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Abstract

Parallel import is a common business problem of the business operator, who
distributes the goods in many territories by appointing the sole and exclusive distributor
in such area, especially transnational business which assigns the sole and exclusive
agent or distributor in each countfy. Paralle! import is occurred by the difference prices
of the goods in each area. Such difference causes the importation of cheaper product in
one area to another area where such product's price is higher, without consent or
approval of product owner. The parallel import may causes adversely effectto the
business operator, but in the other hand, parallel import helps the consumer to buy the
genuine product in cheaper price. In case of the essential product likes pharmaceutical
product which is monopolized by patent, parallel import could be the channel for patient
to access the cheaper pharmaceutical product and minimize the patent monopolization

that causes adverse result to patient.

Different from other general product, the parallel import of pharmaceutical
product concerns with several aspects, this Thesis, therefore, researches on legal
issues relating to parallel import of pharmaceutical product as follows: Exhaustion of
Right Principle in Patent Law; Pharmaceutical Law and Regulation for market
authorization; Competition Laws on territorial restriction, pharmaceutical company's

measures to obstruct parallel import in other country.

Parallel import of patent pharmaceutical product is in highly attention of many
countries. On November 14, 2001, WTO Meeting has announced the Doha Declaration
on the TRIPs Agreement and Public Health or “Doha Declaration” for finding solution of
compulsory license measure under TRIPs Agreement which is inapplicable to solve the
pharmaceutical product problem occurred in developing countries and least developing
countries. Doha Declaration, therefore, sets up particular compuilsory license scheme

and ratifies WTO member states’ right to apply Exhaustion of Right Principle in the
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manner that is appropriate to their own country’s condition. Such applying affects the
patentee’s absolute right to prohibit the parallel import product which has already been

firstly sold in the market.

For a time being, the United States of America (the U.S.) is applying new
trade policy by entering into bilateral Free Trade Area or “FTA Agreement” with several
countries. Following issue in such FTA Agreement concerns with Patent Laws and
effects parallel import of pharmaceutical product in some extents: data protection for
cli.nical trial's Test Data; patent term restoration to compensate the patentee the
monopoly period which used for market authorization procedures; and the patentee’s
absolute importation right to obstruct parallel import. The FTA Agreements which are
already executed and binding upon the U.S. and other country have similar concept that
is coherent with the U.S. Laws and extremely benefit the U.S.'s pharmaceutical industry

which manufactures new product to most of the countries.

Presently, Thailand is during the FTA Agreement negotiation stage with the
U.S. Now the Pharmaceutical product patent and parallel import issues are brought in to
public attention, this thesis compares potential result to Thailand if we accept the U.S.
proposed bilateral FTA Agreement or we adopt the measure as ratified by WTO member

states under Doha Declaration.





