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Dear Sir/Madam,
Re: Concerns about TRIPS-plus provisions impacting Access to Medicines in Indonesia

We are extremely concerned that TRIPS-plus provisions that adversely impact access to medicines may
be included in the European Free Trade Association (EFTA)-Indonesia Comprehensive Economic
Partnership Agreement (CEPA).

We would like to strongly urge the EFTA states to ensure that the CEPA does not include any of the
TRIPS-plus provisions that may hinder access to affordable medicines in Indonesia such as data and/or
market exclusivity on pharmaceutical products, patent linkage (the practice of linking marketing
approval for generic products to the patent status of the originator product) or patent term extensions
for pharmaceutical products for delays in marketing approval and/or delays in granting the patent.

In this context, the EFTA states — and in particular Switzerland who is leading the negotiations
on those issues — should NOT put any pressure on the Indonesian Government to adopt and lock-
in any requirements beyond the TRIPS Agreement (TRIPS-plus) in CEPA.



Indonesia has a population of 261 million, with a GNI per capita of US$3,540 compared to EFTA’s
US$83,420 (24 times greater than Indonesia’s). Even at purchasing power parity rates, 62% of
Indonesia’s population lives on less than US$5.50 per day'.

Indonesia suffers from double disease burden of communicable and non-communicable disease with
access to medicines representing a huge challenge. For example, about 620,000 people are living with
HIV with only about 12% of the adult population on treatment. Hepatitis C affects about 3 million
people in Indonesia and yet to date, due to the high prices of medicines, treatment has been limited.
Indonesia is also one of the 30 high tuberculosis (TB) burden countries worldwide, with TB incidence
of 1,020,000 cases with an estimate of 32,000 patients having drug resistant-TB (DR-TB). It is
estimated that 2.8% of new TB cases and 16% of previously treated cases in Indonesia? are DR-TB. In
addition, every year in Indonesia about 300,000 people are newly diagnosed with cancer with about
200 000 deaths annually. Access to cancer treatment is limited due to the exorbitant costs of such
treatments.

Robust generic competition is key to improving access to affordable medicines. For example, due to
generic competition, prices of HIV/AIDS have dropped from US$15,000 per person per year to $67 per
person per year’, greatly improving access to HIV treatment globally.

TRIPS-plus provisions erect barriers to entry of generic competition, allowing the intellectual
property holder to maintain market monopoly. Consequently, prices remain high, adversely
impacting the health system in Indonesia as well as the lives of Indonesian patients in need of
treatment.

A TRIPS-plus provision that is of great concern is data/market exclusivity. The TRIPS Agreement
does not require countries to provide data/market exclusivity. This TRIPS-plus provision deters and
considerably delays the entry of generic medicines even when there is no patent. During the exclusivity
period, a generic competitor may not obtain marketing approval relying on or referring to the data that
has been submitted by the originator company, unless the generic company produces independent data
which costs time and money. The repeating of full clinical trials also raises serious ethical concerns
related to patients.

There is significant evidence about the effect of data exclusivity on access to affordable medicines,
including the significant budgetary implications for the public sector. For example, in Jordan, data
exclusivity delayed the introduction of cheaper generic alternatives of 79% of medicines between 2002
and 2006 and ultimately the higher medicine prices are threatening the financial sustainability of
government public health programs.” Medicine prices in Jordan are also 800% higher than in Egypt
due to introduction of data exclusivity. In Colombia, as a result of data exclusivity, the costs to the
public health system increased by US$396 million between 2003 and 2011.° In Peru the adoption of
data exclusivity measures is expected to contribute to an increase of about US$459 million to the
country’s total pharmaceutical expenditure in 2025.° In Guatemala, a study found that the data
exclusivity duration of 15 years significantly reduced competition, as a result medicines that were
readily available in most countries at affordable prices were simply not available in Guatemala.’

Another worrying TRIPS-plus provision is patent linkage (i.c. refuse the granting of marketing
approval until the patents expire). Such a provision would require the drug regulatory authority (DRA)
to take on the role of ‘patent police’ although such a role would be against the statutory mandate,
capacity and expertise of the DRA. As a result, it is likely that they will enforce all patents including
the non-blocking/invalid/expired patents, thereby creating additional and unnecessary hurdles for
generic competition to the derogation of the public welfare and interest.

A fundamental, well-established principle of intellectual property recognised in the Preamble of the
WTO-TRIPS Agreement, is that ‘intellectual property rights are private rights’. Hence it is the
responsibility of the right holder to enforce its own private rights.



This means that if a patent holder is of the view that there is infringement of its patents, it has the right
to institute court proceedings against any person who has infringed or is infringing the patent. In turn,
the alleged infringer may argue that its product is not infringing the patent or dispute the validity of
the patent. The court will scrutinise the patent and determine whether or not the patent should be
enforced. It is not the responsibility of the DRA to ‘police’ private patents.

It is important to note that the drug marketing approving authority under the EU law i.e. the European
Medicines Agency (EMEA) does not allow patent linkage. Neither does Switzerland have provisions
of patent linkage in its own legislation. Even in the United States, where such provisions exist, the Food
and Drug Administration has stated that it does not have the expertise or resources to review patents.®
A United States Federal Trade Commission study showed that the United States linkage system is
subject to substantial abuse by patent holders.” The Canadian Federal Government and Supreme Court
have also recognized that companies had been using the Canadian linkage system to evergreen their
patents'’, maintain market monopoly and high prices.

These and other TRIPS plus provisions also hinder the effective use of TRIPS flexibilities such as
compulsory licenses. In this context it should be recalled that the UN High Level Panel Report on
Access to Medicines (UNHLP) has recommended that “Governments and the private sector must refrain
from explicit or implicit threats, tactics or strategies that undermine the right of WTO Members to use
TRIPS flexibilities.”"!

Further the United Nations Special Rapporteur on the Right to Health has recommended that
‘Developed countries should not encourage developing countries and LDCs to enter into TRIPS-plus
FTAs’ and ‘Developing countries and LDCs should not introduce TRIPS-plus standards in their
national laws.’'?

The UNHLP recommends that “Governments engaged in bilateral and regional trade and investment
treaties should ensure that these agreements do not include provisions that interfere with their
obligations to fulfil the right to health.”'* EFTA countries and Indonesia have ratified human rights
treaties which include the right to health which are violated by the adoption of TRIPS-plus
provisions such as data/market exclusivity, patent linkage, patent term extensions etc. '*

Furthermore, such provisions will make it extremely difficult for Indonesia to achieve the United

Nations Sustainable Development Goals (SDGs) Goal 3 on health which were agreed to by all EFTA

countries and Indonesia'® and includes:'®

e ‘By 2030, end the epidemics of AIDS, tuberculosis, malaria and neglected tropical diseases and
combat hepatitis, water-borne diseases and other communicable diseases’

e ‘By 2030, reduce by one third premature mortality from non-communicable diseases through
prevention and treatment’

e access to affordable essential medicines and vaccines.

We are also disturbed by the lack of transparency of the EFTA negotiations with Indonesia. The
right to information and to participate in the decision-making process are essential for the enjoyment of
the right to health.!” Concerns have been expressed by various UN human rights bodies about the
secrecy of trade negotiations.'® It is worth recalling that the European Union (EU) has released their
proposals to Indonesia in their FTA negotiations, including on intellectual property'® and Norway*” and
Switzerland?' have released their proposals in the Trade in Services Agreement (TISA) negotiations.

Therefore, we call on the EFTA countries to release their proposals in their FTA negotiations,
including with Indonesia.

Given the above, we demand that EFTA removes from the CEPA with Indonesia all TRIPS-plus
provisions such as data/market exclusivity, patent linkage, patent term extensions etc.



Please do not hesitate to contact Patrick Durish (Public Eye) at patrick.durisch @publiceye.ch for
more information.

Signatories

e Public Eye (formerly Berne Declaration), Switzerland
o Alliance Sud (Swiss Alliance of Development Organizations), Switzerland

e Medicus Mundi Schweiz (Network of Swiss organizations active in international health
cooperation), Switzerland

e M¢édecins du Monde (Doctors of the World), Switzerland
e Universities Allied for Essential Medicines (UAEM), Switzerland

e The Norwegian Trade Campaign
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