Chapter 1      

Import

There are several options to effect importation of medicines into a country. The question is whether the medicines to be imported are patented products, or a version of the patented medicine that has been produced under a compulsory licence. 

Where it is a patented medicine that has been produced under a compulsory licence, importation may be carried out under government-use provisions (see Section A) or via a compulsory licence (Sections B and C). Where it is a patented medicine that is marketed in another country, it is also possible to parallel import the said patented medicine into a third country (Section D).

A.
IMPORTATION UNDER GOVERNMENT USE

The TRIPS Agreement allows for the exploitation of a patented invention (that is to say, the act of using, making, offering for sale, selling or importing a patented product or product derived from a patented process) by the government, without the consent of the patent holder. Article 31 of the TRIPS Agreement envisages the use of a patent without the consent of the patent holder in a number of ways, including the use of patents by the government or third parties authorized by the government. Such use, by the government, of a patent is covered by the term “public, non-commercial use” in Article 31; it is also known as “government use” in some legal systems.

In the US and the UK, for example, national legislation provides for broad powers in relation to government use (or “Crown use”, as it is referred to in the UK), whereby government agencies or departments (or their contractors) are authorized to “use” patented inventions without the consent of the patent holder, which would otherwise amount to an infringement of the patent.

How a government-use provision would operate: 

A pharmaceutical product, P, is patented in Country A. Product P is available in Country A but at a price which the government of Country A feels is too high to enable affordable access. Product P is also produced in Country B (under a compulsory licence or government-use provision) at a more affordable price.  

The government of Country A legislates (or uses an existing legal provision) to authorize its agencies or departments, or its contractors (and subcontractors), to use patents for public, non-commercial purposes. On the basis of this provision, the government of Country A may then authorize the use of the patent for the pharmaceutical product P without consent of the patent holder. This will enable the import of product P from Country B, so that the government of Country A can supply product P as part of its policy to provide free or subsidized-cost medicines to its public. The provision of free or subsidized-cost medicine would fall within the ambit of public, non-commercial use of the patent. 

Advantage(s): 

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 the TRIPS Agreement).

Condition(s):


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

2. 
The import of the product has to be for “public, non-commercial use”.

Country A may import product P produced in Country B under a government-use provision. In importing, the government of Country A would have to be aware of the status of patent protection for product P in Country B, as follows:

[1]
Country A can import product P that is manufactured in Country B, if there is no patent on P in Country B

This situation arises where a pharmaceutical producer in Country B is able to produce product P domestically either because there is no patent protection for product P, or because Country B does not yet provide for product patent protection.

Products may not be patented in some countries for a number of reasons. There may not be patent protection available. For example, least-developed countries need not implement the TRIPS obligations to provide patent protection until the end of their transition period. The transition period would have ended in 2006, but the Doha Declaration on the TRIPS Agreement and Public Health has extended the transition period for provision of patent protection in respect of pharmaceutical products to 2016. For those countries that are not WTO Members, there is, of course, no obligation to implement the TRIPS provision and to provide patent protection. 

Developed countries and developing countries (since January 2000) are required to provide patent protection for pharmaceutical products. However, there are a number of factors that may cause a product not to be patented. One, there may be cases where the patent application may have been rejected on grounds that the application has not met the patentability criteria as set out in the national law, or secondly, a patent holder may have decided against applying for patent protection on a number of grounds, e.g., high fees for the patent application. Patent applications are often not filed in countries where there is no capacity to manufacture the patented product; i.e., most patent holders would not consider it necessary to patent in countries where there will be no competition.

A number of countries (e.g., India) have provided patent protection only for processes and not pharmaceutical products. Pharmaceutical producers in these countries have been able to produce their versions of patented medicines by using a different process. Such production of generic medicines is legal. The TRIPS Agreement allows these countries, which did not provide for product patents at the date of entry into force of TRIPS, a further extension of the transition period to provide protection for product patents; that is, until 2005. Therefore, it is possible for Country A to import the generic medicines from such countries.  

[2]
Country A can import product P that is manufactured in Country B, even where a patent has been granted on the product in Country B, where the producer in Country B has been granted a compulsory licence to manufacture product P

Where the product is patented in Country B, the producer can export the product if he has been granted a compulsory licence by the government of country B. However, the producer’s manufacturing output must be “predominantly for the supply of the domestic market” (i.e., of Country B). This is the requirement placed upon the grant of a compulsory licence by Article 31(f) of TRIPS. This provision can be interpreted to mean that, in theory, only a maximum of 49% of the total manufacturing output of the medicine (e.g., in Country B) may be exported. 

However, the restriction on export may be avoided if the compulsory licence was granted on the ground that it was necessary to correct anti-competitive practices, as compulsory licences issued on this ground are not subject to the restriction on export (see Article 31(k) of the TRIPS Agreement). 

B.  
IMPORTATION THROUGH COMPULSORY LICENCE

The TRIPS Agreement also allows the use of a patent without the consent of the patent holder through the grant of compulsory licences. Although the term “compulsory licence” is not specifically mentioned in TRIPS, it is clear that the provisions of Article 31 refer to the issue of compulsory licences and the conditions under which they may be issued. 

Compulsory licences may be distinguished from government use of a patent. Government use is limited to a government’s  agencies or its authorized contractors for public, non-commercial purposes, whereas any interested party may apply for a compulsory licence to use a patent, including the private sector for commercial purposes and profits. 

How a compulsory licence for import would operate:

The government of Country A may grant a compulsory licence to any interested applicant (which may be an institution, individual or company based in Country A) to import the generic version of a product that is patented in Country A.

Condition(s):


1.
Before a compulsory licence is granted, there must have been prior effort (which was unsuccessful) by the applicant to negotiate a voluntary licence with the patent holder (see Article 31(b) of TRIPS). 

2.
There is also a requirement for the payment of adequate remuneration (or compensation) by the compulsory licensee to the patent holder (see Article 31(h) of TRIPS).

Importation under compulsory licence can be undertaken in the following situations:

[1]
The government of Country A grants a compulsory licence to allow the import of a generic version of a product from Country B, where the producer is manufacturing the patented product under a compulsory licence (granted by the government of Country B)

After 2005, those countries that do not currently provide protection for product patents will have to do so under the TRIPS obligations. The pharmaceutical producers in these countries will then require compulsory licences to be able to legally produce new, patented medicines. The import (if it is not done under government-use provision) of the medicines will also require compulsory licences. There are, however, some disadvantages. 

Possible Disadvantage(s): 

1. 
The producer in Country B may be constrained from exporting if his output has to be predominantly for the supply of the domestic market; this restriction does not apply if the compulsory licence was granted to correct anti-competitive practices.

2. 
Compensation has to be paid where a compulsory licence is issued; in this case, in both Countries A and B, compensation will have to be paid by the compulsory licensees to the patent holder. This may add to the price of the medicine. It should be noted, however, that the requirement of compensation, as provided in TRIPS, is that of “adequate remuneration”, based on the circumstances of each case. There may be situations where the circumstances of the case would warrant only nominal compensation.

[2]
Country A grants a compulsory licence to import, and the patented product is imported from Country B in which no patent has been granted for that product

Advantage: 

Compensation need only be paid to the patent holder in Country A. Since there is no patent on the product in Country B, the company in Country A with a compulsory license to import can import from a producer in Country B. As there is no patent in Country B, there is no need for a compulsory licence or for compensation to be paid in that country.

Disadvantage: 

There may be few countries with the capacity to manufacture the patented product and in which patent protection has not been sought, especially after 2005. Patent applications are usually filed in those countries that have the capacity to manufacture, in order to prevent competition from local manufacturers which may be able to produce the same product.

[3]
The government of Country A issues a compulsory licence to a company to import a patented product from Country B, where the government of Country B has provided in its national law that it is legitimate for a producer in Country B to produce and export the patented product to a country under certain circumstances

This may be done through recognizing that limited exceptions to patent rights (as allowed under Article 30 of TRIPS) include the ability to produce  a patented product for export to another country in order to meet the public health needs in that country. The advantage of having this provision (the Article 30 exception) in Country B’s national law is that pharmaceutical producers in Country B may then export to other countries without the need for a compulsory licence and thus overcoming the limitation of having to produce “predominantly for the domestic market”.

Important note: This interpretation of Article 30 was proposed by a number of developing countries in the WTO, in the context of negotiations on the “Paragraph 6 problem”. This refers to the problem identified in Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health, which recognized the difficulty faced by countries with insufficient or no manufacturing capacity in making effective use of the compulsory-licensing provisions in the TRIPS Agreement. The Doha Declaration directed WTO Members to find an “expeditious” solution to this problem before the end of 2002, but this deadline has passed without the Members agreeing on a solution (for a more detailed account of the Paragraph 6 negotiations, see Chapter 3, Section B and Chapter 6, Section C and C.1 below). The proposal using the Article 30 approach essentially states that since a reading of the said article would appear to permit WTO Members to recognize the production-for-export exception, this interpretation of Article 30 should be accepted as an authoritative interpretation by all WTO Members as the solution to the Paragraph 6 problem. The fact that WTO Members have yet to agree on the solution to Paragraph 6 should not, however, prevent individual WTO Members from adopting this interpretation of Article 30. It is arguable that in adopting the Doha Declaration, WTO Members have already set a precedent for interpreting Article 30 in a manner that does not prevent them from protecting public health or promoting access to medicines (see Paragraph 4 of the Doha Declaration). However, it should be noted that the developed countries, such as the US and the European Union, have indicated that they are not in favour of the Article 30 approach.

C.
COMPULSORY LICENCE TO IMPORT IN CASES OF EMERGENCY OR 

“OTHER CIRCUMSTANCES OF EXTREME URGENCY”

Where a situation of national emergency or extreme urgency has arisen, a government may also grant a compulsory licence to use a patent without the patent holder’s consent in order to address the situation. Article 31 of TRIPS uses the terms “national emergency and other circumstances of extreme urgency”. A compulsory licence granted on the ground of a national emergency or other circumstances of extreme urgency can be used for the following purposes: [1] import of a patented product made under compulsory licence or government use from another country, or [2] local production of the patented product, or [3] both.

Advantage: 

The advantage is that under this condition, there is no need to have had prior negotiations with the patent holder for a voluntary licence.

Condition(s):


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

2.
A determination by a relevant national authority that a situation of emergency or extreme urgency exists. However, the use of the phrase “other circumstances of extreme urgency” in Article 31 would suggest that the grant of a compulsory licence or the waiver of the condition on prior negotiations does not depend on a formal declaration of national emergency1, such as that would suspend the normal operations of the government or constitutional rights. The Doha Declaration further makes it clear that it is the governments’ right to determine what constitutes a national emergency or situation of extreme urgency, and a public health crisis including that related to HIV/AIDS, tuberculosis, malaria and other epidemics can represent a national emergency2. For example, in the Zimbabwean government’s declaration of a period of emergency (in May 2002), the Minister of Justice, Legal and Parliamentary Affairs made the declaration of emergency in view of the rapid spread of HIV/AIDS among the population of Zimbabwe3. 

D.   
IMPORTATION THROUGH PARALLEL IMPORT

Parallel import, which involves the import and resale of a patented product, is not prevented by the TRIPS Agreement. The relevant provision in the TRIPS Agreement, Article 6, states that the issue of exhaustion of rights, the principle underpinning parallel importation, shall not be a matter of dispute settlement in the WTO. Furthermore, the Doha Declaration on the TRIPS Agreement and Public Health has affirmed this by stating that each WTO Member is “free to establish its own regime for such exhaustion without challenge”. 

How parallel importation would operate:

Parallel importation by Country A of a product may be undertaken in the following situations: 

[1]
A company in Country A imports a patented product from Country B when the same patented product is being sold at a lower price in Country B than in Country A

Pharmaceutical company G holds the patent for a product in Country A (where G sells the product at a higher price, say $5) and in Country B (where G sells the same patented product at a lower price, say $1). Another company (not Company G) based in Country A may buy the patented product from Country B at the lower price of $1, and import it into Country A and offer the product for sale in Country A at a lower price than that offered by G (at $5). Note here that the product is the patented product and not a generic version.

Advantages:   

1.
There is no need for an importer to obtain a government-use order or a compulsory licence. 

2.
There is no need for the importer to pay compensation to the patent holder. 

Conditions:  


Parallel import described in the situation above is allowed PROVIDED that Country A has adopted a regime of international exhaustion of patent rights; i.e., that once a product is sold (put on the market) in any other country, the patent holder’s rights are exhausted, and therefore, the patent holder no longer has control over how the product is sold or exported.

[2]
A company in Country A imports a patented drug that was produced under compulsory licence in Country B

A company in Country A may import a patented product from a producer in Country B that is not the patent holder but has been issued a compulsory licence. 

There are differing views as to whether this option is consistent with TRIPS, as explained below. The question is whether there can be parallel imports of the version of a patented product that has been manufactured under a compulsory licence. For example, the government of Country B has issued a compulsory licence to a generic producer in Country B to manufacture. The relevant question would be whether the grant of the compulsory licence exhausts the patent holder G’s right. 

Developed countries, such as the US and European Union, have argued that since there is no consent from the patent holder, the rights are not exhausted and therefore, the version of the patented product manufactured under compulsory licence cannot be parallel imported. The alternative view is that consent is not needed; what is required is that the product was legitimately placed on the market where the patent is in force. If a compulsory licence has been issued, it would be reasonable to argue that both the manufacture and the placing on the market of the compulsory licensee’s product are legitimate, and therefore, the said product may be parallel imported. This view is premised on the reward theory for the exhaustion of intellectual property rights, which does not require consent (of a patent holder in placing a product on the market), but rather that the patent holder was rewarded for the use of his patent. In the case of a compulsory licence, the patent holder would have received compensation for the use of the patent, and hence would have been “rewarded”.
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