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« The patent is being implemented in a
manner that contravenes the public
interest; and

* Incases of dependent patents.

The authority to issue such licenses is vested
with the Directorate General of Intellectual
Property Rights, within the Ministry of Justice.
In the case of the first ground, which
essentially is non-working, Compulsory
Licenses may be issued three years after
grant of the patent. The Directorate General
determines royalties, which “shall take into
account the common practices in patent
licensing or other similar agreements.” The
Directorate General must respond to a
Compulsory License request within nine
months of {iling.

Commentary 1

= Grounds: The Indonesian law contains a
broad public interest ground for
compulsory licensing (Article 75(3)).
Specifying more precise conditions in
which Compulsory Licenses will be issued
through implementing regulations helpful
direction to government authorities
confronting actual Compuisory License
cases, and help give them the confidence
to issue licenses.

Absent from the Indonesian law is any
specific mention of competition-related
grounds. These too could be usefully
elaborated in implementing regulations.

» The authority: The Indonesian law places
responsibility for issuing Compulsory
Licenses with the Directorate General of
Intellectual Property Rights. In cases
involving healthcare andfor medicines, it
would be desirable to lodge concurrent
authority with the health sector. The health
sector is likely to be most attuned to
public health issues, and have the
expertise to address the public health

claims and interests underlying a request
for a Compulsory License for a medicine
or other healthcare technology.

Time Specificity: The Indonesian law
helpfully includes a statutory deadline by
which compulsory licensing applications
shall be decided. Such deadlines should
avoid needless defay.

Compensation: The statute provides little
guidance on establishing royalties. Asis
the case with Government Use Licenses,
establishing royalty guidelines will likely
ease the decision-making responsibility
of relevant authorities.

Limiting licenses to predominantly for the
domestic market. Atthough TRIPS
requires that most Compulsory Licenses
be issued predominanily to supply the
domestic market, this fimitation does not
apply in the case of licenses issued fo
remedy anti-competitive conduct.
indonesia’s patent law does require that
Compulsory Licenses he primarily to
supply the domestic market (Articie
79(g)). This limitation need not apply to
licenses {o remedy anti-competitive
conduct, licenses which Indonesia may
issue under its general public interest
cornpuisory licensing autharity.

Patents and patented invenfions: The
Indonesian law makes reference to
implementing patents, as opposed fo
patented inventions. In issuing compulsory
and Govemment Use Licenses, it would
help avoid confusion if licenses were
issued on inventions — including all
patents covering the invention — rather
than just on a particular patent. One
possible concemn is that where a license
is issued on a particular patent, anather
patent may aiso cover the product, and
that other patent may hlock the generic
competition that the compulsory or
Govemment Use License was interided
to enable.

3.3.3.3. Parallel Importation

The law clearly specifies that parallel
importation is not a viclation of the criminal
provisions of the patent law (Article 135(a}).
But the law does not explicitly make paraliel
importation permissible under the civil
provisions of the act.

. Commentary

‘A regulatory clarification that paraliel
Importation Is in fact permitted would provide

‘needed assurance for potential drug

mporters, who are now uncertain as to their
ability to import on-patent medicines without
autharization from the patent holder. .

3.3.3.4. Bolar Provision

" Indonesian law confains an apparent Bolar

provision. Article 16(3) specifies that

- research, experimentation and analysis of a
_ patented product do not constitute

infringement. And Article 135(b) specifies
that production of a patented pharmaceutical
product two years before the end of the patent
‘term, for the purpose of obtaining regulatory
approval, does not violate the criminal
provisions of the patent law.

Commentary

A regulatory clarification that early working

of a patented pharmaceutical product for the
purpose of obtaining regulatory approval
would provide greater cerlainty to genefic drug
makers. However, and in contrast fo the
situation with parallel importation, they may

_rely not just on the protections against

criminal prosecution in Article 135, but also
on Article 16(3), which defines situations of
non-infringement.

3.3.3.5. Data Protectior

Indonesia has not put in place any exclusive

REGIONAL REPORT [P4EH

protections for registration data. At certain
points, drug approval authorities appear to
have refused to consider m_uu_momgo:m... from
generic manufacturers for products with the
authorities believed to be under patent.
Currently, however, the regulatory agency
simply asks the generic firm to state that
they know of no valid patent that covers the
product they are submitting, and that they
accept

334 LacPD.R.

Lao P.D.R. has historically not granted
patents on pharmaceuticals, but has 6.8:%
adopted a patent decree that will provide for
pharmaceutical patenting. The mo<m_.:=._.m=ﬁ
alsoisin the process of drafting and adopting
anew patents law.

Lao PD.R. is not a member of the WTO,

though it is seeking to accede to the WTO;

and so at present the country is not obligated

to maintain TRIPS-compatible rules.

Moreover, Lao P.D.R. is a least-developed

country, so if it were a member ofthe <<.._.0.

itwould be free not to enforce pharmaceutical-
related patents atleastuntl 2016, Lao PD.R’
decision to enforce pharmaceutical patents
is therefore a very significant TRIPS-plus
commitment.

Lao PD.R. has signed a Bilateral Agreement
with the United States which requires Lao
P.D.R. to enforce a number of TRIPS-plus
measures. This may resultin negative impact
for public health and prevents Lao P.D.R.to
not be free from enforcing phamaceutical
refated patent. Upon accession tothe WTO,
Lao P.D.R., as an LDC, may suspend the
application and enforcement of patent rights
for pharmaceutical products. The bitateral
agreement with the United States does .:oﬂ
expressly iake away this right of suspension.
Even before accession to the WTO, Lao
PD.R. could potentially argue that, as an
LDC and in the spirit of the Doha Declaration,
it wishes to suspend the application and
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1. CONSULTATIVE PROCESS
Monday, 10 May

We met with Br Chantone Khamsibouheung,
Deputy Director of the National Committee
for the Control of AIDS Burea. Dr Bounlay
Phommasack, the Chair of the NPCC was
too busy to see us. The moming was taken
up with planning the workshop. In the
afterncon we met with Ms Khamnhong
Sichathavong, the Deputy Director in the
Department of Inteilectual Property,
Standardization and Metroiogy in the
Science, Technology and Environment
Agency. Ms Sichathavong was able to give
us a preliminary briefing on the state of Lao’s
patent and trade mark law.

We also held a brief meeting in the afternoon
with John Biddle and Dacdeuane Duangdara
from the PrigeWaterhouseCoopers {Lao
P.D.R.). They receive few inquiries from their
clients about intellectual property issues.

Tuesday, 11 May

The scheduled meéting with Dr Khiene
Phansouliveng from the Ministry of Foreign
Affairs did not take place. He was overseas.
We met with Mr Vilavath Thepphitak from the
Ministry of Justice, but this Ministry it
transpired is not involved in issues of
intefllectual property.

We maet with Thierry Dumont from MSF and
obtained a briefing on the HIV situation in
Lao P.D.R. In the afternoon we met with
Savengvong Douangsavanh and Sourisak
Sounvoravong from the Food and Drug
Department.

We also met with Prof Sithat Insisiengmay,
the Director of the Center for Laboratory and
Epidemiology. He was not familiar with the
intellectual property issues, but he was able

to give us a picture of the diseases that: fimportation.

represent the big killers in Lao P.D.R. These
are malaria, diarrhea, acute respiratory
infections and various parasitic diseases.
Denghi fever is a big problem and TB is
making a comeback.

nd the country report.

Wednosday 12May , PHARMAGCEUTICAL INDUSTRY IN

We met with Ms Songkan Anoulath who; LAO _u..D._M.

works in the Secretariat on WTO Accession:
in the Ministry of Commerce and M
Saybanailith Sayanongkhandy, a Trad
Officer in the Foreign Trade Department of:
the Ministry of Commerce. This was a usefti}
meeting in which we gained somg
understanding of the WTQ process in Lag:
PD.R. aswell as information about the status:
of the bilateral agreement with the US.

fortunately we were not able to arrange
y interviews with local companies engaged
pharmaceutical production in Lao P.D.R.
“We were told that there were about 6 local
“zompanies, three of which were involved in
fraditional medicine. Data from the Food and
Drugs Bureau suggests that Lao PD.R. is
argely dependent upon the importation of
medicines. Roche does have arepresentative

We also met with Mr Makha Chanthala from: niaoP.D.R.

the Department of Intellectual Property an
MriNheune Sisavad, the Director General o
the Department of Intellectual Property inthe
aftemoon,

. CURRENT STATE OF IPRLAW

2002 the Prime Minister passed the
Decroe on Patent, Petty Patentand Industrial
Designs (No. 01/PM, January 17, 2002).!
This Decree has been amplified by means of
the Regulation on the implementation of
Decree Patent, Petty Patent and Industrial
Designs, No.3222/STEA-PMD, February, 18
- 2003. Thereis also a Decree on Trademarks
. {No. 06/PM, January 18, 1895) and an

Thursday 13 May

The whole day was devoted to a workshop®
organized by the National Project Coordinatof
Committee (NPCC). In the morming then
were 3 ten-minute presentations coverin

MISSION REPORT FOR LAO PD.R. e

number relate to Class 5 (pharmaceutical
products). In June 2004 the Science and
Technology and Environment Agency, which
has a Registry Unit for patents, will begin
accepting patent applications. To date no
patent has been issued in Lao PD.R.

Applications will not be examined in Lac
P.D.R. There are 4 people in the patent
division and only two of those are examiners.
In those cases where the patent application
reveals that the patent has been examined
elsewhere, the Regisiry will accept the resuilts
ofthat application. Otherwise it will send the
application fo an examining office such as
China or Korea.

5. PATENT DECREE: A PUBLIC HEALTH
PERSPECTIVE

The present Patent Decree provides a
rudimentary framework for the protection of
inventions. The Decree maximizes the rights
of patent owners. For example:

Article 10 of the Decree excludes
methods of treatment of the human and
animal body, but not diagnostic and
- surgical methods. Also notexcluded are
plants, animals and the biological
processes for their production.

Article 18 of the Decree gives the patent
owner the right of importation and Article

HIV/AIDs in Lao PD.R. {from NCCAB}), ari
ARY treatment pilot project (from MSF) and
a briefing from the WHO representative.

The rest of the moming was taken up by a
presentation from the two consultants. They
covered TRIPS, compulsory licensing
parallel importation, Doha Declaration and the
para 6 solution, data protection, patenting
issues raised by pharmaceuticals and the
implications of the bilateral agréement with
the US. They emphasized the need for
coordinated planning if Lao P.D.R. was to
satisfy its needs for medicines on the basis.

;

19 only restricts that right in cases where
the act fook place before the grant of the
patent.

Use of the patent without the authorization
of the patent holder Is severely
circumscribed. Article 20 allows
government use of the patentoruse by a
third party in cases of anti-competitive
practice. Article 21 allows the Registry

mplementing regulation, the Regulation on
Registration of Trademarks, No. 466/STEA-
PMO, March 07, 2002.

4. REGISTRATIONS UNDER CURRENT
LAW

There are more than 10,000 trademark
registrations in Lao P.D.R. A significant

! Decraees are regulatory instruments issued by the Prime Minister's Office. In certain sectors, _Sum___.m.&.:m_
property being an example, they may be the only form of regulation. Decrees represent a form of meuonSmum
lagisiation. They rank below laws which can only be passed by the National Assembly. However their creation
does not depend on an enabling law:
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The FDD does have a regulation that covers
drugs that have been donated from overseas
to persons within Lao P.D.R. These drugs
still require the approval of the FDD, but the
system for approval is fast. Potentially the
owner of a registered drug could prevent the
importation of donor drugs. Thus far, however,
there have been no complaints fo donor
importation fror the commercial owners of
drugs.

To date the FDD has been involved in one
incident conceming intellectual property. The
indian company CIPLA sought to register a
product that Roche claimed was the subject
of a patent owned by Roche. This patent
was not registered in Lao P.D.R. Roche
complained fo the FDD. Since the patent
was nearing expiry, the FDD waited until it
had mxu:m_a and then registered the CIPLA
product.

The FDD is aware that intellectual property
issues may well complicate theirwork. The
FDD said that to date there had been no
communication between them and the 1P
Office on these matters.

9. OPTIONS FORLAOP.D.R.

At the workshop that was held we proposed
a number of options for consideration by the
government officials that attended. These
options were based on the assumption that
t.ao P.D.R. would remain a small market with
a limited number of local manufacturers and
would therefore have to continue to import
medicines. We also assumed that Lao
F.D.R. would probably gain WTO accession
and that Congress would probably approve
the bilateral.

9.1. The Doha Declaration

As alLDC, Lao P.D.R. could, in acceding to
the WTO, take advantage of paragraph 7 of

roaductions with pharmaceutical companies

nd then use export controls to ensure that
the purchased products are not diverted into
higher-paying markets. Under this approach
there would be no need to follow the risky
strategy of placing the power over importation
n the hands of the intellectual property

the Doha Declaration. However as explained
earlier, the bilateral with the US prevents Lao
P.D.R. from exercising this right. But this
does not prevent Lao P.D.R. from asking the
US to waive its obligation under the bilateral
with respect to pharmaceutical patents and
data protection.

9.4, The Paragraph 6 Solution

9.2. Compulsory Licensing

The provision on compuisory licensing inthe
bilateral basically follows Article 31 of TRIPS:
Obviously Lao P.D.R. should enacta TRIPS

We explained the nature of this solution and
pointed out that Lao P.D.R. could take

compliant compulsory licensing provision and
decline the option {suggested in the bilateral)
of not having a compulsery licensing
provision. Before Lao P.D.R. enacts the
patent law, however Lac P.D.R. could review
and get useful information from their

neighbour in the ASEAN region how could

the other ASEAN Member Countries’ :

experience in enacting and implementing

compulsery licensing. Spirit and friendship

among the ASEAN Member Countries could
assist Lao P.D.R. when they would like enact
the patent law which also provide compulsory
license and government use provisions.
Furthermore, the compulsory licensing
provision make it clear that a license could
be satisfied by means of importation.

9.3. Parallel importation

This issue provoked some discussion since
the economics of paraliel importation is
complex with arguments for and against
national or international exhaustion. Our
basic point was that while price
discrimination in favour of developing
countries is highly desirable it is not clear
that using intellectual property (national
exhaustion) is the best way to achieve this.
The problem is that the doctrine of national
exhaustion places consent to importation in
the hands of the IP owner. It might be betler
for developing countries to negotiate price

advantage of this solution asaWTO member.
We also pointed out that it was important
that developing countries begin to consider

ow they might implement this solution as

importers. Here we pointed out that a country
“might recognize the solution in its law. For
‘gxampie, the National Assembly could enact

a provision in its law that recognized the
pririciple of the para. & solution by providing
such as: importing a pharmaceutical product
that is protected by patentin Lao P.D.R. and
such product has been enteredto the market
ina state by the efigible patent hoider provided
that such product is imported in accordance
to the prevailing laws and regulations.

Furthermore, Lao P.D.R. could also provide
compulsory licenses in accordance with
Article 31 of TRIPS by putting in their future
patent law such as: ' .

a. Compulsorylicense application may also
be filed at any time after the patent being
granted with the reason that the patent
has been implemented by patent holder
or licensee in the form and in such a
manner as damaging public interest.
Otherwise, if the Government is of the
opinion that a patentin Lao P.D.R.isvery
important o public interest, however the
govemment directly or by appointing other
party may use the concerned patent.

b. The decision to use or act a compulsory

MISSION REPORT FOR LAC PDR.

license to a patent shall be determined
by minister after hearing the
considerations among institution who
responsible onthe concerned field.

c. Additionally, in a decision of the Lao

Patent Office regarding the grant of a
compulsory license, the following matters
shall included:

« compulsory license shall be non-
exclusive in nature;

. the reasons for granting the
compulsory license;

. evidence, including cenvincing
information or explanation which be
the basis for the granting of
compulsory license;

» the period of compulsory license;

- royalties to be paid by the compulsory
licensee to the patent holder along with
the method payment thereof;

« conditions of the expiry of compuisory
license and matters which may result
in cancelation;

. compulsory license shall be used
mainly to provide local market
demands; and

. other matters necessary to protect
fairly the inlerests of the related
parties.

One of the features of importing
pharmaceuticals into a couritry isthatitisa
bureaucratically complex process in which
it is easy for the importer to be tripped up in
some way. By way of example in the
Philippines, the govermnment itseif raninto a
problem relating to the importation of
medicines that were unregistered and
therefore deemed counterfeit under arule in
its medical registration law. In Lao PD.R.,
the MSF representative took us through the
9 steps and approvals that were required o
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