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Supporting the Commonwealth Response to HIV: A Medicine Patent Pool

What is a patent pool?

A patent pool brings together (or pools) patent rights held by companies, universities and
government institutions, amongst others. The patent pool then licences the use of these
patents to other companies or researchers in return for payment, which the pool pays to
the patent holder. A patent pool therefore allows easy access to several patents at once,
encourages competition which invariably helps lower prices and promotes further
innovation, whilst still preserving benefits for patent holders. Patent pools have already
been successfully used in other fields of technology, including for MP3 players, for
example.

A patent is a form of intellectual property granted to an inventor by or on behalf of a State.
A patent allows the inventor to exclusively exploit the invention commercially in that State
for a limited period of time; usually 20 years. By doing so, a patent enables inventors to
recoup their investment in and profit from developing the product. As a result, patents are
thought to stimulate innovation and the development of new products.

To be patentable, an invention must be novel, non-obvious and useful insofar as it has an
application for industry. With regard to pharmaceuticals, drug manufacturers can obtain a
patent for how they produce a medicine and/or for the medicine itself.

How would a medicine patent pool work?

A medicine patent pool would function on a voluntary basis. Patent holders would
voluntarily submit patents for pharmaceutical production methods and particular
medicines. A third party could then obtain a licence from the pool to reproduce a single
patented medicine, or to use several patents to develop a new fixed dose combination, in
return for a percentage of its sales as a fee for each patent used.

Licenses issued to third parties could be restricted to low- and middle-income countries.
These licenses would still cover a large enough geographical area to encourage generic
manufacturers, for example, to utilise the patents. Importantly though, this would ensure
patent holders have the exclusive right to market their product in high-income countries.

Patented medicines could subsequently be produced by several manufacturers well before
the expiration of a patent term, thereby increasing the availability of certain medicines,
competition and invariably lowering the price of AIDS treatment for low- and middle-
income countries.

Furthermore, a medicine patent pool would encourage further innovation to meet patient’s
needs. For example, a medicine patent pool would simplify the production of fixed dose
combinations significantly. Fixed dose combinations are essentially several
pharmaceutical compounds in one medicinal pill. They have proven to be more user-
friendly and to therefore boost treatment compliance and ultimately the success of AIDS
treatment. However, the production of fixed dose combinations has typically required
lengthy negotiations with and agreement from multiple patent-holders. A medicine patent
pool however, would require generic manufacturers, for example, to complete a single
negotiation, thereby reducing the cost and other resources needed to obtain patents.



Finally, a medicine patent pool would be able to ensure that medicines meet a quality
standard by making it a condition for obtaining a license that companies submit their
product dossiers to the World Health Organization requalification process, a scheme
established to assess the quality, safety and efficacy of medicines, or any other stringent
drug regulatory agency before they are sold.

Why is a medicines patent pool necessary for AIDS treatment?

Between 2003 and 2006, the number of people receiving antiretroviral treatment in low-
and middle-income countries increased from approximately 400,000 to just over two
million'. This could not have been achieved had Commonwealth countries not championed
and supported greater access to AIDS treatment, including the international target of
universal access to treatment by 2010. Crucially, this also could not have been achieved
without the generic manufacturers based in Commonwealth countries, particularly those
based in India who led efforts to provide quality assured, low cost AIDS treatment in the
developing world. According to the World Health Organization for example, 90 percent of
people in low- and middle-income countries accessing AIDS treatment rely upon generic
medicines, mostly from India".

Generic pharmaceuticals, such as those in India, thrived because countries could until
recently exclude entire areas of technology from patentability. As a result, a number of
countries did not grant patents for medicines and food in particular. Until 2005, India did
not grant pharmaceutical product patents, for example.

However, following the adoption of the World Trade Organization (WTO) TRIPS (Trade-
Related Aspects of Intellectual Property Rights) Agreement, this is no longer possible.
Now, most WTO members including India must grant patents for pharmaceutical products
and processes. Two exemptions do exist. First, the 32 least developed country members
of the WTO are excluded from this obligation until 2016. From the Commonwealth, this
includes Bangladesh, Gambia, Lesotho, Malawi, Maldives, Mozambique, Sierra Leone,
Solomon Islands, Uganda, Tanzania and Zambia. Furthermore, when a patent represents
an obstacle to public health, WTO members can issue a compulsory licence allowing a
party other than the patent holder to produce or import cheaper versions of the product,
without the consent of the patent holder. Despite these exemptions, the TRIPS Agreement
severely restricts the impact generic manufacturers will have in the future. For example,
generic manufacturers in Commonwealth countries, such as Bangladesh and Uganda, will
only be able to produce generic medication in the short term. Also, a compulsory licence
can only serve the country it has been issued for. As a result, affordable and effective
AIDS treatment will not be as widely available under the new TRIPS regime as was
previously the case.

Greater access to affordable and effective AIDS treatment is essential, however. Nearly
four million people currently receive antiretroviral treatment globally", significantly less
than the number needed to achieve universal access. Only one-third of adults and barely
10 percent of children who need treatment are currently receiving it", for example. The
unmet need for AIDS treatment is particularly severe in several Commonwealth countries.
In Pakistan for example, just three percent of people living with advanced HIV are thought
to receive AIDS treatment’. In Bangladesh, Ghana and Sierra Leone, this increases to just
seven percent, 15 percent and 20 percent respectively”.

Furthermore, additional AIDS treatment options are urgently required. For example,
newer, less toxic AIDS treatment currently costs eight-times more than older regimens, too
much for many people living in Commonwealth countries. With increasing numbers of
AIDS patients becoming resistant to or unable to tolerate first-line therapy, there is also an
urgent need to find affordable second-line treatments. In addition, paediatric formulations



continue to be overlooked. Of the 22 treatments for AIDS approved by the US Food and
Drug Administration and currently available for example, six are not approved for
paediatric use and seven are not available in paediatric formulations.

How exactly would a medicine patent pool improve the Commonwealth AIDS
response?

A medicine patent pool would help to significantly increase the availability and
effectiveness of AIDS treatment for many people throughout the Commonwealth, and
elsewhere. In particular:

e New, less toxic AIDS treatment should be more affordable to low- and middle-
income countries.

¢ Companies and researchers will be encouraged to develop more and better fixed
dose combinations, to improve the impact of AIDS treatment.

e Companies and researchers will be encouraged to develop more and better
paediatric formulations.

e AIDS patients who have grown resistant to conventional AIDS treatment may
have better access to second-line treatment.

Furthermore, the medicines patent pool could eventually expand to serve other health
areas.

What support exists for a medicine patent pool for AIDS treatment?

In 2008, the World Health Organizations Global Strategy and Plan of Action Public Health,
Innovation and Intellectual Property recognised the role of patent pools to increase access
to medicines.

That same year, UNITAID agreed in principle to establish a voluntary medicine patent
pool. A full implementation plan is currently being developed, encouraged by the UK
Government, the World Health Organization and all the major international development
charities in the UK.

Crucially, the success of a medicine patent pool will hinge upon the willingness of
pharmaceutical companies to participate and allow their patents to be managed by the
pool. With this in mind, the UK Government has publicly called for ‘pharmacological
companies to respond positively to this initiative [the patent pool].”" Several companies
have since made a positive, initial response.

Additional support for a medicine patent pool from the Commonwealth would inevitably
drive the initiative further forward. Commonwealth countries host both patent holders and
generic manufacturers. As a result, the Commonwealth can have a significant impact upon
the success of a medicine patent pool. Equally, a successful medicine patent pool can
have a positive impact upon the substantial unmet treatment needs that currently exist
across the Commonwealth and elsewhere. In short, Commonwealth support for a
medicine patent pool could dramatically improve the existing response to HIV and AIDS
globally.
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