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High-level commission for actions to ensure South's access to drugs

Geneva, 4 Apr (Kanaga Raja) -- A high-level independent Commission on

Intellectual Property Rights, Innovation and Public Health (CIPIH) issued a

report Monday, recommending a range of key actions to be taken by

governments, the WHO and other international organizations, and corporations

to ensure that poor people in developing countries have access to existing

and new products to diagnose, treat and prevent the diseases that affect

them the most.

The report calls on the World Health Organization (WHO) "to develop a Global

Plan of Action to secure enhanced and sustainable funding for developing and

making accessible products to address diseases that disproportionately

affect developing countries".

The report states that "Viewed across the field, there are few or no

available mechanisms at present to advise on appropriate priorities for

resource allocation between R&D on different diseases, the balance between

resources needed for R&D and delivery for each disease or the means to

monitor and evaluate the impact of resources devoted to treatment and

delivery. Such a Plan would also provide an important basis for measuring

progress towards the achievement of these goals."

The report, 'Public Health: Innovation and Intellectual Property Rights',

was commissioned in 2003 by the World Health Assembly, the WHO's governing

body. The WHO Director-General Dr Lee Jong-Wook established the Commission

in February 2004.

The Commission's final report, handed by its Chair to the Director-General

Monday, contains more than 50 recommendations that it says serve as a

roadmap for tackling the issues in different country settings.

An intergovernmental working group of the WHO's Executive Board will

consider the report at a meeting on 28 April. The World Health Assembly will

then examine and debate the report during its annual meeting from 22-27 May.

The Assembly will ultimately decide how the report's findings will be

applied.

The Commission's ten members represented the perspectives of government,

industry, public-private partnerships, science, medicine, law and economics.

The Commission was led by Ruth Dreifuss, former President of the Swiss

Confederation. The vice-chairperson is Dr Raghunath Mashelkar,

Director-General of India's Council of Scientific and Industrial Research.

Other members are Professor Carlos Correa (Argentina), Professor Mahmoud

Fathalla (Egypt), Dr Maria Freire (USA), Professor Trevor Jones (UK), Mr

Tshediso Matona (South Africa), Professor Fabio Pammolli (Italy), Professor

Pakdee Pothisiri (Thailand) and Professor Hiroko Yamane (Japan).

Several members of the Commission including Carlos Correa and Pakdee

Pothisiri raised some specific concerns over the report, and these concerns

have been appended to the report as an Annex.

The Commission report finds that the burden of infectious diseases that

disproportionately affects developing countries continues to increase and

that it is also important to address the growing burden of non-communicable

diseases in developing countries. It adds that there is a need to improve

access of all, to new and existing products and developing appropriate new

products including vaccines, diagnostics and treatments.

It also concluded that developing countries are largely dependent on the

products of innovation designed principally to meet the health-care needs of

developed countries and that too few R&D resources are directed to the

health needs of developing countries.

On the issue of intellectual property rights, the report highlights that

where the market has very limited purchasing power, as in the case of

diseases affecting millions of poor people in developing countries, patents

are not a relevant factor nor effective in stimulating R&D and bringing new

products to market.

It adds that "a patent may contribute little or nothing to innovation if the

market is too small or scientific and technological capability inadequate".

It says that where most consumers of health products are poor, the "monopoly

costs associated with patents can limit the affordability of patented

health-care products required in the absence of other measures to reduce

prices or increase funding".

The report, in several sections, encourages developing countries to use

flexibilities under TRIPS - such as compulsory licensing, government-use

procedure, parallel trade and other pro-competitive measures - to facilitate

access to cheaper medicines.

The report adds that developed countries, and other countries, with

manufacturing and export capacity should take the necessary legislative

steps to allow compulsory licensing for export consistent with the TRIPS

agreement.

The WTO decision agreed on 30 August 2003, for countries with inadequate

manufacturing capacity, has not yet been used by any importing country, the

report notes, adding that its effectiveness needs to be kept under review

and appropriate changes considered to achieve a workable solution, if

necessary.

The report recommends that bilateral trade agreements should not seek to

incorporate TRIPS-plus standards that may reduce access to medicines in

developing countries.

In a preface to the report, the Chair of the Commission Ruth Dreifuss says

that the Commission accepts this report as a solid contribution towards

continued international dialogue, and progress towards the objectives for

which the Commission was established. However, she said, Commission members

Carlos Correa, Trevor Jones, Fabio Pammolli, Pakdee Pothisiri and Hiroko

Yamane have expressed specific concerns, which have been set out in an Annex

to the report.

Commission members Correa and Pothisiri said that the extension of

pharmaceutical patent protection to developing countries, mandated by the

TRIPS Agreement, can do very little to prompt the development of such

products, while it generates costs in terms of reduced access to the outputs

of innovation. Where patents exist and are enforceable, medicines can be

un-affordable for governments and patients in developing countries. That is

why, they said, it is crucial to promote generics competition, which is

essential to drive prices down and improve access to medicines to all, and

to ensure a pro-competitive implementation of the TRIPS Agreement through

utilization, inter alia, of compulsory licenses and government use

provisions, when needed. Further analysis is required on the negative

implications for public health of TRIPS-plus provisions (such as data

exclusivity) contained in free trade agreements. WHO should continue to

assess these developments and alert developing countries on their possible

impact on public health, they added.

More analysis is also needed on the drastic decline in the capacity of

pharmaceutical industry to innovate, in spite of the availability of new

powerful scientific and technological tools, they said. The report addresses

but has not sufficiently elaborated on the profound distortions currently

observed in the functioning of the patent system, which allows the

proliferation of pharmaceutical patents on trivial developments that are

used to obstruct generic competition.

The coverage in the report of a broad set of issues ranging from discovery

to delivery - which Correa and Pothisiri said they personally did not

favour - has led to the consideration of issues that are not central to the

Commission's mandate and for which reliable evidence is limited. They also

regretted that the Commission was not able to elaborate in more detail

proposals for mobilizing the financial resources and the scientific talent,

particularly that is available in developing countries, necessary to address

the diseases that predominantly affect the poor.

They also said that the report would fulfil its objective, if it helps WHO

member countries and other stakeholders to set R&D priorities and develop a

global sustainable framework to respond to that imperative.

Separately, in some comments on the report Tuesday, James Love, the Director

of the US-based NGO Consumer Project on Technology (CPTech), said that "the

topic was extremely important, and it was a great opportunity to address a

number of problems and opportunities to change things. But the CIPIH has

managed to do the minimum."

"The report," he adds, "says many good things, and we agree and welcome many

of the recommendations. But if measured by what the report could and should

have done, it has to be seen as a lost opportunity - a disappointment to

many."

This was due to the nature of the Commission membership. They could only go

so far on any issue, because it had to be a consensus report, and some

members were so closely tied to the status quo, that there was this natural

limit on recommendations, Love said, adding that the WHO secretariat,

particularly at the highest levels of the agency, was also not particularly

keen to push the envelope.

"I would have to say that the lobbying by the US government and the major

pharmaceutical companies, was effective in reducing the impact of the

report, which is a shame, and shame on them for that," Love added.

"That said, there is much to like in the specific discussions - they had to

say something, and we are pleased that they give a modest shove forward to

continue work on creating a new sustainable global framework for supporting

R&D, that is consistent with both access and priority setting," Love said.

The Commission makes several recommendations following each chapter of the

report, which is divided into chapters reflecting the innovation cycle of

product development and delivery. Thus, Chapter 1 provides an introduction

and a summary, Chapter 2 covers the discovery stage, Chapter 3 discusses the

development stage and Chapter 4 deals with the delivery stage. Chapter 5

outlines the policies to improve the innovative capacity in developing

countries while in Chapter 6 the idea of a Global Plan of Action is

proposed.

Some of the important aspects of the chapters and related key

recommendations are outlined.

In relation to prioritizing R&D at the stage of "basic research in the life

sciences and other disciplines" which is the foundation of all innovation,

the report states that it is in the interest of all countries to promote

health research that addresses the health needs of developing countries and

to set specific and measurable targets in this regard, and recommending that

governments of developed countries should reflect adequately this objective

in their research policies. In particular, they should seek to define

explicit strategies for R&D and devote a growing proportion of their total

health R&D funding to the health needs of developing countries, with an

emphasis on upstream and translational research.

The WHO and the World Intellectual Property Organization (WIPO), it

recommends, should consider playing a bigger role in promoting arrangements

such as patent pools of upstream technologies to promote innovation for

diseases that affect developing countries. Developing countries, the report

states, should ensure that their universities and public research

organizations maintain research priorities in line with their public health

needs and public policy goals.

Public research institutions and universities in developed countries should

seriously consider initiatives designed to ensure that access to R&D outputs

relevant to the health concerns of developing countries and to products

derived therefrom, are facilitated through appropriate licensing policies

and practices.

The report also highlights that the most costly aspect of the innovation

cycle is the process of taking the compound chosen through the required

stages of pre-clinical and clinical research and the regulatory process. In

the chapter relating to drug development, it states that there is no

evidence that the implementation of the TRIPS Agreement in developing

countries will significantly boost R&D in pharmaceuticals on Type II (such

as HIV/AIDS and tuberculosis) and particularly Type III diseases (such as

African sleeping sickness and African river blindness). The report points

out that, where the market has very limited purchasing power, as in the case

of diseases affecting millions of poor people in developing countries,

patents are not a relevant factor or effective in stimulating R&D and

bringing new products to market.

The report also said that public-private partnerships are a new, effective

and important means of pursuing R&D relevant to the health needs of

developing countries. It recommended that the WHO should initiate a process

to devise mechanisms that ensure the sustainability and effectiveness of

public-private partnerships by attracting new donors, both from governments

and the private sector, and also to promote wider participation of research

institutions from developing countries.

The CIPIH recommendations on R&D are particularly important in view of the

fact that the World Health Assembly in May 2006 will consider a draft

proposal co-sponsored by Kenya and Brazil to establish a working group to

consider proposals to support and strengthen incentives and mechanisms for

needs-driven research.

However successful efforts might be to develop new products to address the

public health problems of developing countries, they will be of no value if

they cannot be made available and accessible to those who need them, the

report says.

It thus recommends that all companies should adopt transparent and

consistent pricing policies, and should work towards reducing prices on a

more consistent basis for low and lower middle income developing countries.

Continuing consideration needs to be given to the prices of treatments for

communicable diseases, particularly of second-line drugs for HIV/AIDS

treatment. For non communicable diseases, governments and companies should

consider how treatments, which are widely available in developed countries,

can be made more accessible for patients in developing countries.

The report notes that for developing countries that are members of the WTO,

the TRIPS agreement now provides a framework of minimum standards of

intellectual property protection, although least developed countries have

the option of delayed implementation (until at least 2016 in the

pharmaceutical sector). The TRIPS agreement allows countries a considerable

degree of freedom in how they implement their patent laws, subject to

meeting its minimum standards including the criteria for patentability laid

down in TRIPS.

In relation to the Doha Declaration on the TRIPS Agreement and Public

Health, the report says that developing countries may - on various grounds -

provide for measures such as parallel imports, government use and compulsory

licensing. However, there is an emerging development in the growing number

of bilateral and free trade agreements which include higher standards of

protection that erode these flexibilities.

It also says that bilateral trade agreements should not seek to incorporate

TRIPS-plus protection in ways that may reduce access to medicines to

developing countries, and that in bilateral trade negotiations, it is

important that governments ensure that ministries of health be properly

represented in the negotiation, and that the provisions in the texts respect

the principles of the Doha Declaration.

As regards parallel trade, the report says that restriction of parallel

imports by developed countries is likely to be beneficial for affordability

in developing countries as they help preserve price differentials through

market segmentation. Thus developing countries should retain the

possibilities to benefit from differential pricing, and the ability to seek

and parallel import lower priced medicines, it recommended.

As to test data protection and data exclusivity, the report notes that the

TRIPS agreement does not refer to any period of data protection, nor does it

refer to data exclusivity. Sui generis regimes adopted in some developed

countries under which, for a period of 5 years from marketing approval, no

other company may seek regulatory approval of an equivalent product based on

that data without the approval of the originator company which provides for

data exclusivity, need to be clearly differentiated from the TRIPS

agreement's requirement for data protection.

The report recommended that legislative action be taken by developing

country governments to adopt and implement competition policies and apply

the pro-competitive measures, and to provide for measures to encourage

generic entry on patent expiry such as the "early working" exception, which

are TRIPS consistent.

As to the issue of incremental innovation, the report says that while

incremental innovation, by improving the efficiency with which a drug can be

manufactured, may reduce the cost of production and so have an important

impact on affordability and acceptability, there are studies that find that

many new medicines offer little or no improvement over existing medicines.

Faced with the reality of the TRIPS agreement, developing countries need to

consider how their own patent laws may deal with this issue, the report

says, adding that countries can adopt legislation and examination guidelines

requiring a level of inventiveness that would prevent 'ever-greening'

patents from being granted.

The CIPIH report stresses that companies should adopt patent and enforcement

policies that facilitate greater access to medicines needed in developing

countries. In low income countries, they should avoid filing patents, or

enforcing them in ways that might inhibit access. Companies are also

encouraged to grant voluntary licenses in developing countries, where this

will facilitate greater access to medicines, in cases where patents do not

exist on medicines and other products, and to accompany this with technology

transfer activities.

The report also addresses the issue of traditional knowledge, noting that

there is a need to guard against misappropriation of genetic resources and

associated knowledge, to ensure that the commercial benefits derived from

traditional knowledge are fairly shared with the communities that discovered

those resources and their possible medical uses.

In this respect, the report recommends that all countries should consider

how best to fulfill the objectives of the Convention on Biological

Diversity. This could be, for instance, through the establishment of

appropriate national regimes for prospecting for genetic resources and for

their subsequent utilization and commercialization; contractual agreements;

the disclosure of information in the patent application of the geographical

source of genetic resources from which the invention is derived and other

means. +

