Chapter 4

Parallel Import

MODEL PROVISION:

Importation of products placed in other markets

A patent holder shall not have the right to prevent acts of importation of any product covered by a patent that has been put on the market in any country by the patent holder or by any party authorized to use the invention.

EXPLANATORY NOTES

A.
EFFECT OF MODEL PROVISION
Parallel import is the import and resale in a country, without the consent of the patent holder, of a patented product that has been legitimately put on the market of the exporting country under a parallel patent1. Since some patented products are sold at different prices in different markets, the rationale for parallel importation is to enable the import of patented products from countries in which they are sold at lower prices into those countries where the same patented product is being sold at a higher price. 

This model provision allows for parallel importation in any of the following circumstances: 

(1) 
parallel importation of a patented product that has been placed on the market of another country by the patent holder; or 

(2) 
parallel importation of a patented product that has been placed on the market of another country by a (voluntary) licensee or authorized agent of the patent holder; or 

(3) 
parallel importation of a patented product that has been manufactured and placed on the market by a compulsory licensee. 

The incorporation of this model provision within a national patent law will enable any party to parallel import patented products into a country in the three cases mentioned above, and to sell the said products.

B.
OBJECTIVE AND RATIONALE

A patent confers a time-bound monopoly for the working of an invention upon the patent holder, in that the patent holder may prevent any other person from using, making, selling or importing the patented product in the country in which the patent is in force. Thus, the patent confers not only the exclusive right to manufacture and work the patent in the country, but also the exclusive right to import the patented product into the country2. 

However, these rights of the patent holder are qualified by the principle of exhaustion of rights. This principle of exhaustion states that once patent holders or other authorized parties have sold a patented product, they cannot prohibit the subsequent resale of that product since their rights in respect of that market are exhausted by the act of selling it. The patent holder’s rights over a patented product are therefore “exhausted”. 

Thus, from the moment the product is marketed, the patent holder can no longer control its subsequent circulation. The patent holder holds the exclusive right to manufacture the product and then to put it on the market, but from that moment on, has no further right over the product once it is placed on the market3. On the basis of the exhaustion principle, it would be possible for another party (apart from the patent holder or its authorized agents) to import the patented product from the market where the product has been sold. 

Parallel importing can be an important tool enabling access to affordable medicines because there are substantial price differences for pharmaceutical products in different markets. The price differences may be due to local market conditions, based on factors such as differences in intellectual property rules, or prevailing income levels, as well as the degree of competition among producers. Where there is little competition among producers, or where the producer has a monopoly within a particular market, a very high price may be charged for a medicine, regardless of the income levels. This has been observed in studies which found some patented medicines to be priced far higher in developing countries with low levels of income than in developed countries. By permitting some form of parallel imports, countries can “shop around” and get better prices for pharmaceutical products.

As mentioned above, the model provision enables parallel importation of three categories of patented products, that is:

(1) 
patented products that have been placed on the market by the patent holder;

(2) 
patented products that have been placed on the market by the authorized agents of the patent holder; and 

(3) 
patented products that have been produced and placed on the market by a compulsory licensee. 

Whilst the first two situations are not in question, some doubts have been raised as to whether patented products placed on the market by a compulsory licensee may be parallel imported.

It has been argued that in the case of a patented product produced and marketed under a compulsory licence, the rights of the patent holder have not been exhausted, as there has been no consent given by the patent holder for the production and eventual placing on the market. Proponents of this “consent theory” have thus argued that parallel import in this case is not allowed. 

The alternative view, which espouses the “reward theory” in relation to exhaustion of rights, holds that parallel importation of patented products produced and marketed under a compulsory licence is allowed. The reward theory is premised on the fact that since the patent holder has been rewarded through the first sale or distribution of the product, the patent holder has no right to control the use or resale of the product put on the market with the patent holder’s consent or in an otherwise authorized form4. 

Therefore, the issue is not so much consent (of the patent holder in the placing of the product on the market) but rather whether the patent holder has been rewarded for the use of his patent. In the case of patented products produced and placed on the market under a compulsory licence, the patent holder would have received compensation from the compulsory licensee (as a condition of the issue of the compulsory licence). Hence, the patent holder would have been duly rewarded for the use of his patent.  

C.
TRIPS-COMPLIANCE

Parallel imports are allowed under the TRIPS Agreement. Article 6 of the TRIPS Agreement provides that the issue of exhaustion of rights shall not be a matter of dispute settlement. Hence, TRIPS leaves it to Members to decide how the principle should be applied within their national territory. They have three main options5:

1. 
Members may adopt the principle of international exhaustion of patent rights. Adoption of this principle in the national patent law would allow any party to import into the national territory a patented product from any other country in which the product was placed on the market by the patent holder or any authorized party. 

2. 
Members may adopt regional exhaustion of rights, where adoption of this principle would allow the possibility of importing into the national territory a patented product originating from any other member state of a regional trade agreement.

3. 
The third option is that of national exhaustion of rights. This principle limits the circulation of products covered by patent in one country to only those put on the market by the patent owner or its authorized agents in that same country. In this case, there can be no parallel importation.

During the negotiations leading up to the Doha Declaration on the TRIPS Agreement and Public Health, developing countries were keen to clarify that WTO Members have the right, by virtue of Article 6 of the TRIPS Agreement, to adopt a principle of international exhaustion of rights. The Doha Declaration has re-affirmed that Members do have this right. Paragraph 5(d) of the Declaration states that each Member is “free to establish its own regime for such exhaustion without challenge”. That this has been clarified in the Doha Declaration is an added reassurance for Members wishing to adopt an international exhaustion principle that it is legitimate and consistent with the TRIPS Agreement to do so6. 

Adoption of this principle in the national law would permit the importation of a patented product into a country without the consent of the patent holder where the said patented product has been placed on the market of another country. It is important to note that this “flexibility” allowed in the TRIPS Agreement and confirmed by the Doha Declaration does not automatically translate into the national regimes, and it is necessary and recommended that specific legal provisions be enacted in national laws7.

For those countries wishing to avail themselves of the widest scope in terms of parallel imports, it will be important to enact clear legal provisions to that effect. Incorporation of the model provision within the national law will operationalize the international exhaustion principle. 

Unnecessarily restrictive formulations on parallel imports should be avoided, such as those that require “express consent” of the patent holder before a patented product is imported. If the consent of the patent holder is required for the import of a patented product, the ability to parallel import will be restricted to only those cases where the patent holder has given consent. For instance, though the patent owner may grant voluntary licences in a foreign country, he may prohibit his licensees from exporting generally or to some countries or regions.

Parallel importation is permissible under the TRIPS Agreement, and it is an important tool for meeting public health interests, where it enables importation of a patented medicine from a country in which it is sold at a lower price, so that more patients may have access to the cheaper medicine. 

D.
EXAMPLES OF STATE PRACTICE

Parallel imports are admitted in many developed and developing countries, although countries may place restrictions on the types of intellectual property or goods that may be imported. Parallel imports are allowed on the basis of either a regional or an international exhaustion of rights principle. The establishment of the legal basis of parallel imports has been done largely through case law; i.e., through court decisions interpreting legal provisions. However, there are also examples of legal provisions explicitly setting out the applicable doctrine of exhaustion (see below).

Within the European Union (EU), the doctrine of regional exhaustion has been applied by the European Court of Justice to the entire EU and to different types of intellectual property rights. Thus, once a product has been sold in an EU member state, it can be resold in any other member state8. Such parallel importing prevents market segmentation within the EU, and this is considered to be central to the promotion of the common market of the EU. 

In other countries, international exhaustion of patent rights is recognized. In Japan, the courts have held that the parallel importing of patented products sold in one country into Japan does not violate the patents granted in Japan. In addition, the courts have also stated the issue of parallel import is a matter of national policy of each country9. 

In the US, the principle of international exhaustion generally applies in the area of trademarks. Under US law, the “first sale” doctrine applies to traders re-selling goods in the US made by or with the authority of the right owner, wherever such goods are first made or first sold. 

In Australia and New Zealand, restrictions on parallel importing are gradually being lifted in respect of copyright goods. Similarly, in Malaysia and Singapore, restrictions on parallel importing have also been eased10.

Some examples of national legislation providing for parallel importation are included below:

Argentina: Patent Law No. 24.481 of 1995

Article 36.c provides that the rights conferred by a patent shall have no effect against “any person who ... imports or in any way deals in the product patented or obtained by the patented process once the said product has been lawfully placed on the market in any country; placing on the market shall be considered lawful if it conforms to Section 4 of Part III of the TRIPS Agreement”.

South Africa: Medicines and Related Substances Control Act No. 101 of 1965 (as amended by the Medicines and Related Substances Control Amendment Act 1997)

The new Section 15C inserted by the 1997 amendment act provides that “(T)he minister may prescribe conditions for the supply of more affordable medicines in certain circumstances so as to protect the health of the public, and in particular may-

(a) 
notwithstanding anything to the contrary contained in the Patents Act, 1978 (Act No. 57 of 1978), determine that the rights with regard to any medicine under a patent granted in the Republic shall not extend to acts in respect of such medicine which has been put onto the market by the owner of the medicine, or with his or her consent;

(b)  
prescribe the conditions on which any medicine which is identical in composition, meets the same quality standard and is intended to have the same proprietary name as that of another medicine already registered in the Republic, but which is imported by a person other than the person who is the holder of the registration certificate of the medicine already registered and which originates from any site of manufacture of the original manufacturer as approved by the council in the prescribed manner, may be imported;

(c) 
prescribe the registration procedure for, as well as the use of, the medicine referred to in paragraph (b)”.
Malaysia: Patents Act 1983, as amended by Patents (Amendment) Act 2000

Section 58A: Acts deemed to be non-infringement

(1) 
“It shall not be an act of infringement to import, offer to sale (sic), sell or use-

(a) 
any patented product; or 

(b) 
any product obtained directly by means of the patented process or to which the patented process has been applied,

which is produced by, or with the consent, conditional or otherwise, of the owner of the patent or his licensee.

(2)
For the purposes of this section, ‘patent’ includes a patent granted in any country outside Malaysia in respect of the same or essentially the same invention as that for which a patent is granted under this Act.”
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