Chapter 9 

Adequate Remuneration or Compensation

Article 31(h) of TRIPS requires that the use of a patent under a compulsory licence or government-use provision be subject to payment of compensation to the patent holder. The general rule in Article 31(h) is that the “right holder shall be paid adequate remuneration in the circumstances of each case, taking into account the economic value of the authorization”.

The language of this provision gives considerable discretion to governments in terms of setting compensation levels. The setting of compensation should be relatively predictable and easy to administer. The adoption of royalty guidelines has been recommended by both the UNDP and the UK Commission on Intellectual Property Rights, as a means to reduce uncertainty and to facilitate speedier decision-making in relation to compensation-setting1. 

There is a rich diversity in existing national approaches and much can be learnt form the experience of developed countries. Canada, cited by WHO and the UK Commission on Intellectual Property Rights as an example of a country with the most comprehensive programme on compulsory licensing and compensation-setting, had set a more or less universal royalty rate of 4%2. 

In the US, the practice has varied considerably from very low to quite high rates, depending on court judgements. Data presented to the US Trade Representative (USTR) by the US-based pharmaceutical industry group, PhRMA, in February 2000 indicates that the average royalty rate for pharmaceutical products in the US was set at 5%3. Other countries, such as Japan and Germany, for example, have also adopted various forms of royalty guidelines.  Japan has used rates ranging from 2% to 4% for certain purposes. For pharmaceutical products, Germany used a range of royalty rates from 2% to 10%.  

The UK Commission on Intellectual Property Rights recommends that developing countries develop rules and procedures adapted to their own circumstances for setting royalty rates. The Commission also points out that the implication of other countries’ experience is that such rates need not be very high4. It has been suggested that the target royalty payment should be an approximation of the average royalty paid on pharmaceutical products5. Whatever the rate used, it should be manageable; indeed, the basic principle of access to medicines for all should be upheld, and the balance between compensating patent holders and ensuring access to life-saving medicines must be appropriately considered.

The Compensation Guidelines proposed below thus suggest a royalty rate of 4%, which is adjustable upwards and downwards based on specific conditions and circumstances. It should also be noted that the compensation should take account of the “economic value of the authorization”, as stated in Article 31(h). Thus, in the Guidelines below, the royalty rate is calculated on the selling price of the third party authorized to use the patent; that is to say, the price of the product produced under the compulsory licence or the government-use authorization.

A. 
COMPENSATION COMMITTEE 

It is suggested that a statutory body could be established to determine the amount of compensation payable in the case of a grant of compulsory licence. The mandate and composition of the Compensation Committee, in terms of the representation from the relevant government agencies, non-governmental organizations and the private sector, can then be spelled out in the statute establishing the committee. 

As with the initial decision to grant a compulsory licence or government-use authorization, the decision of the Compensation Committee may be appealed against. Similarly, the appeals procedure against a compensation decision could provide for an administrative body to review the decision, as discussed in Chapter 8, Section C above. In the Compensation Guidelines below, a Compensation Appeals Committee is appointed to undertake such reviews, on appeal by any interested party (not limited to the patent holder) who is not satisfied that the determination of the Compensation Committee has been made in accordance with the Guidelines.

B. 
COMPENSATION GUIDELINES 

The Compensation Guidelines provide the criteria by which the amount of compensation should be determined. The Compensation Committee, in carrying out its mandate of determining adequate remuneration or compensation, would abide by the criteria as set out in the Guidelines. 

GUIDELINES FOR DETERMINATION OF COMPENSATION (ADEQUATE REMUNERATION):

1. 
Compensation for use of patent without consent of the patent owner

a. 
The Minister shall appoint a Compensation Committee to determine compensation for patent owners in cases where third parties are authorized to use patented products or inventions without the consent of the patent owners. The Compensation Committee shall determine the form and amount of compensation in accordance with the terms and criteria as set out herein.

b. 
The Minister shall appoint an independent authority, to be known as the Compensation Appeals Committee. The Compensation Appeals Committee shall review the determination of compensation by the Compensation Committee, on appeal by any interested party on the ground that the Compensation Committee has failed to comply with the terms and criteria for determination of compensation as set out herein. 

c. 
The Compensation Appeals Committee may for good cause reject decisions by the Compensation Committee and direct the Compensation Committee to re-evaluate its decisions. Upon the direction of the Compensation Appeals Committee, the Compensation Committee shall modify its initial determination of compensation. The modification shall not have retrospective effect, except where the Minister authorizes that the modification shall have retrospective effect, after making a determination that such authorization will not prejudice third-party interests or discourage the entry of competitors.

d. 
Patent owners’ sole remedy for third-party use authorized by the government is to seek compensation under this administrative procedure. There shall be no injunctive relief and no appeals to a court of the decisions by the Compensation Committee and the Compensation Appeals Committee.

2. 
Determination of compensation
a. 
The Compensation Committee shall determine the form and amount of the compensation. The compensation shall be either a reasonable royalty or, where appropriate, another form of compensation.

b. 
In determining compensation, the Compensation Committee shall take into consideration the following: 

(i) 
the average profit margin on revenue in a competitive industry;

(ii) 
any defence, general or special, that might be pleaded by a defendant in an action for infringement; 

(iii) 
the extent to which, if any, a patent was developed through public- or donor-financed research;

(iv) 
the degree of utility, novelty, and importance of the invention or discovery;

(v) 
evidence of the cost to the owner of the patent of developing such invention or discovery or acquiring such patent;

(vi) 
the need to remedy anti-competitive practices;

(vii) 
the impact of the compensation on the objective of providing access to medicines for all; and

(viii) 
royalty guidelines, as set out below.

3. 
Royalty guidelines
In making the determination of compensation, the Compensation Committee shall have regard to the royalty guidelines as set out below:

a. 
In cases where the invention is a pharmaceutical drug or medical device that is of significant importance to public health and is developed with private funds, the royalty for the product shall be four (4) percent of the selling price charged by the third party authorized by the government to use the patents. 

b. 
Where a product has particularly high therapeutic value, or where there is evidence that the cost of the development of a pharmaceutical product or other invention is particularly costly when compared to other products, an additional one (1) to two (2) percent shall be awarded.

c. 
Where there is evidence that the research and development of the product was materially supported by public or donor funds, the royalty shall be one (1) to two (2) percent less.

d. 
In cases where the patent or patents cover only a minor component of the invention, a pro-rata share of royalty shall be paid, based upon the relative importance of the invention to the development of the product.

4. 
Multiple patents
In cases where there are multiple patents on a product, the Compensation Committee shall set a product royalty based upon the criteria in Section 3 above, and the person who sells the product shall pay the royalty into an escrow fund, until such time that the patent owners can resolve disputes over the division of the royalty payment to the different patent owners.  In the absence of an agreement between the parties, the Compensation Committee shall determine the appropriate division, or order the patent owners to enter into binding arbitration to determine allocations.

5. 
Review and revision of Compensation Guidelines
The Minister shall review the guidelines for the determination of compensation on a periodic basis, and shall revise the guidelines, where new circumstances or information make such revision necessary or appropriate.
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