Chapter 2

 Local Production

Local production or manufacturing of generic versions of patented medicines is a key issue for many policy makers in developing countries. Certainly, the ability of a country to maintain local production of essentially needed medicines is a desired objective. However, there are a number of considerations to be taken into account. The available technological, production and human resource capacities would be key factors in determining the domestic manufacturing capacity. Another important factor is the economic viability of such local production, particularly where such production is undertaken by private entrepreneurs as a commercial venture. Whether the production will be sustainable would depend on factors such as the size of the market and the demand for the produced medicine, as well as the ability to export such medicines. 

A.  
MANUFACTURE OF NON-PATENTED DRUG 

Any producer may manufacture a product that is not patented; that is to say, either no patent has been sought for the product or no patent has been granted, or where the patent on the product has expired. 

Where a product has been patented, the grant of the said patent may also be reviewed (by the patent authorities) or challenged (by a third party) if the patent has been granted wrongly. A review or challenge, where successful, could cause the patent to be revoked. Upon revocation, the product is no longer patented and may be locally manufactured by another producer.

B.  
MANUFACTURE THROUGH GOVERNMENT USE

The government can assign to a government agency or department, or to a private company (as a contractor or subcontractor), the right to locally manufacture a patented product, without the patent holder’s permission. Such government use of a patent is allowed under Article 31 of the TRIPS Agreement (see Chapter 1, Section A above), provided that such use is for public, non-commercial purpose. In the UK and US national legislation, government-use provisions give broad powers to government agencies and departments (and their contractors) to “use” patents, provided that the “use” is for the services of the government. 

Advantage(s): 

1.
There is no requirement to obtain the patent holder’s permission. Government use of a patent does not require the government or its contractors to have held prior negotiations for a voluntary licence with the patent holder, nor to inform the patent holder prior to government use of the patent (see Article 31(b) of TRIPS). 

Condition(s): 

1.
Adequate remuneration (i.e., compensation) has to be paid by the government agency or government contractor that manufactures the product (i.e., uses the patent), to the patent holder (see Article 31(h) of TRIPS).

2.
The manufacture of the drug is for public, non-commercial purpose.

This option is especially advantageous if it is part of national policy for the government to provide the medicines free or at a subsidized (thus non-commercial) rate to patients.

C.  
COMPULSORY LICENCE FOR LOCAL MANUFACTURE

The government can grant a compulsory licence to a private company to locally manufacture the patented product. The TRIPS Agreement does not restrict the grounds on which a compulsory licence may be issued, and the Doha Declaration on the TRIPS Agreement and Public Health further affirms the freedom of WTO Members to determine the grounds on which governments may grant compulsory licences. 

Local manufacturing under compulsory licence can take place where the government of Country A issues a compulsory licence on the ground that local “working” of the patent, in terms of local production, is required to meet public health needs in the country. The compulsory licence for local production may be granted to a foreign or local company, or to a non-governmental organization (NGO).

The use of compulsory licences to enable local manufacturing of patented medicines will be an important component of ensuring access to affordable medicines. After 2005, those countries which do not currently provide protection for product patents will be required to do so under the TRIPS obligations. This means that the generic producers in these countries will then require compulsory licences to be able to manufacture the currently on-patent and newly patented medicines. Without compulsory licences, it will not be possible for the producers to produce their versions of patented medicines. Thus, the ability of the producers to apply for and obtain compulsory licences will be a crucial element in ensuring the access to and affordability of new medicines, as well as the long-term sustainability of the domestic pharmaceutical industry.

Condition(s):   

1.
The grounds for the issue of the compulsory licence should clearly specify the need for local production (see Chapter 7, Section C and C.1  for further details on the grant of compulsory licence on  grounds of non-working or insufficiency of working). 

2.
The party applying for the compulsory licence is required to have entered into negotiations with the patent holder for a voluntary licence, and failed to obtain such a voluntary licence, prior to applying for a compulsory licence. This requirement does not apply in the cases of compulsory licences issued on grounds of public, non-commercial use, for national emergency or situations or extreme urgency and to remedy anti-competitive practices.

3.
The compulsory licensee has to pay compensation to the patent holder. 

A note on grounds for the grant of compulsory licences:

1. 
Some of the more common grounds for the grant of compulsory licences include the lack of local working of a patent, public-interest requirements, remedy of anti-competitive practices, enabling the use of interdependent patents and emergency circumstances. These grounds are generally used and accepted, as is evidenced in the national legislation of the developed countries, where most provide for the grant of compulsory licences on a number of grounds.

2. 
If the government grants a compulsory licence on the ground of lack of local working, there are arguably two ways of fulfilling the compulsory licence; i.e., through imports under compulsory licence or through local production under compulsory licence. It has been argued, by the US for example, that the requirement for the local working of a patent would be fulfilled by importing the patented product, hence, compulsory licences should not be issued for local production. 

3. 
There are a number of advantages to issuing a compulsory licence on the grounds of anti-competitive behaviour. The TRIPS Agreement waives a number of conditions. Therefore, where a compulsory licence is issued to correct anti-competitive practices:  (a) there is no requirement for the applicant to have entered into negotiations with the patent holder for a voluntary licence before applying for the compulsory licence; (b) it is possible to reduce the amount of compensation paid to the patent holder; and (c) the compulsory licensee is not constrained in limiting exports of the generic product (i.e., the production need not be “predominantly for the supply of the domestic market”).

D.
COMPULSORY LICENCE TO MANUFACTURE IN SITUATION OF EMERGENCY OR EXTREME URGENCY

Governments may also grant a compulsory licence in the case of a national emergency or circumstance of extreme urgency, to allow the local manufacturing/production of a patented product (see Chapter 1, Section C above).

Advantage(s):


There is no need for prior negotiations with the patent holder for a voluntary licence, only a requirement to inform the patent holder as soon as “reasonably practicable”. 

Condition(s):


1.
Compensation has to be paid to the patent holder by the compulsory licensee.   

2.
There should be a determination, by a relevant national authority, that a national emergency or a circumstance of extreme urgency exists, giving rise to the need for a compulsory licence. The Doha Declaration makes it clear that it is the governments’ right to determine what constitutes a national emergency, and a public health crisis including that related to HIV/AIDS, tuberculosis, malaria and other epidemics can represent a national emergency. 

