparagraph (h) of Article
gf of the TRIPS Agreement, that is, no injunctions may be admittedn'.

Who can authorize the use of a patent?

Depending on national laws, government use can be decided in a decentralized
form by different departments or government bodies, or by a particular authority
designated by law. Certainty about competence to give the authorization may
avoid possible challenges to the validity of the act.

Content of an administrative act authorizinggovernment use

The use of a patent by the government requires an administrative act indicating,
at least:

a

a

a

a

a

a

a

a

department or goveffunent body that authorizes the govemment use

legal background
justification of the need to use the patent(s)
identification of product(s)
identification of the patents involved and of the title-holders, if known
remuneration to be paid to the patent owner
scope and duration of the intended use
persons or entities authoized to act as contractor or on behalf of the

government.
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Note:
An administratiae act authorizing goaernment use of a patent does not need to specifu a
determined quantity or aalue of the product to be produced or imported thereunder.

Who can use the patent(s)?

The TRIPS Agreement (Article 31(b)) suggests that, in cases of government use,
the relevant patent(s) may be used by u contractor, as is common practice, for
instance, in the United States*. Moreover, actual use of the patent(s) may be
made by u natural or legal person on behalf of the govemment authorizing the
use.

Notes:
1. Ary natural or legal person designated bV the goaernment may act on its behalf
to execute an authorization of goaernment use.
2. In particular, UN agencies, such as WHO and UNICEF, and NGOs, may act on
behalf of the goaernment in the purchase and distribution of pharmaceutical products,
3. The fact that a commercial entity is inaolaed as a contractor or acts on behalf of
the goaernment does not preaent gouernment use from being qualified as "Tton-

commercial" , to the extent that the patented inaention is used for a public purpose.

Notification of the patent owner

As in the case of compulsory licences, the goveffrnent may authorize the use of
any patents relating to a particular product. As mentioned above, a patent search
to establish which patents are relevant may take a long time and face practical
difficulties.

In accordance with Article 31(b) of the TRIPS Agreement, "in the case of public
non-conunercial use, where the goveffunent or contractor, without making a
patent search, knows or has demonstrable grounds to know that a valid patent is
or will be used by or for the goverrunent, the right holder shall be informed
promptly". This provision suggests that the patent owner can be notified before
or after the use of the patent has commenced, and that this notification should
take place when the right holder has been identified through a patent search or
by other means.

Notes:
7. Patents may be assigned and they often are. Patent laws require that any
assignment be registered in order to be aalid. Therefore, it would not be sufficient to
check the original title of a patent to determine who the right holder is, but the complete

files relating to the patent must be examined.
2. The notification of patent owners does not mean that they may become a party to
whateuer procedures haae been initiated. As in the case of compulsory licences, they
would haae the right to appeal against the authorization to use a patent on grounds of
ualidity of the authorization or the remuneration determined for its use.

* 
See Reichman f. op. cit.
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WonLDTnnDE

OncANIZATIoN

Annex I

WT/MIN(01)/DEC/w/z
L4 November 2001

(01,-5770)

MINISTERIAL CONFERENCE
Fourth Session
Doha, 9 - 14 November 2001,

DECLARATION ON THE TRIPS AGREEMENT AND PUBLIC HEALTH

Adopted on L4 November 2001

1,. We recogrize the gravity of the public health problems afflicting many
developing and least-developed countries, especially those resulting from
HIV/AIDS, tuberculosis, malaria and other epidemics.

2. We stress the need for the WTO Agreement on Trade-Related Aspects of
Intellectual Property Rights (TRIPS Agreement) to be part of the wider national
and international action to address these problems.

3. We reco grize that intellectual property protection is important for the
development of new medicines. We also recognize the concems about its effects
on prices.

4. We agree that the TRIPS Agreement does not and should not prevent
Members from taking measures to protect public health. Accordingly, while
reiterating our commitment to the TRIPS Agreement, we aftirm that the
Agreement can and should be interpreted and implemented in a manner
supportive of WTO Members' right to protect public health and, in particular, to
promote access to medicines for all.

In this connection, we reaffirm the right of WTO Members to use, to the
full, the provisions in the TRIPS Agreement, which provide flexibility for this

PurPose.

5. Accordingly and in the light of paragraph 4 above, while maintaining our
commitments in the TRIPS Agreement, we recognize that these flexibilities
include:
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In applying the customary rules of interpretation of public
intemational law, each provision of the TRIPS Agreement shall be
read in the light of the object and purpose of the Agreement as
expressed, in particular, in its objectives and principles.

(b) Each Member has the right to grant compulsory licences and the
freedom to determine the grounds upon which such licences are
granted.

(c) Each Member has the right to determine what constitutes a
national emergency or other circumstances of extreme urgency, it
being understood that public health crises, including those
relating to HIV/AIDS, tuberculosis, malaria and other epidemics,
can represent a national emergency or other circumstances of
extreme urgency.

(d) The effect of the provisions in the TRIPS Agreement that are
relevant to the exhaustion of intellectual property rights is to leave
each Member free to establish its own regime for such exhaustion
without challenge, subject to the MFN and national treatment
provisions of Articles 3 and 4.

6. We recognize that WTO Members with insufficient or no manufacturing
capacities in the pharmaceutical sector could face difficulties in making effective
use of compulsory licensing under the TRIPS Agreement. We instruct the
Council for TRIPS to find an expeditious solution to this problem and to report to
the General Council before the end of 2002.

7. We reaffirm the commitrnent of developed-country Members to provide
incentives to their enterprises and institutions to promote and encourage
technology hansfer to least-developed country Members pursuant to Article 66.2.

We also agree that the least-developed country Members will not be obliged,
with respect to pharmaceutical products, to implement or apply Sections 5 and 7
of Part II of the TRIPS Agreement or to enforce rights provided for under these
Sections until L fanuary 20L6, without prejudice to the right of least-developed
country Members to seek other extensions of the transition periods as provided
for in Article 66.1 of the TRIPS Agreement. We instruct the Council for TRIPS to
take the necessary action to give effect to this pursuant to Article 66.'1, of the
TRIPS Agreement.

(a)
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Annex lf5

CERTIFICATION OF NON-RECOGNITION AND NON.
ENFORCEABILITY OF PATENTS AND DATA PROTECTION IN

RESPECT OF PHARMACEUTICAL PRODUCTS

Whereas

Further to Paragraph 7 of the Declaration on the TRIPS Agreement and Public
Health adopted by the WTO Ministerial Conference on 1.4 November 2001
(WT/MIN(01)/DEC/W /2), the WTO Council for TRIPS decided on 27 lune 2002
(IP/C/25) that least developed country Members of the WTO need not enforce
patents and data protection with respect to pharmaceutical products at least until
1 ]anuary 20L6.

The 30 August 2003 Decision by the WTO General Council on the
Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement
and Public Health (WT /L/ 540) acknowledged that the system established by the
Decision is without prejudice to the exemption granted to least developed
country Members pursuant to Article 66.'1. of the TRIPS Agreement.

The [insert title of govemment official] hereby confirms that:

(a) patents and data protection with respect to pharmaceutical products shall not
be recognized or deemed enforceable within and with respect to [insert country
namel at least until 1 |anuary 20L6;

(b) importation, manufacfuring, use, sale, and offering for sale of pharmaceutical
products is authorized notwithstanding any patents which may have been
granted or data protection rules which may be applicable with respect to those
products; and

(c) patents and data protection rights may not be enforced by holders thereof
within and with respect to [insert country name] with regard to any actions by
the government or third parties undertaken during the period extending at least
until 1 ]anuary 20L6.

4s There is no guidance from WTO regarding the certification of the non-recognition or
enforceability of patents and data protection pursuant to paragraph 7 of the Declaration on the
TRIPS Agreement and Public Health. This Annex provides a model for such certification, on the
understanding that the legal situation in each country should be assessed in the light of its domestic
leeislation and constitution.
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