Chapter 8

The Competent Authority

The model provision for compulsory licences in Chapter 7 above presumes the establishment or designation of a Competent Authority to receive and process applications for, and determine the grant of, compulsory licences.

The Competent Authority, in this context, may be either a newly-established or an existing body designated with the responsibility of evaluating and approving applications for compulsory licences. It is recommended that the Competent Authority be a body distinct and independent from the Patent Office. It may also be possible to provide in legislation that decisions relating to the grant of compulsory licences be made by the relevant Ministry or government department. For instance, in the case of an application for a compulsory licence on the ground of public health, the relevant authority to evaluate and approve the compulsory licence would be the Ministry of Health. Alternatively, the Competent Authority could be in the form of an inter-Ministerial or inter-departmental committee comprising representatives from relevant Ministries or agencies.

The Competent Authority would be the responsible body in ensuring that the decision-making process has considered that all conditions or criteria in terms of reviewing an application for a compulsory licence have been met. Some of the conditions specified in Article 31 of TRIPS are further discussed below.

A. 
INDIVIDUAL MERITS 

Article 31(a) of TRIPS requires that each compulsory licence should be considered on its “individual merits”. This implies that there should not be blanket authorizations for compulsory licences. It requires each application for a compulsory licence to undergo a review process. The review process should determine whether each individual application meets the established criteria for the grant of a licence. In other worlds, the Competent Authority should review applications for compulsory licences on an individual basis.

The requirement that applications for compulsory licences be considered on their individual merits should not, however, preclude a presumption to be made in favour of granting licences in specific cases1. In such circumstances, the Competent Authority may place the onus upon the patent holder to overcome the presumption in favour of granting a compulsory licence. For example, it is suggested that a compulsory-licensing law may state that the absence of supply on the local market of a patented product at an affordable price would presume that the grant of a compulsory licence is justified. This places the burden on the patent holder to demonstrate that there are adequate supplies at an affordable price2.

B. 
PRIOR NEGOTIATIONS

A party seeking a compulsory licence is required under Article 31(b) to have first undertaken prior negotiations with the patent holder for a voluntary licence. This means that the party would have had to make an offer to the patent holder for the grant of a voluntary licence on “reasonable commercial terms and conditions and that such efforts have not been successful within a reasonable period of time”. This condition is waived in the case of compulsory licences granted on grounds of the need to correct anti-competitive practices and in cases of national emergency or extreme urgency, as well as in government use.

In the review of a compulsory-licence application, the Competent Authority will have to determine whether this condition has been met. It is suggested that this requirement is inherently flexible3, as the concept of “reasonable” leaves much room for the Competent Authority to interpret, as appropriate to the specific context of each case. 

Patent holders may not be willing to grant voluntary licences, and in such cases, they would also not wish to see a compulsory licence granted. As such, patent holders may engage in a strategy of prolonging negotiations over detailed terms and conditions to dissuade a potential applicant. 

To avoid such occurrences, it may be appropriate to fix a maximum period of time considered to be reasonable for concluding such negotiations. The time period for negotiations can be fixed within the legislation or administrative rules. The time period specified may also depend on the purpose for which a licence is sought – for example, where negotiations may be for the use of a patented life-saving pharmaceutical product, the time period should reasonably be shorter than the negotiations for a non-essential product. The model provision on compulsory licences (in Chapter 7 above) recommends a period of 90 days as a “reasonable period of time” applicable in most cases. 

The question of “reasonable commercial terms and conditions” may require further explanation. Where the applicant for a compulsory licence states it has sought and failed in negotiations with the patent holder to obtain a voluntary licence, the Competent Authority may need to determine whether both the patent holder’s and the applicant’s positions (i.e., offers and counter-offers) on the compensation amount were reasonable. It is suggested that the Competent Authority may consider the amount of royalty usually paid in normal commercial conditions as the usage fee charged by the patent holder in exchange for the licence to use its invention, as a basis for determining what may be reasonable in the circumstances. 

C. 
APPEALS PROCEDURE AND REMEDIES

Article 31(i) and (j) requires that decisions relating to the grant of a compulsory licence and authorization for government use, as well as decisions determining the compensation rate, be subject to “judicial review or other independent review by a distinct higher authority”. 

In the context of an administrative system, “independent” may be taken to mean that the reviewing authority should not be subject to control by the authority that made the initial decision of granting a licence or set the compensation level. Independence thus implies that the reviewer should be able to modify or reverse the initial decision without threat of political or economic reprisal. The term “higher authority” should be understood to refer to a higher or more senior-level government body than that granting the compulsory licence.  The term “distinct” may be understood as a requirement that the authority should be different from that which initially grants the licence. Both bodies may well be situated within the same government department, provided there is adequate separation of personnel and function between the two. 

Within the model provision proposed in Chapter 7, the decision of the Competent Authority to grant a compulsory licence is subject to an appeal to either the Court system or an administrative body set up to hear such appeals.  In the case of the model provision on government use (Chapter 5 above), the Minister’s decision to authorize use of a patent is also subject to appeal to either the court or an administrative body. 

One suggestion for the administrative process is that the designation of the Competent Authority could be made dependent on the purpose for which a compulsory licence is sought. Thus, where an application for a compulsory licence is made on public health grounds, the relevant authority to evaluate and approve the compulsory licence would be the Ministry of Health. Under these circumstances, an appeal against the decision of the Ministry of Health could be to a committee comprising representatives from the relevant, interested Ministries, which would review the initial decision.

In both model provisions for compulsory licence and government use, it is provided that an appeal against the initial authorization will not suspend the use of the patent once the authorization has been made. Remedies are limited to payment of compensation to the patent holder (see Chapter 9 below). 

Article 44.2 of TRIPS makes it clear that countries need not allow for injunctive relief with regard to appeals against the granting of compulsory licences or authorization of government use. In stating that “Members may limit the remedies available against such use to the payment of remuneration”, Article 44.2 allows governments to withhold the power of the courts to order a licensee to refrain from acting under a compulsory licence or government-use authorization. If injunctions were obtainable, it would allow patent holders to frustrate the grant and use of compulsory licences and government use. Patent proceedings often take years to conclude. Such lengthy delays may provide a powerful disincentive for potential compulsory-licence applicants.

D.
ANTI-COMPETITIVE PRACTICES

As mentioned previously, where a compulsory licence is granted on the ground that it is necessary to correct an anti-competitive practice, the requirements under Article 31 for prior negotiations and limiting the licence to predominant supply of the domestic market do not apply.  Furthermore, the level of compensation to be paid to the patent holder may be reduced. On top of this, if it is likely that the anti-competitive practice that led to the grant of the compulsory licence will recur, the Competent Authority may refuse to terminate the licence. For these reasons, a compulsory licence granted on this group will have much room for flexibility with regard to its terms, and will be an important tool for ensuring access to affordable medicines.

The Competent Authority, in considering an application for a compulsory licence based on this ground will need to determine whether or not there has been an anti-competitive practice or behaviour.  The problem is that many developing countries do not yet have competition authorities or the regulatory framework to address anti-competitive practices.  In such cases, it may be advisable to provide for an illustrative (non-exhaustive) listing of practices that may constitute an anti-competitive practice for the purposes of a compulsory-licence application.  The listing of anti-competitive practices may take the form of administrative guidelines or directives, and may also be annexed to the patent law as a schedule.  The UNCTAD  “Set of Multilaterally Agreed Equitable Principles and Rules for the Control of Restrictive Business Practices” 4 may provide useful guidance in terms of defining restrictive business practices and anti-competitive behaviour.
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