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Thailand now has in preparation a draft data
protection regulation. The regulation takes
advantage of TRIPS flexibilities: it does not
confer data exclusivity (applying instead only
to the disclosure or unfair commercial use of
undisclosed information); it applies only to
new chemical entities; and the protections
extend only for a period of two years from
the date of filing a registration application.”

3.3.8. Viet Nam

Viet Nam is presently discussing revisions
to its Law-on Intellectual Property is under
the discussion, with various constituencies
now reviewing draft revisions — so many
components of the existing legal regime may
bein flux.

3.3.8.1. Government Use

\

Viet Nam does not have a specific
Govemment Use provision, butits compulsory
licensing law applies as well to government
agencies and enterprises. The law is
explained and analyzed in the section below
on compulsory licensing. The Drug
Administration of Viet Nam (DAV) comments
that the new draft law on compuisory
licensing would not apply to government
agencies, but that the DAV will recommend
review of this issue.

3.3.9.2. Compulsory Licensing

VietNam does permit compulsory Jicensing,
though a series of overlapping code, circulars
and decrees makes the governing law rather
complicated.

The civil code specifies that Compulsory
Licenses may be issued for failure to work a
patent, refusal to deal, and general public
interest grounds {defined as “necessary to

™ Project's Mission Report for ..Qm_"..m:m. p.176.

meet the needs of national defense, national
security, health or other urgent needs of
society”). (Article 802)

Circutar No. 3055-TT/SHCN of December 31,
1988, which implements the intellectual
property code, specifies that the authority
implementing the compulsory ficensing law
shall be the National Office of Intellectual
Property. It appears to somewhat narrow the
grounds for compulsory licensing, apparently
eliminating the refusal {o deal grounds, and
combining the failure to work and public
interest grounds. Under Circular No. 3055-
TT/SHCN, a Compulsory License applicant
must show that the patented invention has
“special significance” for securily, nationat
defense, or protection of the people’s health
and environment and that the owner is not
using the invention at a levei that satisfies
the specified public interest considerations.
(Article 21.1(ii))

This eircuar, however, appears to be
superseded by Decree No. 06/2001/ND-CP
of February 1, 2001, which modifies the
Decree upon which the circular was based.
(Article 22) Under the 2001 decree, the
grounds for issuing a Compulsory License
are those specified in Article 802 of the Civil
Code.

The 2001 decree establishes the Ministry of
Science and Technology (farmerly the
Ministry of Science, Technology and
Environment) as the body that adjudicates
Compulsory License applications.

The decree also establishes a specified
process of appeal, Patent holders and
Compulsory License applicants may appeal
Compulsory License degisions within the
Ministry. Parties may- further appeal to the
Prime Minister, or file a lawsuitin accordance

with administrative procedures.

Compensation is to be set at a level
“equivalent fo the economic value of the use

right under such license or to the price of

contractual transfer of voluntary license with

a similar scope and duration.”

Commentary

* Grounds: The VietNamese law appears
{o define the grounds for a Compulsory
License broadly, and appropriately
includes general public interest grounds.
Specifying more precise conditions in
which Compulsory Licenses will be issued
— through implementing regulations,
adminisirative rules or otherwise — will
give helpful direction to government
authorities confronting actual Compulsory
License cases, and help give them the
confidence to issue licenses.

However, the 1996 circular narrowed the
grounds in important ways. That
narrowing appears to have been
ovetridden by the 2001 decree; butif not,
then the Vietnamese faw is burdened by
a number of significant TRIPS-plus
features when it comes to grounds for
issuing a Compulsory License. The 1996
circular requires a) that a patented
invention have “special significance” for the
publicinterest, a difficult test which is not
required by TRIPS; and b} a showing that
the patent holder is not using the patented
invention at a level to satisfy public interest
needs. This latter requirement could be
satisfied by a showing that some public
interest need is not being met, and that
price is a factor in this gap; but it could
also be interpreted in a way that would
make issuance of Compulsory Licenses
rare. In that instance, Viet Nam would be
forfeiting flexibilities available under the
TRIPS Agreement.
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The 1996 circular also does not make
reference to the other grounds for issuing
a Compulsory License mentioned in the
civil code: failure to work (not connected
to & public interest reqguirement) and
refusal to deal. It appears that in this
regard, too, the 1996 circular has been
overridden by the 2001 decree, but this is
not clear.

The refusal to deat grounds for issuance
of a Compulsory License is a very effective
means of capitalizing on the TRIPS
Agreement's flexibilities, facilitating the
issuance of Compulsory Licenses. Under
such a provision, a generic firm could
show thatit has requested from the patent
holder a license on reasonable
commercial terms, been denied the
license (or failed to receive an affirmative
response within a reasonabie period of
time, perhaps defined as 90 days), and
on this ground alone be granted a
Compulsory License. Such a rule would
very meaningfully assist with the
introduction of generic competition and
attaining access to medicines for all.

Needless delay. The 2001 decree requires
a defay of three years before a person
may apply for a Compuisory License under
Article 801 of the Civil Code. The Paris
Convention, which is incorporated by
reference in the TRIPS Agreement, does
require three years before a Compulsory
License can be granted for non-working.
But this mandatory waiting period does
not apply to Compulsory Licenses issued
on other grounds. Article 801 includes not
only the non-working ground but also
general publicinterest grounds.

The DAV indicates that in the new draft
law, the three or four year delay appiies
to ali Compulsory Licenses, regardless
of grounds. The agency says it will
recommend a revision in this regard.
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policy from the point of view of their generic
industry.

Finally, there is another much larger
calculation running in the background. As
from 1997 Viet Nam has enjoyed a growing
trade surplus with the US.¢ The attainment
of MFN status from the US through the BTA
was a major achievernent from the point of
view of trade. However, that MFN status is
temporary and has to be renewed each year.
Viet Nam will ohbviously want to gain
permanent MFN status by joining the WTO
and will probably be prepared o make a
considerable number of concessions in order
to achieve that status. The WTO accession
process will present the US with a good
opportunity to press for TRIPS plus
provisions.

1. CONCLUSIONS

The report by Kuanpaoth and Duong contains
a list of recommendations and conclusions
with which we basically agree. Thereisone
slight difference between us in the context of
the BTA. Kuanpoth and Duong suggest that
when the BTA expires at the end of the year
Viet Nam should use the opportunity to
remove the provision on data exclusivity. Data
exclusivity provisions have become standard
provisions in the FTAs that the US has
negotiated in recent times. Viet Nam’s
chance of removing it is probably not that
great. It might also lead the US to re-open
the issues of parallel importation and
marketing approval by the DRA when a
product is the subject of a patent claim,
neither of which are covered by the present
BTA. Viet Nam has more o lose than to gain
by re-opening the BTA.

We believe that there are priorities that

deserve attention.

a. Viet Nam lacks of clear and easy to use
provision for issuing compulsory licenses.
If an administrative procedure for the grant
of compulsory licenses for public non-
commerciat use were established, it could
probably also be used by third parlies
seeking licences for commercial
purposes. Govemment use licenses are
not affected by FTAs and there is alarge
body of US practice on which to rely.

s

Missing from the current policy
development process in Viet Nam is a
committee that brings together heaith and
intellectual property expertise and that
serves as a technicat resource for policy
guidance, including during the course of
a trade negotiation. The Ministry for
Health has a key role in encouraging
investment in pharmaceuticals, but if its
policies are not tied to an intellectual
property framework that encourages the
development of a generic industry there
are likely to be policy incoherencies. At
our meeting with the Minister of Health
we urged that such a committee be
established.

Article 803{1) of the Civil Code
establishes an important principle. It
allows for the use of patented objects by
third parties if ‘filhe use of such objects
of industrial property is not for business
purposes’. Importantly third parties relying
on this provision are not obliged to pay
remuneration. This provision allows for
exceptions such as experimential use.
Potentially it could go further, allowing for
the importation of generic drugs into Viet
Nam thatare patented in VietNam. That
importation would have to be for non-
commercial purposes. How far Article
803(1) goes will be affected by Article 7.4

o

¢ See Mark E Manyin, The Viet Nam-UJ$ Bilateral Trade Agreement, CRE Report for Congress, December 11
2001. !

of the BAT (which is itself a TRI PS pius
version of Article 30 of TRIPS).

_ The Ministry of Health should obtain an

advisory opinion an its Scope of operation
so that it and others can exploit the
provision to the fullest extent. Og._:.u:mi
it would be better if such an advisory
opinion came from an official government
source such acourtorthe Department of
Civil and Economic Laws. Failing thatan

opinion from an eminent civil code expert .

shoutd be sought.
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