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Open source licensing could stop Big Pharma
making huge profits off taxpayer-funded
COVID-19 research

September 18 2020, by Charles M Schweik, Timothy Ford
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An international, multi-billion-dollar race is underway to develop a
COVID-19 vaccine, and progress is moving at record speed. but with
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nationalistic, competitive undertones. If and when an effective vaccine is
invented, its production will require an unprecedented effort to vaccinate
people across the globe.

However, for the country that invents a safe and effective vaccine, at
least in the urgent short term, it will be politically difficult to export
vaccines before their own population is immunized. "The only solution,"
vaccine development scientist Sandy Douglas told The New York Times,
"1s to make a hell of a lot of vaccine in a lot of different places." But
how?

Having the public sector fund contracts with vaccine makers is a key
component to meeting this future, unprecedented, distribution challenge.
But in the United States, there seem to be some disturbing trends.

We are faculty affiliated with two University of Massachusetts
campuses. Ford studies environmental microbiology and infectious
disease and is former director of the Institute of Global Health at UMass
Ambherst. Schweik studies how humanity can leverage the internet to
collaborate and share innovations toward solving pressing societal
problems. COVID-19 is such a problem.

Public sector vaccine R&D contracting

Early-stage vaccine R&D often relies on substantial public sector
investment, and this is certainly the case for COVID-19. There are at
least 26 vaccines undergoing human trials, nine of which are in Phase 3.
If results demonstrate safety and effectiveness, regulators will approve a
vaccine license that will allow the organization that invented it to begin
manufacturing and distribution.

In the United States, there are many firms with active COVID-19
vaccine R&D contracts financed with large sums of taxpayer money. For
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example, the company Moderna, which has a vaccine in Phase 3 trials,
has received a contract valued at approximately US$955 million.
Contracts like these typically fall under the jurisdiction of the Bayh-Dole
Act of 1980, a law that grants the inventing firm exclusive license over
the product patent. But this law also provides safeguards—"march-in
rights"—that allows the federal government to withdraw the exclusivity
license if the patented invention is not made available to the public under
"reasonable terms."

Overpricing—essentially asking taxpayers to pay twice for the vaccine,
once supporting research and development and then again for purchasing
the actual vaccine—would be an example of a situation where march-in
rights could apply. In that scenario, the federal government could revoke
the exclusive rights from the inventing firm and grant new licenses to
other companies to proceed with manufacturing and distribution.

There 1s, however, an alternative mechanism called "Other Transaction
Agreements" (OTA) that allows federal agencies to enter into legally
binding R&D contracts which fall outside of the standard types overseen
by Bayh-Dole provisions. OT A-based contracts, therefore, are exempt
from the "march-in" safety provisions established by Bayh-Dole. Several
current vaccine and other COVID-19-related R&D contracts fall under
OTA:s.

In these cases, U.S. government agencies made an explicit choice to
arrange OTAs with these companies. Consequently, pharmaceutical
companies receiving funds could potentially charge unreasonably high
prices for their COVID-19 treatment or vaccine, and the U.S. Federal
Government has no "march-in" recourse to revoke the exclusive license
to sell the taxpayer-funded vaccine.

Under OTAs, America's large financial investments in COVID-19
vaccine development could allow firms control over how their inventions
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are sold, manufactured and distributed. But to be fair, at least one
company—Johnson & Johnson—who received an OTA contract has
publicly stated: "We have from the beginning decided we are going to do
this not for profit so that the vaccine becomes affordable and available
on a global scale as quickly as possible."

Open sharing of innovations: A case from the
industrial revolution

But if society needs to rapidly invent and deliver a vaccine — a global
public good — with taxpayer money, why are U.S. federal agencies
establishing OTAs that relinquish the government's ability to share and
deploy these inventions and production processes with the world?

We believe that as the U.S. federal government considers future funding
to support vaccine manufacturing, policymakers and agency officials
need to craft contracts with the suppliers that mandate open sharing of
all vaccine production, quality control and distribution.

Schweik has studied open source software that comes with an associated
copyright license that promotes free and broad sharing. This licensing
dates back to the mid-1980s. The invention of the "General Public
License," sometimes referred to as a viral or reciprocal license, meant
that should an improvement be made, the new software version
automatically inherits the same license as its parent. We believe that in a
time of a global pandemic, a safe and effective COVID-19 vaccine
should be licensed with General Public License-like properties.

It turns out, in the early days of the Industrial Revolution, in an effort to
rapidly develop standardized small arms parts, the U.S. Army and the
Springfield Massachusetts Armory gave contractors open access to
designs of new manufacturing equipment with the explicit requirement
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that if they improved the machines or processes related to them, they
had to share these innovations with the national armories and their rival
contractors. If these organizations did not comply, they would likely be
denied future contractual opportunities. In essence, the armory
established a contracting policy similar to General Public License
invented roughly 150 years later, which then led to rapid innovation.

A pandemic requires open source sharing

Fortunately, some pharmaceutical companies, national governments,
nonprofits like the Bill & Melinda Gates Foundation and international
organizations like the Coalition for Epidemic Preparedness Initiatives —
which supports vaccine development—are putting policies in place that
embrace openness and sharing rather than intellectual property
protection.

Coalition for Epidemic Preparedness Initiatives officials have stated that
all of their funding agreements require that "appropriate vaccines are
first available to populations when and where they are needed to end an
outbreak or curtail an epidemic, regardless of ability to pay." That's an
important start.

However, when there 1s a safe, effective COVID-19 vaccine, the U.S.
and other national governments need to create contractual agreements
with firms that provide fair and reasonable funding to cover their costs
or even some reasonable profit margin while still mandating the open
sharing of the processes for vaccine production, quality assurance and
rapid global distribution.

Of course, rapid global distribution is only the initial goal. To be
sustainable, a critical mass of developing country vaccine manufacturers
will be necessary, together with a support system for these
manufacturers that provides regulatory guidance and access to new

5/6


https://scholarworks.umass.edu/dissertations/AAI3000353/
https://medicalxpress.com/tags/international+organizations/
https://medicalxpress.com/tags/international+organizations/
https://cepi.net/
https://www.nytimes.com/2020/03/19/us/politics/coronavirus-vaccine-competition.html
https://www.nytimes.com/2020/05/02/us/politics/vaccines-coronavirus-research.html
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6291766/pdf/AJPH.2014.302236r.pdf

MedicalZpress

formulations.

The longer-term goal must be to build sustainable vaccine manufacturing
capacity within low- and middle-income countries. This requires a
support system leveraged through the WHO and associated organizations
such as Gavi to provide regulatory guidance and access to new
formulations through this open source process.

This article is republished from The Conversation under a Creative
Commons license. Read the original article.
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