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= Brunei Darussatam has signed a Trade
and Investment Framework Agreement
with the United States of America in 2002.
This agreement includes provisions on
Intellectual Property;

«  Brunei Darussalam seems to be preparing
to become a member of the Patent
Cooperation Treaty (PCT). This freaty
usually leads to a large influx of (extra}
foreign phamaceutical product patent-
applications.

o

INTELLECTUAL PROPERTY LAWS
OF BRUNEIDARUSSALAM

5.1, Chapter 72 of the Laws of Brunei
Barussalam (Cap.72), as revised

ltis not possible to apply for patents in Brunei
Um_.:mmm_ma” it is only possible to register
certain foreign patents. Cap. 72 as it is
cumrently in force, aliows for the registration
and protection of patents from Malaysia,
Singapore and the U.K. in Brunei
Darussalam, after it has been established
that the exclusive rights to the respective
invention would not be prejudicial to the public
interest. Cap.72 does not explicitly prohibit
paraliel importation.

There is no effective compulsory licensing
provision in Cap. 72. The exclusive rights to
the invention can only cease if His Majesty
the Sultan and Yang Di-Pertuan declares in
a public statement in Bandar Seri Begawan
that the exclusive right, or the way in which
it is exercised, is mischievous to Brunei
Darussalam or prejudicial to the public.

§.2. Emergency {Patents) Order, 1999

The govemment has prepared the Emergency
(Patents) Order, 1999 {(Patents Qrder), but it
is not yet being implemented. However,
comments on Patent Law of Brunei

Darussatam are based on the Patents Order,
expecting that it will come into operation in
the near future.

6. PHARMACEUTICAL PATENTING IN
BRUNEIDARUSSALAM

6.1. Novelty and Inventive Step

The TRIPS Agreement requires that Brunei
Darussalam makes patents available for any
inventions, whether products or processes,
in all fields of technology, provided that they
are new, involve an inventive step and are
capable of industrial application (Article 27.1
TRIPS Agreament). .

Section 16.2 of the Patent Order indicates
that “An invention of a method of treatment
of the human or animal body by surgery or
therapy or of diagnosis practised on the
human or animai body shall not be taken to
be capable of industrial application.”, but
substances or compositions that are invented
for use in freatment-methods, shall not be
prevented from being treated as capable of
industrial application (Section 16.3). This
indicates that new and inventive medicines
can be considered industrially applicable and
should thus be eligible for patent-protection,
even though they are intended for the use in
{reatment-methods for the human or animal
body.

Section 14.7 of the Patent Order explains
how the novelty requirement has to be applied
in the area of pharmaceutical products:

“(7) In the case of an invention consisting of
a substance or composition for use in a
method of treatment of the human or animal
body by surgery or therapy or of diagnosis
practised on the hurman or animal body, the
fact that the substance or composition forms
part of the state of the art <=is not new>
shall nof prevent the invention from being

{aken to be new if the use of the subslance
or composition in any such method does not
form part of the stafe of the art.”

‘This provision indicates that substances or
compositions that are known to be useful in
#ny method of treatment of the human or
2 animal body are not considered new. Only
Bubstances or compasitions that have not
Heen used as medicines before may be
gligible for a patent, because only those are
tonsidered “new” for the purpose of the
“ Tovelty requirement.

1tis important to note that Section 14.7 does
ot allow for the (re-)patenting of known
medicines for newly discovered (second/third/
.) therapeutical use. Besides the ethical
considerations for providing patent-protection
for therapeutical methods, it is also not
always practicable to provide a new patent
for an old product, because it may be difficult
fo determine infringement.

6.2. Patent Cooperation Treaty (PCT)

The Patent Order indicates that Brunei
Darussatam is preparing to become a member
of the Patent Cooperation Treaty (PCT). The
PCT will bring a lot of new medicines under
foreign patents, while the undetlying
techhoiogy may have ctherwise been inthe
= public domain in Brunei Darussalam and
* therefore completely free to use for all.

The TRIPS Agreementt provides foreign patent-
applicants with a 12 months priority period.
This means that that after the first application
for a patent abrozd, the applicant should
apply within 12 months for a patent covering
the same technology in Brunei Darussalam
{and in other WTO-members). After the
expiration of this 12-months period, the
invention is not considered “new” anymore.

However, once Brunei Darussalam would

MISSION REPORT FOR BRUNE! DARUSSALAM SETNS

become a PCT-member, other Member
Countries of the Patent Cooperation Treaty
(PCT}will be given 31 months the time to file
an equivalent patent application in Brunei
Darussalam.

A group of 14 industrialised PCT Member
Countries is the source of almost 95% of all
PCT patent-applications (year 2000). While
this small group of countries hugely benefits
from the PCT-systemn, more than 100 other
PCT members (including many developing
countries) are mostly at the receiving end and
will have to grant exclusive rights for
technologies that may have otherwise been
in the public domain in their territories.
Besides this TRIPS-plus priority period (31
months instead of 12 months), the PCT
provides applicants with a system through
which patent-applications can be easily sent
to patent-offices of other PCT Member
Countries around the world.

It may be better to have a patent office up-
and-running before decisions are made
regarding eventual PCT-membership. Aftlera
number of years, it will be possible to see
how many patents are granted-to people and
companies from Brunei Darussalam and how
many applicants could thus potentially benefit

- from Brunei Darussalam's PCT-membership.

7. PARALLEL IMPORTATION

While Cap. 72 does not prohibit paralle
importation, the Patents Order clearly does
not give the patent holder an opportunity to
interfere with parallel trade. Section 66.2 sub-
g indicates that the proprietor of the patent
has no right to prevent acts with regasd to
products that have been put on the market
by him {or with his consent), .including
products that were put on the market outside
Brunei Darussatam under. his equivalent
patents. Parallel imporiation is thus allowed.-
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it would not be possible for us to predict
whether patent holders willindeed go to court
to ask for termination of the govemment use,
as the Patents Order provides. However, the
experience in other countries is that patent
holders make use of all the means available
to themn to prevent products to be procured
from other sources. The experience in
developing countries is that pharmaceutical
patent holders would rather give away their
products forfree, than let a competitor supply
(probably to prevent others from building
competing production capacity).

10.3. 30 August 2003 WTO Generai
Council Decision on thelmplementation
of Paragraph 6

Brunei Darussalam could make use of the
decision of the WTQ on the Implementation
of Paragraph ] of the Doha Declaration on
the TRIPS Agreement and Public Health
adopted by the General Council on 30 August
2003 (under Cap.72 and under Emergency -
patents- Order 1999}. Both compulsory
licenses and use of a patented invention for
the services of the govemment allow for the
use of the patent without authorisation of the
patent hoider. The possibilities for such use
include importation of products embodying
the patent. in case of a third party in Brunei
Darussalam requesting for a compulsory
license, itis very well possible that this party
intends to produce and market the patented
product, The government, on the other hand,
would most probably look for the cheapest
and most efficient way to use the invention,
which would often lead to importation (but no
production in the country).

11. THE DRUG REGISTRATION
AUTHORITY AND DATA PROTECTION

Competition in medicines-procurement may
also be restricted by marketing approval

r patent in Brunei Darussalam, it should
prevented that new intellectual property
ts are created in the fiefd of drug regulatory
nroval. For example, in some developed
niries, approval-agencies are only allowed
use test-data related to pharmaceutical
sducts for the purpose of authorising the
rketing of products of the company that
8 produced the data.

regulations for pharmaceutical products and:
by the system through which companies ang
licensed to make, buyfimport, stock and self
medicines.

11.1. Product Approval and Licensing
of Suppliers

Licensing-requirements for medicin
suppliers should not be more complicated,
than necessary so that as many suppliers:
as possible can compete. Regulatory barrierg:
to parallel trade can be removed as long ag:
the quality of the supply chain is nof
compromised. The drug regulatory authority:
{DRA) will have to strike the right balance
between on one hand extremely strict quality.
controls so that very few companies can N
qualify for a drug-supply license and, onthe m?waamaon Brunei Darussalam, from using
other hand, free trade in medicines by the data. [t would &lsb be possible to provide
everybody with potential quality risks. - E - compensation to the creator of the data,
e based on the aciual value of the use of the
ata in Brunei Darussalam {proportionate to
the total expected sales of the productin the
warld-market and the reasonable cost of
enerating the data).

e the TRIPS Agreement (Article 39.3)
uires Brunel Darussalam to protect data,
not necessary to restrict the use of data
the government by the creation of
tlusive rights. If necessary, there would be
arways to “protect the investment” of the
tompany that created the data, without
sffectively blocking others, including the

Brunei Darussalam does cumrently not have
a national drug registration. Medicines that
are registered in Malaysia, Singapore, U.K,,
Austratia, USA or EU can be also sold in
Brunei Darussalam. As long as the
medicines-supply depends on regulatory-
approvai by alimiied numper of overseas drug
regulatory agencies, itis not possible to use
generic medicines in Brunei Darussalam
which are not approved in any of the
reference-countries. This situation may block
Brunei Darussalam’s access to certain
quality (generic) pharmaceutical products.

12.CONCLUSIONS: HOW MAY IPRS
INFLUENCE THE FUTURE OF PUBLIC
HEALTH IN BRUNEI DARUSSALAM?

12.1. Current Situation

Brunei Darussalam has some important
advantages over some other ASEAN Member

Countries:

« Brunei Darussalam has a working
healthcare system, without a separation
between public healthcare and private
heaithcare which would undermine the
overall quality (as it can be seenin other
countries);

» The publicly funded medicine procurement
allows for effective use of compulsory

Once Brunei Darussalam has enacted its
own drug registration system, it will be abfe
to allow for the registration and use of any
quality (generic) medicines from any source
around the world.

11.2. Data Protection

To allow for expeditious regulatory-approval
of generic versions of medicines that are not

MISSION REPORT FOR BRUNE! DARUSSALAM [

licensing {(especially. public non
commercial use) and other strategies to
control the price of medicines;

» Brunei Darussalam is a WTO-member,
without having made harmful concessions
in an accession negotiation process;

- Brunei Darussalam did not make
unnecessary (TRIPS-plus) commitments
in the field of IPRs in Bilateral agreement,
and may not be easily forced to do so,
already being a member of the WTO.

12.2. Opporiunities, Risks and
Challenges

However, in the light of these circumstances,
there are a number of things that can be done
to reap the benefits of the opportunity-rich
situation and at the same time one has to
constantly be aware of issues that could
undernmine the avaitable opportunities.

42.3. Regulatory Approval and
Procurement Flexibility

Brunei Darussalam is currently not using the
fuil flexibifity that it has available to increase
the effectiveness of competitive bidding. By
setting up an effective national system for
medicines approval, it will be possible to
allow & wider range of {generic) products to
be used than those currently approved inthe
foreign reference countries. At the same time
more suppliers could be licensed so that
price-competition will increase. It is a
challenge to keep in mind product-quality and
supply-chain reliability when widening the
circle of sources for medicines-procurement.

12.4, Negotiating Prices

Brunei Darussalam could consider keeping
and reinforeing the publicly funded system
for pharmaceutical product procurement. At
the same time preventing that a growing
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Regional Workshop on intellectual Property Laws
Related to Public Health in the ASEAN Region

Bali, Indonesia, 10-12 December 2004

Recommendations

+ The major challenge in the ASEAN Region is how to encourage (in the context of the
ASEAN structure, objectives, and vision and existing agreements) Member Countries?
to adopt laws (review and amend existing or legisiate one) with corresponding
implementing regulations and administrative rules to facilitate the use?-* of the TRIPS
flexibilities/safeguards and operationalise them 10 improve access to medicines

In this regard, the ASEAN should consider the following {as) priority undertakings in the
region:

1} Facilitate the review and amendment, as necessary, of laws of importing m:a.
exporting ASEAN countries for the implementation of Doha Dedaration Para 6.

2) Develop and formalize an ASEAN guidelines on key administrative and
 implementation areas that would facilitate effective implementation of TRIPS
flexibilties i.e. compensation in compulsory licensing, data protection, competition
policy, administrative issues around compulsory licensing, and implemenitation of
Doha Declaration Para 6.

3) Strengthen intra-country coordination among Departrments/Ministries involved in IPRS
and Public Health — fo include private sector i.e. pharmaceutical industries, etc.

4) Strengthen inter-country coordination:
«  On networking and information sharing.
« Initiate efforts towards regional purchasing of drugs to reduce price.

= Monitoring the progress of the implementation of the TRIPS and assisting the
member countries facing the difficulties.

5) Create and maintain permanent {utilizing existing group of ASEAN experts) to provide
technical assistance on all aspects of IP and access to medicines®*.

6) Review the ASEAN Work Program Il on HIV/AIDS (AWPIH and develop an AWPIil to &
include the issues on access to affordable drugs and TRIPS.

Note:
With cooperation from ASEAN diatogue partners.

! Momber Countries, together, can advance shared public health objectives.
2 Le. Thailand’s IP Code has a Bolar provision.

* Malaysia and Indonesia have issued govemment use authorization for HIV/AIDS drugs — crugial steps in
helping lower pices and deliver the medicines to people who need them.

* ASEAN Mermber Countries are engaging in trads negoliations, which often involved 1P This ASEAN group
of exparts can provide technical assistance to member countries to strengthen their capacity and develop
strategic positions in the context of trade negotiations with parties outside of the ragion.

Regional Workshop on Intellectual Property _.|ms_m
Related to Public Health in the ASEAN Region

Bali, Indonesia, 10-12 December 2004

List of Participants

1. BRUNEIDARUSSALAM

1. Dr. Hjh. Anie Haryani Binti Hj. Abd. Rahman
Adling Senior Medicai Officer
Ministry of Health

2. Ms. Siti Hasrainah Md. Hassan
Phamacist

Depariment of Pharmaceuticals Services
Minisiry of Health

3. Dk Suzilawaty Pg Indera Wijaya Dr Hj Ismail
Legal Officer
Attomey General's Chambers

4. Ms. Noramali Jumat
Special Duties Officer ]
Ministry of Industry and Primary Resources

5. Mr. Md. Noor Hj Timbang
Assistant Duty Officer
intemational Affairs Section
Ministry of Health

. CAMBODIA

1. Mr. Ly Penh Sun
Deputy Director
National Center for HV/AIDS, Denmatology and STDs

2. Mr. Penn Sovicheat
Deputy Director, Intellectual Property
Ministry of Commerce

3. Mr. Chhieng Phana
Director -
Bureau of Drug and Cosmetic Registration Ministry of Health




sauiddiud oL
"0l *SSUOIEIOET PARUN

apisald 9dA ssuiddiiyd eyl
sARLDQ vInBy eueyy asor 1N °g Eygnsucy) Juspuadapu)
a1 ‘Ropeg r osjown) N 5
BISOUODU|
sqt (uesiad) euned eun 1d PUEIZIMS “BABUSD) — SCOIYNN

lasnpy Juswdopaaq] welbosd
MEQ,N Jydeg N b

oyosbnN Py I "L

eISaLIopuy]| - AoBuULBYd 4D
sspwwog Bunesoapy pue me Jo pesH
"W “HS "oucfieH YV AN ‘9

BoUBWY JO SIJEIS PajIUNy
MET JO [00LS AUSIAILIT LLISISESLION
Me Jo Jossajold
eIssuopU} - HyHJISWOD 1d Javjeq uojsbupy yooug Ul ¢
npuelewe y4sey ‘SW G
Blpgsny
Ayssomun [EUOREN UBlBASNY
$30UBIOE [BIS0S JO [00UDS LoIeasay
yoMIoN suonnnsul Alojeinfay
weibolg me J0ssajold

soyeig 19)ad 1N ;

Blsauopy| - eule aques L1d
=15 wewdoeaaq ssauisng
Wy “15°6 ‘ipeinweld Agsd SN P

2|SaU0pU| - BOIPSIN BXa3 1d
Jebruepy jeba

neme)3 eud|sx euey "SIy e euguabiy .
COIUoUOo] A [BUISNPL] CUDaIa(] Sp SOUBUHIOSIPIAIL| SSIPNIST op aNud)
eIsauapy| - EOPa EXaQ Ld 1SILIOUCOT pue Jadme]

sabeuep saeppy Aojeinbay seesiend e300 SOMED U "L

INsnA 'H 4NN "SI ¢ .
SNOSYH3d A2UNOSIY 'IX

"BISauopu]

3L ‘euojioqe euep-eAR] id

Aejaeg eyelodion g Jopaing

sniopg nedey eley S ).,

wawdopasg s20In0say 10} neaing
Wupy JuswdoeAaq vewnH

juesissy JediuLoat

SYINHISE0 HX oiouedays snbeimg snioipausg N b
swidojaraq SSAINOSaY JO) NEaIng

1un wewdopasg uewnH

Jebeuely swweibold uesissy

eual| ebBay s ¢

BlSauopu| - uonezriebi0 YlesH PHOM,
Hedx3 [eonnaceuleyd
SuBWLIBIIL UMY 'S "L

BISBUOpUY Walwdopasg $aaunossy Joj neaing
|0I)0 ASLIONY BUBINBN B BSOIURS ‘SIgn jiury Justudoeasq uewiny
Aowony {yyEeH) Jeou0 Jomes

eue|ne 1png uesul Iy "9 Buoaeqyd Busydunog Uz

i sLnvdiDI MY 40 181 SINVAIDILEYY 20 1511 [RLm




