Chapter 7

Compulsory Licence

MODEL PROVISION: 

1. 
Grounds for grant of compulsory licence 

Any person may request the Competent Authority* for the grant of a compulsory licence on one or more of the following grounds:

a. 
that the patented invention is capable of being worked in (country) and it is prevented or hindered from being so worked by the importation of the product;

b. 
that the applicant for the licence has unsuccessfully endeavoured during a reasonable period of time (e.g., 90 days) to obtain the patent holder’s consent for the use of the patented invention under reasonable terms and conditions;

c. 
that the interests of public health and nutrition, including that of ensuring access to medicines for all, demand the commercial working of the patented invention in (country), where the patented invention is being made available to the public in insufficient quantity or quality or at abnormally high prices;

d. 
that public interest demands that the patented invention be exploited;

e. 
that there is a need to remedy the abuse of intellectual property rights or anti-competitive practices*; 

f. 
that there is a national emergency or situation of extreme urgency, including public health crises, which requires the use of the patented invention; and

g. 
that a patented invention cannot be used without infringing another patent, where the former patent involves an economically significant technical advance compared to the latter patent, and provided that the owner of the latter patent is offered a cross-licence, and use authorized for the former patent will not be assignable without the assignment of the latter patent. 

2. 
Prior negotiation
a. 
A licence under this Part shall be granted subject to the condition that the applicant has made efforts to obtain authorization from the patent owner on reasonable commercial terms and conditions, and such efforts have not been successful within ninety (90) days from the request.

b. 
This condition shall not apply where a licence is requested under the grounds (e) and (f) of Section 1 above.

3. 
Compensation
a.
Where a licence under this Part has been granted, the applicant shall pay to the patent owner an adequate remuneration, the amount of which shall be determined by the Compensation Committee* in the circumstances of each case, in accordance with the Compensation Guidelines*.

b.  
In the case of a compulsory licence granted on the ground (e) of Section 1 above, the Compensation Committee, in determining the amount of adequate remuneration, shall take into account the need to correct anti-competitive practices and may reduce the amount of remuneration accordingly.

4.  
Rights under a compulsory licence
a.
The grant of a licence under this Part shall confer on the licensee the right to make, use, import or keep the patented invention, or sell or offer to sell it.

b.   
A licence granted under this Part shall be:

(i) 
non-assignable, except for that part of the enterprise or goodwill which enjoys such use; 

(ii) 
valid for the duration of the remaining lifetime of the patent, unless a shorter term is justified in the public interest.

c.
The use of a licence under this Part shall be predominantly for the supply of the domestic market. This limitation shall not apply in the case of a licence issued on ground (e) of Section 1 above. 

5.  
Remedies
a. 
The patent holder shall be entitled to appeal the grant of a compulsory licence made pursuant to Section 1 above to the (Court or an administrative body set up to hear such appeals). 

b. 
An appeal against the grant of a compulsory licence shall not stay or suspend the use of the patented invention during the appeal process. The patent holder’s sole remedy shall be action for the recovery of compensation, the determination of which shall be made in accordance with the Compensation Guidelines. 

* The terms used in the model provision, i.e., “Competent Authority”, “anti-competitive practices”, “Compensation Committee” and “Compensation Guidelines”, are explained and discussed in Part III below.

EXPLANATORY NOTES

A.
EFFECT OF MODEL PROVISION
This provision lays down the grounds and conditions upon which compulsory licences may be granted. A compulsory licence is directed at a specific patent or patents, and is generally applied for, and granted, on a case-by-case basis, after a process of approval. The model provision presumes the establishment or designation of a granting authority – referred to as the Competent Authority in the model provision – that receives and processes the applications for, and determines the grant of, compulsory licences. 

Any person may apply for a compulsory licence, provided his application is based on one or more of the seven grounds specified in the provision (Section 1a-1g). The seven grounds, as provided for in the model provision, on which an application and the grant of a compulsory licence may be based, are as follows:

(a) 
non-working or insufficiency of working – where the patent is granted but not exploited in the territory of the country, or is insufficiently exploited;

(b) 
refusal to deal – where the patent holder has refused to enter into a voluntary licensing agreement on the reasonable commercial terms offered by the applicant;

(c) 
public health and nutrition – where the interests of public health and nutrition require the grant of a compulsory licence, including to ensure the availability and affordability of medicines;

(d) 
public interest – as may be defined by the competent authorities;

(e) 
anti-competitive practices – the need to correct anti-competitive practices is a ground for the issue of a compulsory licence, as provided for in Article 31(k) of TRIPS;

(f) 
national emergency or situation of extreme urgency – most countries provide for the use of patented inventions without the consent of the patent holder in emergency situations, such as war, famine, natural catastrophe, etc.; and 

(g) 
dependent patents – a compulsory licence is issued, on the basis of certain conditions, where a new invention requires the use of a pre-existing patented invention for working.

The grant of the compulsory licence is subject to the fulfilment of the conditions laid down. Section 2a of the model provision provides for the requirement that prior efforts have been made to obtain a voluntary licence from the patent holder before applying for a compulsory licence. However, this requirement does not apply where the compulsory licence applied for is based on the grounds of anti-competitive practices or in cases of emergency, as stated in Section 2b of the model provision. 

Section 3a of the model provision specifies another condition for the grant of a compulsory licence: that of payment of compensation to the patent holder. The model provision also requires the establishment or designation of a body to determine the amount of the compensation to be paid, in accordance with the criteria set out in the Compensation Guidelines (see Part III below). 

B. 
OBJECTIVE AND RATIONALE

The patent holder is free to exploit the protected invention or to authorize another person to exploit it. However, when reasons of public interest justify it, national public authorities may allow the exploitation of a patent by a third person without the patent holder’s consent. The patent holder is therefore forced to tolerate the exploitation of his invention by a third person or by the government itself. In these cases, the public interest in ensuring broader access to the patented invention is deemed more important than the private interest of the patent holder in fully exploiting his exclusive rights1.

The use of a patent without authorization or consent of the patent holder under a compulsory licence is distinguished from the limited exceptions to the patent holder’s rights under Article 30 of TRIPS, as discussed in Chapter 6 above. Whilst an exception under Article 30 is available to any party, a compulsory licence only allows the use of a patent by the person that has been granted the licence. The circumstances justifying an exception under Article 30 are also rather more limited, whilst compulsory licences may be granted on a variety of grounds. The difference between the use of a patent under compulsory licence and government use of a patent is also explained below (see Section C below).

Compulsory licences play a crucial role in ensuring that patent laws are able to meet public health needs and do not prevent or hinder measures needed to protect public health or promote access to affordable medicines. Such licences promote competition and increase the affordability of medicines, at the same time providing compensation to the patent holder for the use of his patent.

C.
TRIPS-COMPLIANCE

Article 31 of TRIPS lays down the conditions governing the issuance of compulsory licences but leaves the decision regarding the grounds on which compulsory licences can be granted to the national governments. A number of grounds for the grant of compulsory licences are already expressly envisaged by TRIPS, including: 

(1) 
compulsory licences granted in cases of emergency or extreme urgency; 

(2) 
compulsory licences granted to remedy a practice determined after administrative or judicial process to be anti-competitive; 

(3) 
compulsory licences to enable the use of a dependent patent;

(4) 
compulsory licences in the case of public, non-commercial use of patents. 

Article 31 also refers to “public, non-commercial use”, in the context of use of a patent without authorization of the patent holder. Thus, public, non-commercial use may be incorporated as a specific ground for the grant of a compulsory licence. However, public and non-commercial use of a patent can also be in the form of the government’s right to use patents; that is to say, without the need for a compulsory licence. The government-use provision allows for the use of patents to be ‘fast-tracked’ as government rights in terms of public and non-commercial use of patents are often procedurally much simpler (see Chapter 5 above on the government-use model provision).  Therefore, the model provision does not include public, non-commercial use as a ground for the grant of a compulsory licence. 

The TRIPS Agreement does not limit or restrict Members in terms of determining the grounds on which they may grant a compulsory licence. Under the provisions of the TRIPS Agreement, Members are only limited with regard to the procedure and conditions to be followed in the issue of compulsory licences. This freedom to determine the grounds upon which compulsory licences can be issued was re-affirmed in Paragraph 5(b) of the Doha Declaration on the TRIPS Agreement and Public Health which states that “(e)ach Member has the right to grant compulsory licences and the freedom to determine the grounds upon which such licences are granted”. 

The clarification in Paragraph 5(b) of the Doha Declaration is therefore to be welcomed as it would appear that WTO Members can now freely determine which grounds are most appropriate in the effort to protect public health and ensure access to affordable medicines. The grounds listed in the model provision are those that have been adopted in many countries, including the developed countries (see Section D below for examples of state practice).

However, there may yet be interpretations put forward by certain developed countries – in the interest of protecting their industries’ exclusive patent rights – that question the validity of compulsory licences issued for the local production of a patented invention which is not worked or insufficiently worked (see Section C.1 below for a further examination of this issue).

Indeed, during the negotiations to draw up the TRIPS Agreement, there were strenuous efforts by certain developed countries to limit the powers to grant non-voluntary licences on other grounds, particularly with respect to licences that could be granted under the broad heading of “public interest”. It proved difficult to sustain such efforts in the face of state practices in the leading developed countries, such as those in the US, which provided broad government-use powers as well as statutes allowing grant of private compulsory licences on specific public interest grounds2.

As a result, rather than listing out all the grounds on which non-voluntary licences may be granted, Article 31 of TRIPS instead specifies the conditions governing the issuance of compulsory licences. These conditions include, among other things, case-by-case authorization, prior negotiations, non-exclusivity, limited scope of licences, adequate remuneration, limitation on exports, judicial review and termination of licence. 

Of these conditions, the most troubling is the patent holder’s possible claim to terminate a compulsory licence under Article 31(g), “if and when the circumstances which led to it cease to exist and are unlikely to recur”. In opening up the possibility of a compulsory licence being terminated as soon as the circumstances which led to its granting cease to exist, Article 31 exposes the licensee to the risk of revocation of his licence. This, many experts fear, will discourage investors from seeking compulsory licences. It is ironic that “the more efficient the licensee, the greater his chance of losing the right to use the invention”3. 

It is recommended that this provision should be interpreted broadly so as not to frustrate the purpose of Article 31. It has been suggested that the term of a compulsory licence should be of a sufficiently long duration to provide adequate incentive and to justify the licensee’s investment for production, otherwise the purposes of Article 31 would be frustrated4. The model provision thus provides that the licence be valid for the remaining lifetime of the patent, unless a shorter term is justified.  

C.1
Note on non-working or insufficiency of working

The origin of the compulsory licence is linked to the obligation to work a patented invention locally – a requirement of many national patent laws during the 19th century5. The granting of compulsory licences evolved as a means to mitigate the drastic measure of direct forfeiture of a patent, in the case of failure to work the patent6. The local-working requirement was incorporated into national patent laws as many countries felt the need to encourage development of national industries by requiring a foreign patent holder to work his invention locally. 

The Paris Convention, after the Hague Conference in 1925, recognized the right of member countries to establish compulsory-licensing systems within their national patent laws as the main means to ensure the local exploitation of a patent. The TRIPS Agreement incorporates the provisions of the Paris Convention, which recognized the right of countries to grant compulsory licences “to prevent possible abuses” connected with monopoly. As such, Article 5A.(2) of the Paris Convention provides that “Union Members shall have the right to take legislative measures providing for the grant of compulsory licences to prevent the abuses which might result from the exercise of the exclusive rights conferred by the patent, for example, failure to work”. 

The notion of abuse of patent rights is also referred to in Article 8.2 of TRIPS, which states that “appropriate measures ... may be needed to prevent the abuse of intellectual property rights ... or resort to practices which unreasonably restrain trade or adversely affect the international transfer of technology”. However, there is no reference to the failure to work a patent. 

It could also be argued that the local working of a patented invention contributes to the promotion of socio-economic and technological development of a sector of vital importance, for which Article 8.1 of TRIPS allows Members to adopt necessary measures. Hence, it should be justified for countries to legislate that in sectors of vital importance, if the patent holder does not locally manufacture the product or is still importing after three years, a compulsory licence could be granted with a view to improving supply of the domestic market or price conditions. 

The Paris Convention clearly authorizes the grant of compulsory licences for failure to work a patent. On the other hand, the TRIPS Agreement does not directly address the issue. The negotiating history of the TRIPS Agreement indicates widely divergent views amongst the Members on the issue of local working. While several delegations during the negotiations pressed for a clear prohibition against local-working requirements, the TRIPS Agreement does not include such a prohibition7. Indeed, nothing in Article 31 suggests that there is a prohibition. 

However, Article 27.1 speaks of non-discrimination between imported and locally produced products. Thus, one argument against local working is that a compulsory licence for this purpose would contravene the provisions of Article 27.1 of TRIPS, which states that patent rights shall be “enjoyable without discrimination ... whether the products are imported or locally produced”. 

The requirement for non-discrimination between imported and locally produced products in Article 27.1 was at the heart of the US’ initiation of a WTO dispute against Brazil in 2000 over a provision in Brazil’s patent law. The Brazilian provision requires all patent owners to manufacture their patented products in Brazil or be subject to the compulsory licensing of their patents. The US contended that the provision was in violation of Article 27.1 of TRIPS. This provision, the US said, prohibits Members of the WTO from requiring the local production of the patented invention as a condition for enjoying exclusive patent rights. The US eventually withdrew its complaint so the dispute was not pursued to its conclusion, with the US and Brazil coming to an agreement that Brazil would consult the US if it intended to make use of the local-working provision. 

Whilst there has been no decision of a WTO dispute settlement panel on this issue, it was indicated in the Canada-Generics decision that Article 31 is subject to the rule of non-discrimination, as stated in Article 27.1 of TRIPS. However, it is suggested that the dispute panel distinguished between “discrimination”, which is the conduct prohibited by Article 27.1, and “differentiation”, which is not. Thus, where governments adopt different rules for particular products or locations of production for bona fide purposes, this may be permitted. For example, adoption of a rule for improper purposes, such as to solely confer an economic advantage on local producers, would not be permitted, but where compelling public interests exist, differentiation may be allowed8. 

It is also arguable that Article 8.1 of the TRIPS Agreement allows the granting of compulsory licences on the grounds of lack of local working, when such a lack affects the commercial or industrial development in a country’s sectors of vital interest9. With the Doha Declaration’s exhortation that the principles and objectives of the Agreement should be taken into account in its interpretation, this argument gains more strength.

In the meanwhile, existing state practice indicates that the national laws of a number of developed countries do incorporate non-working/local working as a ground for the issue of compulsory licences. These are listed below.

D.
EXAMPLES OF STATE PRACTICE

Non-working/Local working

United Kingdom: Patents Act 1977 Chapter 37 (as amended by the Copyright, Designs and Patents Act 1988) 

Section 48(3): “The grounds (for the grant of compulsory licences) are:

(a) 
where the patented invention is capable of being commercially worked in the United Kingdom, that it is not being so worked or is not being so worked to the fullest extent that is reasonably practicable;

(b) 
where the patented invention is a product, that a demand for the product in the United  Kingdom- 

(i) 
is not being met on reasonable terms, or 

(ii) 
is being met to a substantial extent by importation;

(c) 
where the patented invention is capable of being commercially worked in the United Kingdom, that it is being prevented or hindered from being so worked-

(i) 
where the invention is a product, by the importation of the product 

(ii) 
where the invention is a process, by the importation of the product obtained directly by means of the process or to which the process has been applied ...”

Denmark: The Consolidated Patents Act 

Publication of the Patents Act, cf Consolidated Act No. 824 of 3 September 1996 as amended by Act 972 of 17 December 1997

Section 45-(1): “If a patent is not worked to a reasonable extent in Denmark when three years have elapsed from the grant of the patent and four years have elapsed from the filing of the patent application, any person wishing to work the invention in Denmark may obtain a compulsory licence to do so, unless there are legitimate reasons for failure to work the patent.”

Austria: Patent Law (Federal Law of 1970, as last amended by the Law of May 23, 1984, amending the Patent Law and the Law Introducing Patent Treaties) 

Section 36(2): “Where a patented invention is not worked sufficiently in Austria and where the patentee has not taken all steps required for such working, any person may apply for a license to work the patent for the purposes of his business, unless the patentee shows that the invention could not reasonably have been worked, or could not reasonably have been worked to a greater extent, in Austria owing to the difficulties of exploitation.”

Ireland: Patents Act 1992 (of February 27, 1992)

Section 70(2): “The grounds (for compulsory licence) referred to ...

(a) 
that the invention which is the subject of the patent, being capable of being commercially worked in the State, is not being commercially worked therein or is not being so worked to the fullest extent that is reasonably practicable;

(b) 
that a demand in the State for a product which is protected by the patent is not being met, or is not being met on reasonable terms, or is being met to a substantial extent by importation;

(c) 
that the commercial working in the State of the invention which is the subject of the patent is being prevented or hindered by the importation of a product which is protected by the patent;

(d) 
that by reason of the refusal of the proprietor to grant a licence or licences on reasonable terms-

(i) 
a market for the export of a product which is protected by the patent and is manufactured in the State is not being supplied;

(ii) 
the working or efficient working in the State of any other invention which is the subject of a patent and which makes a substantial contribution to the art is prevented or hindered; or

(iii) 
the establishment or development of commercial or industrial activities in the State is unfairly prejudiced ...”
Refusal to deal

China: Patent Law of the People’s Republic of China (1992), Chapter VI, Compulsory Licence for Exploitation of the Patent 

Section 51: “Where any entity which is qualified to exploit the invention or utility model has made requests for authorization from the patentee of an invention or utility model to exploit its or his patent on reasonable terms and such efforts have not been successful within a reasonable period of time, the Patent Office may, upon the application of that entity, grant a compulsory licence to exploit the patent for invention or utility model.”
Germany: Patent Law (Text of December 16, 1980, as last amended by the Laws of July 16 and August 6, 1996) 

Section 24-(1): “A non-exclusive authorization to commercially exploit an invention shall be granted by the Patent Court in individual cases in accordance with the following provisions (compulsory licence) if 

1. 
the applicant for a licence has unsuccessfully endeavoured during a reasonable period of time to obtain from the patentee consent to exploit the invention under reasonable conditions usual in trade ...”

Public health and nutrition 

Article 8 of TRIPS states that Members may take measures necessary to protect public health and nutrition, provided that these are consistent with the provisions of the TRIPS Agreement. This has been further reinforced by the Doha Declaration’s clear statement that TRIPS should be interpreted and implemented in a manner supportive of WTO Members’ right to protect public health and promote access to medicines for all. An example of how this may be incorporated in national legislation can be found in the French legislation.

France: Law No. 92-597 of July 1, 1992 on the Intellectual Property Code (Legislative Part) (as last amended by Law No. 97-1106 of December 18, 1996)

Chapter III, Section 1, Article L. 613-16: 

“Where the interests of public health demand, patents granted for medicines or for processes for obtaining medicines or for processes for manufacturing such products may be subject to ex officio licences in accordance with Article L. 613-17 in the event of such medicines being made available to the public in insufficient quantity or quality or at abnormally high prices, by order of the Minister responsible for industrial property, at the request of the Minister responsible for health.”

Public interest

Germany: Patent Law (Text of December 16, 1980, as last amended by the Laws of July 16 and August 6, 1996)

Section 13-(1): “A patent shall have no effect where the Federal Government orders that the invention be exploited in the interest of public welfare. Nor shall the effect of a patent extend to any exploitation of the invention which is ordered in the interests of the security of the Federal Republic by the appropriate supreme federal authority or, on the latter’s instructions, by a subordinate agency.”

Section 24-(1): “A non-exclusive authorization to commercially exploit an invention shall be granted by the Patent Court in individual cases in accordance with the following provisions (compulsory licence) if ...

2. 
public interest commands the grant of a compulsory licence ...”
Denmark: The Consolidated Patents Act 

Publication of the Patents Act, cf Consolidated Act No. 824 of 3 September 1996 as amended by Act 972 of 17 December 1997 

Section 47: “When required by important public interests, any person who wishes to exploit an invention commercially for which another person holds a patent may obtain a compulsory licence to do so.”

Austria: Patent Law (Federal Law of 1970, as last amended by the Law of May 23, 1984, amending the Patent Law and the Law Introducing Patent Treaties) 

Section 36(3): “If a licence for a patented invention is required in the public interest, any persons may apply for such a licence for the purposes of his business.”
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