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Disjointed clinical trial transparency
policies

Six vaccines — or 30 per cent of the total - are being
made by developers based in countries that do not
align with best practice and require the reporting

of clinical trial summary results within 12 months of
trial completion. Due to varying national clinical trial
policies, we can expect that clinical study reports will
only be made available for vaccines which have been
applied for approval to be distributed in Canada and
the EU2.

During public health emergencies, the World Health
Organisation (WHO) recommends that quality-controlled
interim results be shared prior to trial completion?.
However, no explicit guidance has been given as to
how and what information should be shared, nor has
this recommendation been implemented into national
legislation in the countries analysed.

RECOMMENDATIONS

1. The WHO should update its guidance on sharing
clinical trial results to include an expanded
amendment on public health emergencies, to be
implemented by national governments.

2. National governments should adopt, fully implement,
and enforce broadened legislation which requires all
clinical trials to be pre-registered, and make summary
results public within 12 months of their completion on
a trial registry.

3. Drug regulatory agencies should make complete
clinical study reports available, after excluding
individual participant identifiers if unavoidable,
within 60 days of regulatory approval for all medical
products, including COVID-19 vaccines.

Clinical study reports are
only made available in

two of the nine

countries

where developers are based
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Poor sharing of COVID-19 vaccine
clinical trial protocols

We identified 86 registered clinical trials across the 20
vaccines we examined. Of these, clinical trial protocols
were only shared for just 12 per cent (10) of the trials in
our analysis*. The early sharing of clinical trial protocols

is important, as it enables external expert scrutiny of
methodology and design integrity to highlight potential bias
and can also deter the selective reporting of results® °.

We analysed —

< 86
3

-\ registered clinical //
. trials :

across 20 d\i‘ffe’r"‘é’nt

COVID-19 vaccines

4. COVID-19 vaccine developers that have not yet
published their clinical trial protocols should do so
on a publicly accessible clinical trial registry. In future
they should publish them when the trial is approved,
prior to participant recruitment. Any protocol
amendments should be published at the time of
results sharing.

5. All governments should revise clinical trial legislation
to require the public sharing of clinical trial protocols
when the trial is approved, on a publicly accessible
platform which meets WHO standards, then updated
with any amendments at the time of results sharing.
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Incoherent sharing of COVID-19
clinical trial results

At least some clinical trial results had been announced
for 18 of the 20 vaccines we examined, however vaccines
developed by AnGes and Zydus Cadila have yet to
announce any results.

Of the total registered clinical trials in our analysis (86
trials across the 20 vaccines), just 45 per cent have seen
results announced. Of these with trials with announced
results, 41 per cent have no published data analysis,
meaning that only top-level results were provided through
a press release, press conference or media report, with
minimal data. Sinovac Biotech and the Vector Institute
shared no clinical trial data analysis for their vaccines

at all, despite both vaccines having been administered
to populations since July 2020 and October 2020,
respectively.

This trend of ‘science by press release’ led to the
selective sharing of results and a failure to explain
methodological details that are key to interpreting

the results. Furthermore, press releases and press
conferences enable companies to sequence information
releases alongside stock movements, gaining a potential
opportunity for private profit.

RECOMMENDATIONS

6. COQVID-19 vaccine developers must publish all
missing clinical trial data analysis.

7. Use of the media should only be used to announce
clinical trial results in tandem with data analysis
published in a peer-reviewed medical journal, trial
registry or as a pre-print article.

8. Further research is required to explore potential
manipulation of key clinical trial information and
trading activities of pharmaceutical developers.

Results have been announced
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Low publication rate of COVID-19
vaccine contracts

Of the 20 vaccine candidates we analysed, we found a
total of 183 agreements for the purchase of 12 different
COVID-19 vaccines which have been concluded
between 75 buyers and 13 suppliers globally’. We found
that only six per cent (13) of these contracts are publicly
available. Out of these 13 contracts, 11 were published
through official channels®, while the remaining two were
unofficially leaked.

The 11 formally published contracts were provided by

four countries and one bloc: The United Kingdom, Brazil,
Dominican Republic, the USA and the European Union.

All five entered into multiple agreements with vaccine
developers and did not formally publish every contract.
They formally published an average of 23 per cent of their
concluded agreements. The USA is the only exception and
has formally published all six of the contracts it signed.

RECOMMENDATIONS

9. All buyers have an obligation to be transparent and
accountable and should follow the lead of the USA
and publish their remaining contracts. Brazil, the UK,
and the European Commission should champion
this given their relative wealth and number of doses
already secured. The COVAX facility should reaffirm
its commitment to equity by publishing all vaccine
contracts, and if necessary, use redacted versions
that are clearly and specifically justified.

10. International NGOs should advocate for transparency
and provide resources that assist with obtaining
justifications for contractual secrecy by buyers. Where
possible, these INGOs should combine efforts to also
target regional and international decision-making
bodies such as the African Union and COVAX.

11. Governments and the WHO should provide
guidance on public health emergency
procurement which contains robust transparency
rules, including when and how to publish
contracts in a pandemic, in order to guarantee
that transparency is not a casualty in future crises.

Of these 41 per cent have no published data analysis.
meaning that only top-level results were provided
through a press release, press conference or media
report, with minimal data
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Widespread redactions in COVID-19
vaccine contracts

Out of the 11 formally published contracts, 10 were
published with a high number of redactions and

cannot be described as adhering to the Center for
Global Development’s (CGD) Principle of “Full Contract
Publication”. The contract redactions often cover entire
pages and sections, as well as information of key public
interest, such as the total cost paid, the price per dose,
and delivery timetables. The remaining one contract was
published by the Dominican Republic and included no
redactions.

Analysis shows that 24 per cent of the contract between
the European Commission and CureVac was obscured
by redactions®, whilst a comparison of the unredacted
and redacted versions of the European Commission —
AstraZeneca contract showed that 12 per cent of the
words were redacted®. Additionally, most contracts
obscured information that is of heightened public interest.

RECOMMENDATIONS

12. Buyers with already published and redacted
contracts that are not marked with a justification - the
UK, the European Commission and Brazil - should
immediately republish with such details. Future
publication of contracts should follow the CGD
principle “All redactions should be clearly marked
with the reason for redaction”.

13. Justification of redactions should detail the decision-
making process that led the buyer to conclude that it
is of a higher public interest to redact, or not redact
at all. These should be specific to discrete sections of
the contract rather than blanket explanations.

Just one contract,
or 0.5% of the total,

was published by buyers | N
without [l redaction. The vast

majority redact [Jill large sections
that are of critical public interest,

price per dose N
I and delivery timetables
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For AstraZeneca’s vaccine,
upper-middle income countries
like South Africa are paying
an average of 25% more

per contract than high income
countries like the USA.

COVID-19 vaccine pricing
transparency

Despite the advantages of pricing transparency for
vaccine distribution, price per dose - the contractual
information perhaps most highly valued by the global
community - has also been systematically unpublished.
Whilst there have been reports from parties involved

in agreements, information on pricing is incomplete in
all formally published contracts other than those of the
Dominican Republic and USA.

Analysis of prices sourced from UNICEF's Market
analysis dashboard, indicates concerning price variation
both as a whole and when assessing specific vaccines.
For example, for the AstraZeneca developed vaccine,
the dashboard showed that on average High-Income
Economies are paying the least at USD 6.26 per dose,
second are the Lower-Middle Income Economies at
USD 6.72, and the most spent on vaccines is by Upper-
Middle Economies at USD 7.81.

RECOMMENDATIONS

14. All vaccine developers, and particularly AstraZeneca,
should justify their commitment to broad and
equitable access by releasing their price per dose of
all their agreements, preferably within a contract.

15. The EU, the USA, the UK, Japan, Canada and
Australia should champion pricing transparency, by
releasing contracts without redaction of prices.

16. A pricing database should be established by the
WHO with the general principle that all countries
report their prices anonymously.
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Indemnification clauses in
COVID-19 vaccine contracts

As is generally accepted in pandemic situations, those
countries that do not have laws covering liability included
indemnity clauses in contracts. These clauses ensure that
the supplier is protected from legal repercussions should
there be any adverse reaction to a vaccine.

However, as the Pfizer contracts with the Dominican
Republic and Albania show, some contracts cover
additional liabilities. The clauses in these contracts go
much further and seeks to push the risk onto national
governments, and away from the developer, even if
missteps are made by the developer or supply chain
partners.

Our analysis, supported by media and NGO reports' ™,
indicates a “pandemic norm” where a priority aspect

of negotiation for suppliers has been limiting the level

of financial risk should something go wrong in the
development and distribution of vaccines. In turn, such
aspects of a contract become more commercially
sensitive, creating a higher incentive on behalf of the
supplier to redact or not publish such information.

This situation is compounded, particularly in lower-
middle income economies, as many do not have the
administrative or legal capacity to adapt quickly, and
procurement systems may already be overstretched due
to the pandemic.
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RECOMMENDATIONS

17. In the absence of full publications of contracts by
buyers, suppliers should release the full extent of its
agreed upon indemnification clauses.

18. The WHO should develop toolkit to promote good
practice in pandemic vaccine agreements complete
with template clauses and guidance.
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