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5! MISSION REPORT FOR THE PHILIPPINES

1. DESCRIPTICN OF THE
CONSULTATIVE PROCESS WITHIN
THE PHILIPPINES

1.1. Meeting with the NCCP (Monday 3
May 2004}

ﬁﬁ” consultants met with members of the
National Project Coordination Committee
(NPCC) of the Philippines. An informative
whole day workshoptook place. The following
members of the NCCP attended:

Rodericke Poblete

from the Philippine National AIDS
Council Secretariat presented an
overview of the AIDS situation inthe
Philippines.

Louie Calvario and Zany

(the Chief Examiner of the
Biotechnology Division) from the
Intellectual Property Office
Made a joint presentation on

the [P law of the Philippines.

Dr Timoteo Badoy
Director, Naticnal Drug Program,

Mr Lecdegario Alabarca
Bureau of Intemational Trade Relations,
Department of Trade and Industry.

Dr _u_o_.m:ﬁm Trinidad
Chief, Bureau of International Health
Cooperation.
Dr Josephine Sarau
Medical Specialist, Bureau of Food and
Dirugs.
Ms France Laboy
Information Office, Bureau of Food and
Drugs.
Dr Nerissa Uo:__.:mEmN
WHO, the: Philippines.
Mr Leslie A. Cruz

National Economic Development
Authority.

Ms Lolie Gavino :
Office of ASEAN Affairs,
Department of Fareign Affairs.

w.o__os.m:u the presentations a free-flowin
discussion took place concerning th
problems of access ko medicines, the use
.noq_nimoa‘ licensing, the problems of:
importing drugs into the Philippines and s
on, .

1.2. Other Meetings in Maniia

Tuesday 4 May

Roberto Ruiz

Paositive Action Foundation Philippines
Incorporated (PAFPY) (Project
Coordinator).

Jason Encabo

PAFPI {Project Coordinator).

Wednesday 5 May

Genesis M. Adarc
Food and Drug Bureau,

Dr Ferdie Salcedo
Health Development Policy,
Health Department.

DrRontgene Solanie
San Lazaro Hospital.

Jean-Marc Olivé .

WHO Representative in the Philippines
AmparoC.delaCruz

Institute of Philippine Cutture.

Edeliza Hemandez
Medical Action Group.

Carmelita Canita

Consumers Intemational and Filipino
Consumers’ Will.

Tom Agento

Filipino Consumers* Will,

thursday 6 May

Noel Pascual
Pinoy Plus Association.

Jose Asa Sabill
Secretary General of the Philippine
Medical Association

Jose T. Sanchez
President of the Philippine Medical

Association

Marilou Buensucesco
President of Elin Pharmaceuticals and
Member of PCPI

Esther Velarde
Lloyd Lab.

Ed Ocampo
Philippine Chamber of Pharmaceutical

Industry

Michael Dela Cruel

President, Philippine Chamber of
Pharmaceutical industry and CEQ of
Sydenham Laboratories

Luzviminda Fontanilla
Intellectual Property Office

Friday 7 May — Workshop organized by the
NCCP. This workshop brought together
members of the NPCC to discuss the country
report and to discuss possible policy options.
In attendance were:

Rodericke Poblete
The Philippine National AIDS Council

Secretaniat.

Louie Calvario
Intellectual Property Office.

Dr Timoteo mmmo<
Director, National Drug Program.

* The information.presentad hera is based on interviews
fndustry and information presented by Dr Timoteo Badoy,

Department of Health.
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Mr Leodegario Alabarca
Bureau of Intemational Trade Relations,
Department of Trade and Industry.

DrFlorante Trinidad
Chief, Bureau of international Health

Cooperation.

Dr Nerissa Dominguez

WHO, Philippines.

Mr Lesiie A. Cruz

National Economic Development
Authority.

Roberto Ruiz

Positive Action Foundation Philippines
incorporated {(PAFPI}, Project
Coordinator.

Noel Pascual
Pinoy Plus Association

2. PHARMACEUTICAL INDUSTRY IN
THE PHILIPPINES

While a detailed analysis of the structure of
the phammaceutical industry inthe Philippines
is beyond the scope of this report it is worth
highlighting some of its main features.! The
size of the market for pharmaceutical
products is approximately $1 billion dollars.
There are somewhere between 30 and 50
manufacturers based in the Philippines. The
leading manufacturers are represented by
multinational companies ar companies that
undertake manufacturing for multinationals.
They are United Laboratories, Glaxo Smith
Kline, Wyeth Philippines, Astra Zeneca,
Bristol Myers Squibb, Novartis, Abbot
Laboratories, Roche Philippines and Boie
ingelheim.

While we were not able to obtain exact
numbers thers appear to be about 30 local

with the Philippine Chamber of Pharmaceutical
the Diractor of the National Drug Program, the
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Hi! MISSION REPORT FOR THE PHILIPPINES

Govemment itself has experimented with the
parallel importation of medicines from india
under a program cailed GMASO0.

3.4. Paraflel Importation

One option for countries wishing to lower the
price of medicines in their domestic market
is ta have intellectual property rules that allow
for the importation of a. parallel stream of
products by someone other than the
intellectual property owner or his licensee.
tnthe case of the Philippines, the intellectual
property ruies that affect importation are
based on a principle of national exhaustion,
Section 72 of Part ll of the Inteflectual Property
Code (dealing with the Law of Patents)
empioys the language of national exhaustion
in relation to patents, Similarly in discussion
with a member of the Intellectual Property
Office we were fold that trade mark law could
also be used td prevent parallel importation
in those cases where the owner of the trade
mark was different to that of the owner of the
parallel stream of products.

The practical effect of national exhaustion is
that it places consent to importation in the
hands of the intellectual property owner.
Another possibility is for the government fo
override this power of consent by using its
powers of compulsory licensing (see below).

4. COMPULSORY LICENSING

The provisions on compulsory licensing in the
Philippines are to be found in Chapter 10,
part I of the intellectual Property Code.
Section 74 of the Code aiso provides for
government use of an invention. These
provisions incorporate much of the language
of Article 31 of TRIPS. The IPO takes the
viewthat these provisions comply with TRIPS.

One issue that arose In discussion was
whether the government use provision would

allow the govemment to import an invention
patented in the Phifippines. We expressed
the view that the right ofimportation felt within
the meaning of “exploit”. The member ofthe
IPO at the meeting was, of course, unable to
express an official view-but acknowledged
that the right of importation could fall within
the meaning of exploit.

4.1. The Practical Experience with
Compulsory Licensing

Inthe meeting with members of the generic
Industry it was reported that obtaining 3
compulsory licence was difficult. Litigation
was costly and sfow. Lying at the heart of
the problemn seemed to be the fact that there
were few lawyers in Manila who really
understood pharmaceutical patenting. One
of the members related a story of how he
had embarked on litigation to obtain a
compulsory licence only to find that after two
years his lawyer was applying for the wrong
molecules.

The IPO reported in its answers to our
questionnaire that the IPO had received a total
of seven applications for a compulsory
licence. One feature of the system seems
to be that it takes a long time to reach a
decision conceming the application. The first
application was filed on 18 February 1985
and decided on 11 April 2002 and the last
dedision was filed on 8 December 1992 and
decided on 19 December 2001. This
corroborates the view of the generic
cormpanies that obtaining a compulsory
licence is difficult in the Philippines.

5. DATAPROTECTION

We were unable to achieve a clear picture
on what the position concerning data
protection is in the Philippines. At the first
workshop the officials from FDB stated that

_ data submitted during the drug registration

process by an originator company is not m._..m
subject of protection based on an exclusive
right to that data. This is probably the
position. In the legislation thatwe looked at
we were unable to find provisions of the kind
to be found in FTAs that require data
exclusivity. At the interview with the mm:m_..mo
companies we were told that generic
companies are required to submit a lot of their

* own data, except that they are :oﬁ. required
. to provide studies showing bio-equivalence.

6. BOLARPROVISION

There Is no Bolar provision in Philippines law
atthe moment.

7. THE FOOD AND DRUG BUREAU -
THE PUBLIC POLICING OF PRIVATE
PATENT RIGHTS

Currently FDB issues certificates of drug
registration subject to the proviso that the
validity of the certificate depends on the
registered drug not infringing any patents.
Large pharmaceutical companies have been
pressuring the FDB not to issue certificates
of registration on products that are 5.@
subject of patent claims. As one person in
the FDEB put it “every day these companies
ring the Bureau to remind them of their patent
rights".

The reform that is being proposed is that the
applicant obtain clearance from the
Intellectual Property Office that the
application is not affected by any patent
claims. We were toid that this solution was
fikely to be adopted. There are problems with
it. Atthe level of principle it, in effect, puts
the FDB and the IPO in the position of policing
what are private rights. Private rights should
remain a matter of private enforcement. This
public policy argument we suggested should
be used to resist the proposed changes to
the FDB's registration procedures.

MISSION REPORT FOR THE PHILIPPINES JJEK]

The proposed solution is also likely mo be the
subject of game playing by companies. The
FDB stated its suspicion to us that large
companies are making and reporting many
patent applications to the FDB inan mmon”.o
slow down the system of registration. This
is also consistent with the large number of
pharmaceutical patent applications M:..ﬁ we
discovered in the IPO., We can give @
practical example of what is likely to happen.

The case of Co-Amoxiciav

A representative from Lloyd Lab, Inc, 8
generic manufacturer described how she
had carried out a search at the IPQ for
patents relevant to the m:ﬁ_cmommm Om_.
amoxiclav. - Three days of searching In
the IPO turned up 12 patents on Co-
amoxiclav. Acting on the basis of a
lawyer’s advice that none of the patents
would be likely to be upheld Lloyd Lab
went ahead and made the product.

If Lloyd Lab had sought clearance from
the IPO it would not have received it. The
PO would simply have reported the
existence of 12 patents and made no
assessment as to their validity. The FDB
‘would then have denied Lloyd Lab a
certificate of registration.

It follows that the proposat that genenc
companies obtain clearance from the IPO for
their products has the potential to act as a
barrier to entry Into the market and to reduce
competition in the marketplace.

8. THE IPOAND PHARMACEUTICAL
PATENTING

Carlos Correa in 2 number of publications has
pointed aut that TRIPS leaves it open to WTO
members to decide many fundamental
issues of patent protection such as the
question of novelty and new use of khown
substances. The Chief Examiner of the
biotechnalogy section attended the workshop
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2. Mr. Bounpheng Philavong
Senior Officer (Health)

Human Development Unit

Bureau for Resources Deveiopment

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

X1.RESOURCE PERSONS

1. Mr. Carlos Correa
Lawyer and Economist

Centre de Estudies Interdiscilinarios de Derecho Industrial y Economico

Argentina

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

3. Mr. Brook Kingston Baker
Professor of Law

Northeastern University School of Law
United States of America

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

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

\m\ Mr. Insan Budi Maulana
Attomey
Lubis, Santosa & Maulana Aftomey Office
Indonesia

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

Xit. OBSERVERS

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

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

3. Mrs. Maria Helena Ekawati

Legal Manager :
PT Dexa Medica - Indonesia

4, Mr. Feby Pramutadi, 8.Si., 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 Committee
GP Phamacy - indonesia

7. Mr. Adhi Nugroho
PT Kimia Farma (Persero) Thk
Indonesia

8. Mr. Jose Maria Aguila Ochave
Vice President

United Laboratories, inc.

The Philippines
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