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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superseded by Decree No. 06/2001/ND-CP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.

REGIONAL REPORT it}

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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‘nlﬁ MISSION REPORT FOR VIET NAM

1. DESCRIPTION OF THE FIEL.LDWORK

The mission commenced with a briefing from
the Drug Administration of Viet Nam {part of
the Ministry of Health). During the course of
the week we inferviewed representatives from
the Department of Civil and Economic Laws
(Ministry of Justice), the Pharmaceutical
Companies Association, the Department of
Legislation in the Ministry of Health, the Drug
and Cosmetic Registration Division, the
General Depariment of Preventive Medicine

and HIVIAIDS Control, the Ministry of Trade,

the National Office of Industrial Preperty, the

WHO in Viet Nam, UNAIDS. We met with

one NGO, the Policy Project in Viet Nam.,

A half day workshop was held on Thursday
24 June. The workshop was well attended
by represéntatives from the va rigus
government departments with a stake in this
issue. On Friday 25 June we met with the
Minister of Health for a briefing session,

The consultants were aware ofa recentreport
entitled ‘Affordable ARV Drugs for People
Living with H'W/AIDS in Viet Nam: Legal and
Trade Issues’, June 2004, by Kuanpoth and
Duong, which covers much the same ground
as the present one. In consultation with
ASEAN Secretariat it was decided not to
dupiicate the work done in the context of that
report, but instead to complement it and i
the gaps’. This approach also affowed more
time for capacity building. Our report comes
to similar conclusions as the one by
Kuanpoth and Duong, The two reports should
be read together.

2. PEOPLE INTERVIEWED .

Unfortunately this listis not complete because
the individuals we interviewed did not always
have business cards and the opportunity to
obtain their full detaiis dic not always present
itself.

‘Ngyuen Van Bay

Nguyen Binh
Deputy Director of Dept of Civil and
Economic Laws, Ministry of Justice.

Le This ThuHa
Deputy Director, Department of
International Cooperation,

ini f Health.
Dang Viet Thang Ministry o
Chairman, Viet Nam Pharmaceutical Nancy Fee .
Companies Association, Country Coordinator, UNAIDS.
Nguyen Trong De Dominique Ricard
Vice-Chairman, Viet Nam Medical Officer, WHO.
v:mzammmcmamm Companies Nguyen Quynh Trang
Association.

Policy Project Viet Nam.
Pham Thi Binh Minh

Head, Drug & Cosmetic Registration 3. THE PHARMACEUTICAL INDUSTRY

Division, Ministry of Health. INVIET NAM

Nguyen Xuan Tien ing i ion is based on our
P inr EV S The following information is bas C

Un.c.@ Administration of Viet Nam, discussion with the Viet Nam ﬁsmndmow.cn_om_

Ministry of Health. . Companies Association (VPCA). Obviousty

Phan Cong Chien we were only able o gain an impression of

Drug & Cosmetic Registration Division,
Ministry of Health.

Cao Minh Quang
Director, Drug Administration of Viet
Nam, Ministry of Health.

the industry from the VPCA.

In Viet Nam state-owned u:m::mom:z.om_
companies are being privatized, foreign
investment is being encouraged and
partnerships between foreign companies and

Vu Thi Loi local companies are occurring. For example,
Drug Administration of Viet Nam, the company Sanofi-Synthelabo has a joint
Ministry of Heaith. venture with the VPCA. Aventis, United
Le Ngol Yen Pharma as well as Japanese m:wouomww_ﬂ
General Department of Preventive companies have established EMm“ P a OME_ el
‘Medicine and HIV/AIDS Control. Overall there are about 200 pharm
companies in Viet Narm and 89 of these are
Bui Huy Son members of the VPCA. The companies that
Head of ASEAN Division, are not members are small scale.
Minisiry of Trade. Approximately 40 companies have production
Le Huy Anh capabilities. All meet standards of good

manufacturing practice. The principal sources
of raw materials for the Vietnamese industry
are Chinaand India.

Patent Examiner, National Office of
Industrial Property of Viet Nam,
Ministry of Science and Technology.

We were unable to get detailed information
about the size of the market In Viet Nam,
except that we were told that Viet Zm_._._
imported about $400 million in
pharmaceutical drugs. Local production
amounted to about $200 million. If these

Legal Expert, National Office of
industrial Property of Viet Nam,
Ministry of Science and Technology.

MISSION REPORT FOR VIET NAM

figures are right then they show n_.mmn« that
for the time being Viet Nam is ?@z:\
dependent upon importation of medicines.

There is almost no investment in R&D in Viet
Nam.

The industry until recently has not .w.mm:
congemed about inteltectual property rights.
As one interviewee put it, “Vietnamese
companies did not care much about the
patent”. Trade mark infringement was m._mo
rife. With the prospect of WTQ accession
looming, the VPCA has begun to organize
training courses on TRIPS, Generic
companies in Viet Nam, we were told, mq.m
notreally doing patent searches. The VPCA's
inforration about TRIPS comes m#:m_” from
government or the International
Pharmaceutical Research Manufacturers
Association. Atthe time of our visit the VPCA
had not had a chance to examine the draft
inteflectual property laws that refate to the
process of Viet Nam's accession to the WTO.
Basically, it would appear that the VPCA and
its members are counfing on the govermment
ta look afier their interests in the WTO
accession process.

We are unable to point to any amﬁ.m
concerning the price of pharmaceuticals in
Viet Nam. However, the increasing cost of
medicines is an issue in Viet Nam. In
response the Government has made changes
to the rules on parallel importation in order to
encourage such importation to take u._mom
(see the discussion on parallel importation).

4. VIETNAM'SINTELLECTUAL
PROPERTY FRAMEWORK

4.1. International Agreements
Viet Nam Is progressively integrating itself

into the international intellectual property
regime.
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FEEOR MISSION REPORT FOR VIET NAM

the context of public heaith regulation in order
to obtain access to patented medicines.
Obviously in order for compuisory licensing
to be effective governments have o be

prepared fo issue licenses or threaten their

use. Our interview at the patent office
revealed that no compulsory license has ever
been issued. The Viethamese Patent Office
(VPO) has been receiving patent applications
since 1982. We were told that the Office
had received 1754 applications in Class A61
(Medical and Veterinary Science}and 1214
applications in Class AG1K (Preparations for
Medical Purposes). The paper by Kuanpoth
and Duong points out that 22 ARV drugs are
either patented or the subject of patent
applications in Viet Nam. We were also
informed that there were two applications for
patents on tuberculosis and 11 for malaria.
These figyres are no substitute for a detalled
study of pharmaceutical patenting in Viet
Nam, but they do show that phamaceutical
patenting is taking piace and taking place in
significant areas.

One of Viet Nam's cumrent goals is to develop
a strong domestic pharmaceutical industry.
The experience of the Canada shows that
this is not really possible in the absence of
an efficient compulsory licensing mechanism.
India was also able to build a strong generic
industry, A crucial factor in India’s success
was the absence of product patents on
pharmaceuticals. TRIPS forecloses this
option butit does not prevent the development
of a smooth and easy to use system of
compuisory licensing.

The paper by Kuanpoth and Duong describes
in detail the compulsory licensing options
that Viet Nam has available to it. They
conclude their analysis by saying that Viet
Nam's compuisory licensing laws are more
restrictive than they need be. We agree.

The BTA with the US contalns a provision on

compuisory licensing that duplicates Article :
31 of TRIPS. From a public health perspective |
the most impartant grounds for obtaining
compuisory license relate to nationa
emergency, other circumstances of extreme
urgency and cases of public non-commerclal
use. The advantage of compulsory ficensing :
based on these grounds is that there is no
requirement that the proposed user of the
patent make attempts to obtain permissiol
from the patent owner prior to use, The fagt
that it is government use rather thay
commercial use will also act to reduce the
level of remuneration payable to the patent:
owner, especially in developing countrieg
where the economic value of the license ig
not what it would be in a developed country:

to include public non-commercial use. i
might also be said that the BTA with the US
allows for the issue of such a license provided
a government authority follows the conditions
that are outlined in the BTA for such licenses.

However, it would be betier to remove this

issue from the realm of interpretation (and.
therefore uncertainty) and enact an easy-to-
use administrative procedure for government

use. Such a procedure would also help Viet
Namn to take advantage of the Doha paragraph 3

6 implementation decision by members of
the WTO.

8. THE VIETNAMESE PATENT OFFICE
AND PHARMACEUTICAL PATENTING

As a number of writers have pointed out
developing countries could if they were so
minded develop stricter standards of novelty

and inventiveness that would make it more

difficult for companies to obtain patents on
pharmaceutical products and processes. The
policy argurments for developing countries to

4o this are strong because lower standards
of novelly and inventiveness lead directly to
the problem of ‘evergreening’ of patents Emﬁ
tum affects the ability of generic companies
10 enter the market.

e report by Kuanpoth and Duong points
ut that the VPO allows claims to
_Aharmaceitical compositions, claims on first
dications of known substances and claims
‘sn second indications of known
sharmaceutical substances. Allowing such
“slaims does little to aid the development of a
eneric industry.

e VPO is in terms of its practice much the
me as the Philippines patent office Am_m.o
the subject of a country report as part ofthis

Tmﬁon" Applications in the Vietnamese Patent Office
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overall project). Like the Philippines office,
the VPO has very close ties with the
European Patent Office (EFO). During our
interview we were told thatthe EPO provides
technical assistance in patent examination.
As in the case of the Philippines office, the
Vietnamese office follows EPO guidelines on .
pharmaceutical patenting. The VPO can also 1
follow the decisions of the EPO electronically.

Through years of technical assistance and
capacity building the EPO has created a
culture of technical leadership on patent
examination. The following decision tree
illustrates this leadership. Itis important to
note that well over 80% of the patent
applications that arrive in the VPO do s0
through the Patent Cooperation Treaty. .m

PATENT APPLICATION

!

EPO

ACCEPTS

!

VPG

!

ACCEPTS

REJECTS

!

VPO looks at US PTO

!

US PTO dedision
REJECTS ACCEPTS
VPO REJECTS VPO
MAY ACCEPT

)
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ﬁ‘! MISSION REPORT FOR VIET NAM

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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BRI 1 1ST OF PARTICIPANTS

2. Mr. Bounpheng Philavong
Senior Officer {Heatth)

Human Development Unit

Bureau for Resources Development

3. Ms. Mega irena

Assistant Programme Manager
Human Development Unit

Bureau for Resources Development

4. Mr. Benedictus Dwiagus Stepantoro
Technical Assistant

Human Development Unit

Bureau for Resources Development

XI.RESOURCE PERSONS

1. Mr. Carlos Correa
Lawyer and Economist
Cenire de Estudies Interdiscilinarios de Derecho Industrial y Economico

Argentina

" Mr. Peter Drahos
Professor, Law Program
Regulatory Instifutions Network
Research School of Social Sciences
Austraiian National University
Australia

3. Mr. Brook Kingston Baker
Professor of Law

Northeastem University School of Law
United States of America

4. Mr. Bechir N’'Daw
Program Development Adviser
UNAIDS — Geneva, Switzerland

5. Mr. Timoteo J. Badoy, Jr
Independent Consuitant
The Philippines

\o\ Mr. insan Budi Maulana
Attorney
Lubis, Santosa & Maulana Attomey Office
Indonesia

7. Ms. Karin Timmermans
Pharmaceutical Expert
World Health Organization - indonesia

Xll. OBSERVERS

1. Ms. Marlia Hayati Sitorus
Director & Corporate Secretary
PT Darya-Varia Laboratoria, Thk
indenesia

2. Mrs. Nurul H. Yusuf
Overseas Regulatory Affairs Manager
PT Dexa Medica - Indonesia

3. Nirs. Maria Helena Ekawati
Legal Manager
PT Dexa Medica - Indonesia

4, Mr. Feby Pramutadi, S.8i., Apt.
Business Development Staff
PT Sanbe Farma - Indonesia

5. Ms. Reski Damayanti
PT COMBIPHAR - Indonesia

6. Mr. AA Haryono, SH., MM.
Head of Law and Advocating Commitiee
GP Pharmacy - Indonesia

7. Mr. Adht Nugrohe
PT Kimia Farma (Persero) Tbk
Indonesia

8. Mr. Jose Maria Aguila Ochave
Vice President

United Laboratories, Inc.

The Philippines
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