Chapter 6

Exception to Patent Rights

MODEL PROVISION:

1. 
Exceptions to exclusive patent rights 

It shall not be an infringement of a patent to use the patented invention without the authorization of the patent holder in any of the following circumstances:

a. 
to carry out any acts related to experimental use on the patented invention, whether for scientific or commercial purposes;

b. 
to make use of a patented invention for teaching purposes;

c. 
to carry out acts, including testing, using, making or selling a patented invention, solely for the purposes reasonably related to the development and submission of information required under any law of the country or of a third country which regulates the manufacture, construction, use or sale of any product;

d. 
to make use of the patented invention in relation to the preparation for individual cases, in a pharmacy or by a medical doctor, of a medicine in accordance with a medical prescription; and 

e. 
to manufacture and export to a third country a patented healthcare invention where the export of the invention addresses a health need identified by the third country, provided that (i) the product is not patented in the third country; or (ii) the government of the third country has authorized use of the patent without consent of the patent owner, and that the production for export of the invention is intended only for the market of the third country.

EXPLANATORY NOTES

A.
EFFECT OF MODEL PROVISION

This model provision provides for the different circumstances in which the exclusive rights conferred by a patent are restricted, in order to allow a third party to make specified and limited use of a patented invention. 

These exceptions to the patent rights are drafted as outright exceptions; that is to say, the exceptions are automatically applicable, without the need for further specific authorization by a court or administrative body, to any person who avails himself of the exception. Once enacted in national legislation, the model provision allows any person to make use of a patent in the manner specified in the provision, during the lifetime of a patent, and such use is not subject to compensation. 

The model provision incorporates five exceptions, as follows: 

(a) 
an exception for experimental use of an invention, which allows the use of a patent in experimentation for both scientific as well as commercial purposes, without the consent of the patent holder;

(b) 
an exception for teaching purposes, so that patented inventions can be used in the course of teaching and for educational purposes;

(c) 
the early-working exception (also known as the Bolar exception), which permits the use of an invention for the purpose of obtaining approval of a generic product before the expiry of the patent. This procedure is intended to enable the marketing of a generic version promptly after the patent protection of the patented product expires. The exception is available with respect to pharmaceutical patents and may also apply to agrochemical and other products requiring administrative approval prior to commercialization1. The use of this exception was the subject of a WTO dispute between the EU and Canada, in which the Canadian legislation that permitted generic manufacturers to carry out experiments and tests required to obtain marketing approval before the expiry of the patent was determined to be TRIPS-consistent (see Section C below for further discussion on the Bolar exception);

(d) 
an exception for individual prescriptions, which allows the use of patented pharmaceutical products in the preparation of individual prescriptions; and 

(e) 
an exception for the production and export of a patented product, which would allow production of medicines for export to a third country, in order to meet a health need in that third country (see Section C and C.1 for a detailed discussion on the debate about this exception). 

B. 
OBJECTIVE AND RATIONALE 

All national patent laws have provisions relating to exceptions to the exclusive rights granted by a patent, although the scope and content of these provisions vary from country to country2. 

Exceptions to the exclusive rights granted by patents are justified on the grounds that in certain circumstances limited use of the patented inventions is required to achieve public policy purposes of encouraging innovation, promoting education and protecting other public interests.

In the context of public health, exceptions to patent rights may be extremely important in facilitating the transfer and diffusion of technologies and in facilitating the production of generic medicines.

C.
TRIPS-COMPLIANCE

Article 30 of TRIPS allows “limited exceptions” to exclusive patent rights, provided that the exceptions satisfy the three-fold test of: (1) not unreasonably conflicting with the normal exploitation of the patent; (2) not unreasonably prejudicing the legitimate interests of the patent owner; and (3) taking into account the legitimate interests of third parties. 

Apart from these three requirements, the TRIPS Agreement does not define the nature and extent of these exceptions, which leaves Members considerable freedom in doing so. Since Article 30 does not spell out the different grounds on which Members may base their exceptions, a number of exceptions meeting the three conditions set out in Article 30 can be envisaged. This does not mean absolute freedom to adopt exceptions at the national level. The most prudent course of action would be to examine existing state practice in this area. Comparative law provides guidance in terms of the exceptions that are commonly allowed and recognized. 

The Doha Declaration on the TRIPS Agreement and Public Health may provide more leeway in the context of determining what exceptions may be justified under Article 30. Paragraph 5(a) of the Doha Declaration states that “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”.  It would appear, therefore, that the objectives and principles of the TRIPS Agreement, as set out in Articles 7 and 8, should now merit proper consideration in determining which exceptions may be deemed to comply with the test in Article 30. The provisions of Articles 7 and 8 speak of principles and objectives related to the promotion of the transfer of technology, the prevention of abuse of intellectual property rights as well as the protection of public health, which in themselves may justify an exception to the patentee’s exclusive rights. 

The model provision incorporates generally accepted and recognized exceptions, adapted from current state practice around the world. One notable exception is the production-for-export exception (in paragraph (e) of the model provision). This exception is currently a matter of discussion in the WTO’s TRIPS Council (see Section C.1 below for a more detailed discussion).

In many national patent laws, there are exceptions to patent rights for cases of experimental use or use for research purposes. In Europe, for instance, case law has admitted the legality of experimental use for commercial purposes3.

It is also no longer disputed that Article 30 of TRIPS allows for exceptions to exclusive patent rights in the case of early working (the “Bolar”-type exception). The first early-working provision was introduced in the Drug Price Competition and Patent Term Restoration Act (1984) of the US, under which a generic producer was allowed to import, manufacture and test a patented product before the expiry of its patent, for the purpose of meeting regulatory requirements4. The ability to do this prior to the expiry of the patent will enable the generic producer to have its product ready for marketing as soon as the patent protection for the original branded product ends.

The compliance of this exception with the TRIPS Agreement was confirmed by a panel decision in 2000, in a case brought by the EU against Canada under the WTO’s dispute settlement mechanism questioning the legality of the Canadian law which allowed not only tests, but also production and stockpiling of the generic product for immediate release after patent expiry. The panel confirmed that an early-working exception is consistent with the TRIPS Agreement, although production and stockpiling was not. 

The UK Commission on Intellectual Property Rights in its report has recommended that developing countries should include an appropriate exception for early working to patent rights in their national laws, to “accelerate the introduction of generic substitutes on patent expiry”5. This exception has important implications for developing countries, especially if they are currently or potentially producers of generic medicines. Even where they are not likely to be producers of medicines, it would still be prudent for developing countries to include a Bolar-type exception within their national law, in order to enable the products of a foreign company to gain regulatory approval and to enter the market soon after the expiry of the patent6.

Another exception that has been generally accepted is the exception for individual prescriptions; that is, medicines for individual needs prepared by a pharmacist on the basis of a medical prescription. This exception is embodied in the EU’s Community Patents Agreement 1989 (see Section D on examples of state practice, below).

One advantage of Article 30 exceptions to patent rights is that they operate automatically; i.e., there is no need for consent by the patent holder, nor is there a requirement to obtain authorization from a court or other authority to use the patent. Any party can therefore benefit from an exception at any time during the lifetime of a patent. Another advantage is that use of exceptions under Article 30 does not require payment of compensation to the patent holder.

C.1
Note on production-for-export exception

The discussion on the production-for-export exception had arisen in the context of the so-called “Paragraph 6 problem” – one of the issues that remain unresolved in the Doha Declaration on the TRIPS Agreement and Public Health. Paragraph 6 of the Doha Declaration defines the problem as follows: 

“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”.

The problem referred to is the inability of many developing countries to effectively use compulsory licences to obtain medicines from domestic producers, since the majority of the developing countries do not have domestic manufacturing capacity in pharmaceutical products. To obtain cheaper medicines, a country could grant a compulsory licence to a drug producer to produce the product domestically. A country without manufacturing capacity (i.e., one having the Paragraph 6 problem) would not be able to do so and would have to rely on a producer from another country. For instance, a country (with a problem of high prices of patented medicines) may grant a compulsory licence to import from countries where generic versions of medicines are produced at a fraction of the prices. A number of generic producers, such as those in India, where patent protection for pharmaceutical products does not come into force until 2005, are producing generic versions at substantially lower prices.

However, by January 2005 (when the TRIPS obligations for both product and process patent protection have to be fully implemented by all developing countries), these developing countries will no longer be able to do so, in respect of the newly-patented medicines. These producers would have to be granted a compulsory licence to produce. This is where the problem of the limitation on exports under compulsory licence arises7. 

Article 31(f) of TRIPS requires that production under a compulsory licence must be “predominantly for the supply of the domestic market”.  This limitation raises the problem of whether the exports under compulsory licences will be enough to meet the demand of the importer countries. 

The ability to export can be a significant factor to a producer, as it may need a larger market (beyond the local market which is restricted, for example, by population size or by the limit of local demand) in order for its production to be economically viable.  The ability to export allows for better economies of scale (as per-unit costs are reduced when output increases). However, Article 31(f) requires that the use of a compulsory licence shall be “predominantly for the supply of the domestic market”. This would mean that the generic producer’s manufacturing output must be predominantly for the supply of the market in which he is based. This, in theory, could mean that only a maximum of 49% of the total manufacturing output can be exported. (It should be noted that this restriction is waived where the compulsory licence was granted on the ground that it is required to correct anti-competitive practices (see Article 31(k) of TRIPS).)  

The restriction on the quantity of exports under compulsory licence may pose a problem for the long-term sustainability and economic viability of generic producers/compulsory licensees. It will also act as a powerful disincentive for potential generic producers to apply for compulsory licences for local manufacture if they cannot be assured of a viable market for their generic products.

By recognizing that limited exceptions to patent rights (as allowed under Article 30 of TRIPS) include the ability to produce a patented product for export to another country in order to meet the public health needs in that country, the problem of limitation on export can be addressed. The advantage of having this provision (the Article 30 exception) in a country’s national law is that generic producers in that country may then export to other countries without the limitation of having to produce “predominantly for the domestic market”.

A group of developing countries8 has proposed an authoritative interpretation of Article 30 of TRIPS as a main focus for their solution to the Paragraph 6 problem. The authoritative interpretation would “recognize the right of Members to make, sell and export patented public health related products without consent of the patent holder to address public health needs in another country”. 

There are divergent views on this issue within the WTO Membership. In the TRIPS Council negotiations, the US and the EU had indicated they do not favour the Article 30 approach. It is believed that this position is largely influenced by the pharmaceutical lobby’s concern that the automaticity of the exception will encroach on their exclusive patent rights. The US has argued that such an exception will unfairly prejudice the rights of the patent holder.  However, it can be convincingly argued that the exception could be framed in such a way as to be clear and “limited” to the case of meeting a public health need in the importing country, and in this case need not go beyond the “reasonableness” test as set out in Article 30.

The US has also stated that the Article 30 provision is intended to apply only to statutory exceptions already provided for in many countries’ laws at the time the TRIPS Agreement was negotiated9. This does not appear to be a convincing argument, especially in light of the US’ own use of the Article 30 provision to justify a health-related amendment to its national law in September 1996, well after the TRIPS Agreement came into force10. The amendment in question, the inclusion of a new subsection (c) to 35 USC 287, has the effect of denying the patent holder the right to sue licensed medical practitioners and healthcare entities for infringement of medical method patents. In response to the EU’s request11 (during the TRIPS Council review of national implementing legislation) to justify how the amendment complies with the TRIPS Agreement, the US stated that it believed that the amendment fell within the limited exception authorized by Article 30. According to the US, “the effect of the provision is very limited, and is designed to ensure that doctors performing life saving or health enhancing medical or surgical procedures are not inhibited by fear of lawsuits for patent infringement”12. 

Other proposals had also been put forward as possible solutions to the Paragraph 6 problem. These included the proposal to amend Article 31(f) of the TRIPS Agreement to address the restriction placed on exports as a result of the words “predominantly for the supply of the domestic market” (see above). In its proposal, the Africa Group of countries identified two options for addressing the problem: either through deletion of paragraph (f) in Article 31, or through an amendment to exclude its application to public-health or access-to-medicines measures, or through an amendment to expand the definition of “domestic market” to include regional markets, free trade areas or customs unions. The rationale behind this Article 31 proposal lies in the need to create large enough markets to achieve economies of scale for generic medicines (and thus, economic sustainability) produced under compulsory licence. In deleting paragraph (f) in Article 31 or excluding its application to measures taken for public health and access to medicines, there would be no limitation on the quantity of exports of medicines produced under compulsory licence. Alternatively, if there was an interpretation of “domestic market” which covered regional markets (or markets within a free trade area or customs union), then Members could give effect to a compulsory licence on a regional level, which would also address the problem of small domestic markets in developing countries.

The negotiations for a Paragraph 6 solution

The negotiations in the TRIPS Council for a solution to the Paragraph 6 problem appear to be at an impasse at the moment13.  Developing countries had, at various stages of the negotiations, expressed their frustration at the lack of progress. The Africa Group of countries, supported by the majority of the developing countries in the WTO, had issued a statement (on November 29, 2002) expressing their refusal to continue negotiations, which had been based on a draft document by the Chair of the TRIPS Council14. 

The Chair’s draft proposed an interim solution in the form of a waiver mechanism, which would waive the export restriction in Article 31(f), in cases where compulsory licences have been granted in both the importing and exporting countries, so as to enable the export of medicines. The waiver is intended to be in force until an amendment of Article 31(f) can be agreed upon and ratified by the Members. 

After further negotiations, the Chair had proposed a new text (dubbed the December 16 (Motta) text). WTO Members had been on the verge of agreeing to the December 16 text in late December 2002 until the US withheld consensus. The December 16 text comprised a draft decision based on the waiver of certain requirements for the issue of a compulsory licence, to enable the export of medicines produced under such licence to countries in need. 

The US objection centred on the scope of disease coverage, and the reference within the December 16 text to Paragraph 1 of the Doha Declaration on the TRIPS Agreement and Public Health.  Paragraph 1 makes reference to WTO Members’ recognition of “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”.  The reference in the December 16 text to “public health problems as recognized in Paragraph 1 of the Declaration” was too broad for the US. The proposed US reference to “HIV/AIDS, malaria, tuberculosis or other infectious epidemics of comparable gravity and scale, including those that may arise in the future”, was seen as a blatant attempt at limiting the scope of diseases which had been agreed at Doha. The US proposal was rejected by almost all the developing countries in the WTO. 

The negotiations on Paragraph 6 have yielded no results so far. The deadline set by the Doha Declaration (December 31, 2002) has passed without a solution being agreed upon. In February 2003, the General Council of the WTO agreed to “suspend” a decision on the issue, whilst further consultations could take place between the Members on the next course of action.

The production-for-export exception has many advantages. It is procedurally simple and quick. There is no requirement to apply for a compulsory licence to produce and export under the exception in Article 30. In the country of import (where patent protection exists), however, it will be necessary for a compulsory licence to be issued to allow the import of the finished product or raw material into the country. It is also important to note that only one payment of compensation (i.e., adequate remuneration) need be made to the patent holder – in the country of import, where the compulsory licence is issued, and where the product is consumed or used15.

Pending the resolution of the Paragraph 6 negotiations, it would appear that there is nothing to prevent individual WTO Members from adopting the interpretation of Article 30 as proposed above, within their national patent laws. The fact that certain WTO Members have expressed differing views on the Article 30 approach leaves open the question of whether a legal challenge may be forthcoming if a Member were to make use of this exception. 

However, it must be noted that, along with the developing countries, WHO has expressed support for this approach, stating that the Article 30 approach is the most consistent with the public health principle of ensuring that “the people of a country which does not have the capacity for domestic production of a needed product should be no less protected by compulsory licensing provisions (or indeed other TRIPS safeguards), nor should they face any greater procedural hurdles compared to people who happen to live in countries capable of producing the product”16.

Another development has been the support of the European Parliament for the Article 30 approach. The European Parliament recently (October 2002) adopted an amendment to the European Commission’s proposed Directive on Medicinal Products for Human Use, which would allow the manufacture for export of generic versions of patented medicines in response to a compulsory license issued by a third country to meet that country’s healthcare needs. Amendment 196 (Article 10, paragraph 4, subparagraph 1 a (new) (Directive 2001/83/EC))17 states that:

“(M)anufacturing shall be allowed if the medicinal product is intended for export to a third country that has issued a compulsory licence for that product, or where a patent is not in force and if there is a request to that effect of the competent public health authorities of that third country”.

The effect of this amendment is to ask the European Commission to redraft its proposals for the Directive, along the lines of the production-for-export exception. Although this is a significant advance, it is a long and complicated process before a final version of the Directive can be expected. In addition, the European Parliament’s amendment would still need the agreement of the European Commission and the Council of Ministers (which some parties say may be unlikely)18. 

D.
EXAMPLES OF STATE PRACTICE

Experimental use 

Many countries in their national legislation include an exception for experimental use of a patent without the consent of the patent holder. An example is the EU Community Patents Agreement provision below.

European Union: Agreement Relating to Community Patents (1989) (89/695/EEC)

Article 27(b) states that the rights conferred by a Community patent shall not extend to: “acts done for experimental purposes relating to the subject-matter of the patented invention; ...”

Early-working or “Bolar” exception 

The text for the early-working exception in paragraph (c) of the model provision is based on the provisions of 35 USC 271(e)(1) in US law. Other examples of Bolar-type exceptions can be found in the Canadian and Argentine legislation. 

United States: 35 USC 271(e)(1) 

“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.”

Canada: Patents Act, Article 55.2(2) 

“It is not an infringement of a patent for any person who makes, constructs, uses or sells a patented invention in accordance with subsection (1) to make, construct or use the invention, during the applicable period provided for by the regulations, for the manufacture and storage of articles intended for sale after the date on which the term of the patent expires.” 

Argentina: Law No. 24.766, Article 8 

“In the case of a product or process protected by patent, any third party may use the invention prior to its patent expiration for experimental purposes and to obtain the information required for the approval of a product or process by the competent authority so that it may be marketed following the patent expiration.”

Individual prescriptions 

The text on individual prescriptions in paragraph (d) of the model provision is adapted from the provision in the EU’s Community Patents Agreement below.

European Union: Agreement Relating to Community Patents (1989) (89/695/EEC)

Article 27(c) provides that the rights conferred by a Community patent shall not extend to “the extemporaneous preparation for individual cases in a pharmacy of a medicine in accordance with a medical prescription nor acts concerning the medicine so prepared; ...” 
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