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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
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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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