PART I

TRIPS-CONSISTENT OPTIONS FOR 

AFFORDABLE MEDICINES: MEASURES FOR IMPORT,

DOMESTIC PRODUCTION AND EXPORT

This Part attempts to examine some of the issues related to the promotion of generic medicines, in the context of intellectual property rules and the obligations under the TRIPS Agreement.  The discussion below spells out the options available to a developing country in taking measures to facilitate access to affordable medicines. By affordable medicines, we do not mean only those medicines produced by generic producers, but also branded medicines.

The main objective of this Part is to provide a non-technical guide to the policy choices available to policy makers in developing countries. It discusses the advantages and disadvantages of each of the policy options, as well as the legal requirements for their implementation under the TRIPS Agreement. 

Note:  The term “generic drug or medicine” is currently used to mainly refer to a drug or medicine that is produced by a producer other than the patent holder after the expiry of the patent protection period. Where medicines are produced under a compulsory licence or a government-use provision (before patent expiry), it may be more accurate to describe them as such. In this document, therefore, such medicines are described as patented medicines that have been produced under compulsory licence or government-use provision. It is of course clear that these medicines will have the same effect, in terms of promoting competition and in lowering prices, as do generic medicines.

Policy options for affordable medicines

One option is for a country to import patented medicines from where they are sold at a lower price (parallel imports), or to import patented medicines that have been manufactured abroad under compulsory licence or government-use provision.  The importation options are addressed in Chapter 1.

A second option is for the government to enable the local production of the required medicines, that is, the production of patented medicines under compulsory licence or government use. Options in terms of local production are addressed in Chapter 2.

In order to enable local manufacturing to be undertaken on an economically viable scale, a country that manufactures the medicines may also wish to export some of these medicines. The options available in terms of exporting  medicines produced locally under compulsory licence or government-use provision are examined in Chapter 3.

These options discussed below are not mutually exclusive. Indeed, they can and should be used, where possible, in conjunction with each other. This would allow the optimization of the policy choices available to an individual country and also allow specific circumstances to be taken into account, for example, the technological, manufacturing and human resource capacities. 

The provisions of the TRIPS Agreement do not prevent a government from undertaking certain measures for importing, manufacturing as well as exporting medicines.  In other words, it is possible for a country to take policy and legal measures for public health (in this case, to provide medicines at affordable prices) and, at the same time, for these measures to be consistent with the country’s need to comply or be consistent with its obligations under the TRIPS Agreement.  The discussion below provides a guide to such TRIPS-consistent measures.

A government may also choose to negotiate with the pharmaceutical companies owning the patents on the medicines to reduce the prices of specific branded or patented medicines. This may be the least controversial course of action. However, it may be the case that the pharmaceutical companies concerned may not agree to lower the prices, or that the discounts they are willing to offer are not adequate. Furthermore, even where satisfactory price discounts are given, they may only be for the short term. Thus, it would be useful to examine more long-term and secure options.  In this context, it is worth bearing in mind that the existence of compulsory-licensing laws (as well as the ability to use them) may persuade patent holders of the need to act reasonably in cases of requests and negotiations for voluntary licences or in the discounts given. 

It is also noted that there are a number of initiatives being put in place to enable a global system of preferential pricing of medicines, to promote lower prices of medicines at affordable levels in markets that require them. These initiatives will be useful, but to ensure effective operation of a differential-pricing scheme, tools of the intellectual property system, such as parallel imports and compulsory licensing, will play a vital role in underpinning differential pricing and market segmentation. Hence, the discussion below is aimed at addressing the role of intellectual property rights in this context and the need for governments to exercise their rights in the use of such tools. 

Part I summarizes the options available to a country to take policy and legal measures to enable access to medicines at affordable prices, and which are TRIPS-consistent. Within this Part, Chapter 1 examines the options for the importation of medicines; Chapter 2 examines the options for local manufacturing of medicines; and Chapter 3 examines options for the export of locally manufactured medicines. Each chapter highlights the advantages and disadvantages of the different options and also examines their compliance with the provisions of the WTO-TRIPS Agreement. 

