Chapter 3

Export
A.
EXPORT OF PRODUCTS PRODUCED UNDER GOVERNMENT USE 


AND COMPULSORY LICENCES

A company or other institution that locally produces generic versions of patented products under a government-use provision or a compulsory licence may export a portion of its output. This is permissible under the TRIPS Agreement, subject to certain restrictions. The ability to export can be significant 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. An unrestricted ability to export allows for better economies of scale (as per-unit costs are reduced when output increases).

However, there are restrictions on the quantity the drug manufacturer (under government use or compulsory licence) is allowed to export. The quantity allowed for export will partly depend on the grounds on which the compulsory licence was issued. The restriction arises because TRIPS Article 31(f) requires that the production under government use or compulsory licence shall be “predominantly for the supply of the domestic market”. This would mean that the compulsory licensee’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. 

The Article 31(f) restriction on the quantity of export does not apply where a compulsory licence is issued on the grounds that it was necessary to correct anti-competitive practices (see Article 31(k)). In such cases, the compulsory licensee could arguably export the whole of his manufacturing output.

B.
EXPORT UNDER ARTICLE 30 OF TRIPS

Restriction on the quantity of exports of products manufactured under a compulsory licence, as mentioned in Section A above, may pose a problem for the long-term sustainability and economic viability of generic producers/compulsory licensees. The limitation on the quantity of exports may affect or prevent generic producers from achieving economies of scale, particularly if they are manufacturing for small markets. 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. 

In January 2005 (when the TRIPS obligations for both product and process patent protection have to be fully implemented by all developing countries), those developing countries presently able to produce and export will no longer be able to do so, in respect of 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 arises1. 

The restriction on export under Article 31(f) will also place those countries without domestic manufacturing capacity at a disadvantage. These countries, wishing to import the cheaper generic versions of patented medicines produced under compulsory licence, may find that the portion of the medicines that is not predominantly for the supply of the domestic market in the producer country may not be sufficient to meet their demand. As mentioned above, the restriction on export will act as a disincentive against applying for a compulsory licence if the potential applicant is not assured of a large enough domestic market.  This will affect countries without domestic manufacturing capacity as they will then have fewer options in terms of their sources of affordable medicines. 

As a solution, a number of developing countries in the WTO have proposed an interpretation of Article 30 of TRIPS which would allow a generic producer to manufacture and export generic medicines to another country with a public health need2. It was proposed that WTO Members should recognize the right of Members to provide for a specific exception in their national patent laws to the effect that generic producers would be permitted to undertake the production of a patented medicine for export (without consent of the patent holder) in order to meet a public health need in another country. Such an exception would negate the need for a compulsory licence to be granted in the country of export – only in the country of import would a compulsory licence need to be issued (if patent protection was in place there). 

An exception for export under Article 30 could also cover the export of necessary pharmaceutical starting materials (i.e., the raw materials such as active ingredients, chemical entities, new molecules, etc.).  If these raw materials for pharmaceutical production are patented, the prices of, and access to, these materials could be adversely affected. It is therefore important to ensure multiple and generic sources of such materials, just as in the case of finished pharmaceutical products. 

This issue of local production and export under compulsory licence has been at the crux of negotiations in the WTO’s TRIPS Council. The negotiations have been focused on finding a solution to the problem identified in Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health. The so-called “Paragraph 6 problem” refers to 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. 

The TRIPS Council was mandated to find an expeditious solution to the Paragraph 6 problem by the end of 2002, but the negotiations have thus far not yielded any agreement even though the deadline has passed. (Chapter 6, Section C.1 below provides further details of the negotiations and various proposals on the Paragraph 6 problem.)

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. However, it should also be noted that a number of the developed countries have indicated that they are not in favour of this approach, and may challenge such a measure. 

Endnotes:

1.  See Correa (2002), pp. 19-27 for a discussion of the Paragraph 6 issues.

2. See, e.g., Cecilia Oh, “The problem with Paragraph 6”, Third World Economics, No. 283, 16-30 June 2002, for a discussion of the proposals by the Africa Group and a group of 13 developing countries that were submitted to the WTO’s TRIPS Council in June 2002.

