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medicines: Why a WTO waiver may not be
enough
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The COVID-19 pandemic, and the race to make vaccines and other
useful technologies more accessible to people around the world, has once
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again highlighted the tension between intellectual property rights and the
promotion of public health.

There is no doubt that the monopolies offered by exclusive rights such as
patents are necessary to incentivise pharmaceutical companies to invest
huge resources and develop useful drugs. These rights help
manufacturers recoup those investments. It is not only drugs and medical
equipment like ventilators which are needed, but also essential
technologies such as copyright-protected virus-tracing software.

Yet, as companies which own intellectual property have a monopoly over
their products, they are able to raise prices. This may—in the case of
anti-COVID technologies—mean less access to life-saving treatments.
Imposing high prices would also be unfair considering that over US$12
billion of public funding has been poured into the research and
development of the six COVID-19 vaccines.

As a potential remedy, calls have been made for companies to
voluntarily pledge to make their intellectual property available to fight
the COVID-19 emergency. The World Health Organisation has also
launched a voluntary pool to collect patent and other rights which could
be shared for manufacturing vaccines, therapeutics and diagnostics to
combat coronavirus.

South Africa and India, supported by many other developing countries
which face extra difficulties accessing affordable COVID-19 treatments,
are pushing for a stronger measure. They have proposed a waiver of
certain parts of the TRIPS Agreement, the WTO international treaty
which protects intellectual property at global level. The proposal is still 
under discussion. If agreed, it would allow countries to produce and use
all anti COVID-19 technologies without fear of infringing intellectual
property rights. The measure would be time-limited.
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https://www.bbc.co.uk/news/health-52036948
https://www.standard.co.uk/tech/coronavirus-apps-data-software-a4402561.html
https://msf.org.uk/article/governments-must-demand-pharma-make-all-COVID-19-vaccine-licensing-deals-public
https://www.nature.com/articles/s41587-020-0682-1
https://www.statnews.com/pharmalot/2020/05/29/who-COVID19-coronavirus-patents/
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(20)32581-2/fulltext
https://www.wto.org/english/news_e/news20_e/trip_10dec20_e.htm


 

As one may expect, this proposal is facing opposition, especially by
developed countries like the US, Canada, the EU and the UK, which
want to protect their pharmaceutical industries.

But would a waiver be enough? We argue not. This is because it might
not allow all developing countries to secure medicines and other anti-
COVID technologies in a timely way. Many would need to introduce
swift changes to their own national laws. This might be difficult, if not
impossible, to do.

In view of these difficulties, we argue that it may be more helpful to
intensify plans to share vaccines, making jabs and other useful
technologies available quickly for as many developing countries as
possible.

The difficulties

One argument against the waiver is that the TRIPS Agreement already
contains flexibilities. These include the freedom to use parallel imports
and compulsory licenses that help countries get access to medicines.

Yet such flexibilities are not always easy to use.

Take compulsory licenses. Since 2003 a mechanism has been made
available which in principle allows countries with no manufacturing
capacity in the pharmaceutical field to use and benefit from compulsory
licenses. But the system is riddled with levels of complexity that render
it useless and not fit for purpose. It's only been used once in 17
years—in 2007, when Canada issued a compulsory license to meet
Rwanda's need for AIDS drugs.

Other arguments against the waiver are that it would not alleviate the
burden of access to effective and affordable medicines and vaccines
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https://www.cato.org/free-trade-bulletin/unnecessary-proposal-wto-waiver-intellectual-property-rights-COVID-19-vaccines
https://brill.com/view/journals/ajls/6/2-3/article-p287_7.xml?language=en
https://www.southcentre.int/wp-content/uploads/2019/04/RP85_Access-to-Medicines-Experiences-with-Compulsory-Licenses-and-Government-Use-The-Case-of-Hepatitis-C_EN.pdf
https://msfaccess.org/sites/default/files/MSF_assets/Access/Docs/ACCESS_briefing_NeitherExpeditiousNorSolution_WTO_ENG_2006.pdf
https://www.wto.org/english/news_e/news07_e/trips_health_notif_oct07_e.htm
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3789820


 

because of poor healthcare provision and infrastructure in some
countries. And that it could potentially hamper R&D and innovation in
the pharmaceutical sector.

There are other barriers that the waiver wouldn't address. One is that
some developing countries have entered into bilateral agreements,
especially with the US, the EU and other industrialized nations. These
have limited the ability of generics producers to manufacture and
distribute cheap medicines. One example is that this has limited the
freedom to rely on parallel imports. These usually guarantee the
importation of cheaper medicines purchased in countries where the
drugs are sold at a lower price.

Also, certain free trade agreements have introduced provisions which
prevent national drug regulatory authorities from registering and
allowing the sale of generics if the medicine is still patented. This is the
so-called "patent linkage". Among the countries that have signed these
agreements are those who are part of the Comprehensive and 
Progressive Agreement for Trans-Pacific Partnership. They include
Brunei, Chile, Malaysia, Mexico, Peru and Vietnam.

Other trade and partnership agreements have also obliged certain 
developing countries to provide an absolute protection of clinical test
data submitted to regulatory agencies to demonstrate the quality, safety
and efficacy of new medicines. This strong exclusivity stops the
manufacturers of generics from using such data while applying for their
own marketing authorisation. This inevitably slows down the availability
of cheaper drugs. Countries like Morocco, Jordan, El Salvador,
Guatemala, Honduras and Nicaragua do protect such data as a
consequence of trade agreements concluded with the US.

French President Emmanuel Macron and British Prime Minister Boris
Johnson have recently pushed for plans to share vaccines instead.
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https://www.drugpatentwatch.com/blog/patent-linkage-resolving-infringement/
https://link.springer.com/article/10.1007/s40319-018-0758-3
https://medicalxpress.com/tags/developing+countries/
http://www.hjil.org/wp-content/uploads/Nsour-FINAL.pdf
http://www.hjil.org/wp-content/uploads/Nsour-FINAL.pdf
https://www.theguardian.com/world/2021/feb/18/macron-proposes-vaccine-plan-as-uk-prepares-to-host-g7
https://www.theguardian.com/world/2021/feb/18/macron-proposes-vaccine-plan-as-uk-prepares-to-host-g7
https://www.theguardian.com/world/2021/feb/18/macron-proposes-vaccine-plan-as-uk-prepares-to-host-g7


 

And the COVAX scheme, led by the World Health Organisation, the
Global Vaccine Alliance and the Coalition for Epidemic Preparedness
Innovations, has raised hopes for more than two billion doses to reach
people in 190 countries by the end of 2021.

History repeating

This is not the first time a stark conflict between intellectual property
protection and access to life-saving drugs has emerged. In 1998, a group
of pharmaceutical companies brought a legal case against the South
African government to stop it introducing laws aimed at making various
medicines more affordable, especially HIV and AIDS drugs. The main
objection was that such laws would weaken patent protection.

The dispute sparked controversy worldwide and enhanced public
awareness of the (sometimes) negative impact of intellectual property
rights on human health. The companies eventually abandoned the case.

The COVID-19 emergency is clearly more serious. It is a global crisis,
with the death toll still increasing and uncertainties growing over
whether new variants of the virus are more infectious.

A waiver of TRIPS intellectual property obligations may not provide an
expeditious solution. But there is no doubt that this unprecedented public
health tragedy should trigger a rethink of the current intellectual
property policies adopted by developed countries and often exported to
poor nations.

This article is republished from The Conversation under a Creative
Commons license. Read the original article.
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https://www.who.int/initiatives/act-accelerator/covax
https://www.bbc.co.uk/news/world-55795297
https://medicalxpress.com/tags/pharmaceutical+companies/
https://www.theguardian.com/uk/2001/apr/19/highereducation.world
https://medicalxpress.com/tags/intellectual+property+rights/
https://medicalxpress.com/tags/intellectual+property+rights/
https://www.thelancet.com/journals/lanres/article/PIIS2213-2600(21)00005-9/fulltext
https://medicalxpress.com/tags/intellectual+property/
https://medicalxpress.com/tags/intellectual+property/
https://theconversation.com
https://theconversation.com/intellectual-property-and-covid-19-medicines-why-a-wto-waiver-may-not-be-enough-155920
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