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CSL ASX Announcement

For immediate release

11 December 2020
Update on The University of Queensland COVID-19 vaccine

The University of Queensland (UQ) and CSL (ASX:CSL; USOTC:CSLLY) today
announce that the Phase 1 trial of the UQ-CSL v451 COVID-19 vaccine has shown that
it elicits a robust response towards the virus and has a strong safety profile. There were
no serious adverse events or safety concerns reported in the 216 trial participants.
However, following agreement with the Australian Government, CSL will not progress
the vaccine candidate to Phase 2/3 clinical trials.

The University of Queensland commenced a Phase 1 trial of their COVID-19 vaccine
candidate — v451 —in July 2020, to assess safety and immunogenicity in healthy
volunteers. CSL was working towards taking responsibility for the Phase 2/3 clinical trial
and large-scale manufacture of the vaccine, upon completion of successful trials.

The Phase 1 data showed the generation of antibodies directed towards the “molecular
clamp” component of the vaccine. These antibodies interfere with certain HIV diagnostic
assays. The potential for this cross-reaction had been anticipated prior to the
commencement of the trial. Participants were fully informed prior to their involvement
that this could occur. Blood samples from study participants were tested after
vaccination and it was found that these molecular clamp antibodies did cause a false
positive on a range of HIV assays. Follow up tests confirmed that there is no HIV virus
present, just a false positive on certain HIV tests. There is no possibility the vaccine

causes infection.

With advice from experts, CSL and UQ have worked through the implications that this
issue presents to rolling out the vaccine into broad populations. It is generally agreed
that significant changes would need to be made to well-established HIV testing
procedures in the healthcare setting to accommodate rollout of this vaccine. Therefore,
CSL and the Australian Government have agreed vaccine development will not proceed
to Phase 2/3 trials.
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The Phase 1 trial will continue, where further analysis of the data will show how long the
antibodies persist, with studies so far showing that levels are already falling. The
University of Queensland plan to submit the full data for peer review publication in the
future.

UQ Vice-Chancellor, Professor Deborah Terry, said while the outcome was
disappointing, she was immensely proud of the UQ team who had shouldered a heavy
burden of responsibility while the world watched on. “| also want to thank our many
partners, our donors — including the Federal and Queensland Government — and of
course the 216 Queenslanders who so willingly volunteered for the Phase 1 trials.”

UQ vaccine co-lead, Professor Paul Young, said that although it was possible to re-
engineer the vaccine, the team did not have the luxury of time needed. “Doing so would
set back development by another 12 or so months, and while this is tough decision to
take, the urgent need for a vaccine has to be everyone’s priority.”

“| said at the start of vaccine development, that there are no guarantees, but what is
really encouraging is that the core technology approach we used has passed the major
clinical test. It is a safe and well-tolerated vaccine, producing the strong virus neutralising
effect that we were hoping to see. So we will continue to push forward and we are
confident that with further work the Molecular Clamp technology will be a robust platform
for future vaccine development here in Australia and to meet future biosecurity needs.

Dr Andrew Nash, Chief Scientific Officer for CSL said “This outcome highlights the risk of
failure associated with early vaccine development, and the rigorous assessment involved
in making decisions as to what discoveries advance.”

“This project has only been made possible by the innovative science developed by
world-class scientists at The University of Queensland and the strong collaboration
between our organisations, and many others, over the last 10 months. CSL and Seqirus
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are committed to continuing our work to protect the Australian population against
COVID-19. Manufacture of approximately 30 million doses of the Oxford/AstraZeneca
vaccine candidate is underway, with first doses planned for release to Australia early
next year. In addition, CSL has agreed at the request of the Australian Government to
manufacture an additional 20 million doses.”

CSL does not anticipate this announcement will have any impact on previously provided
financial guidance for FY2021.

-ENDS -

Authorised by Fiona Mead, Company Secretary

About CSL: CSL (ASX:CSL; USOTC:CSLLY) is a leading global biotechnology company with a
dynamic portfolio of life-saving medicines, including those that treat haemophilia and immune
deficiencies, as well as vaccines to prevent influenza. Since our start in 1916, we have been
driven by our promise to save lives using the latest technologies. Today, CSL — including our two
businesses, CSL Behring and Seqirus — provides life-saving products to more than 100 countries
and employs more than 27,000 people. Our unique combination of commercial strength, R&D
focus and operational excellence enables us to identify, develop and deliver innovations so our
patients can live life to the fullest. For inspiring stories about the promise of biotechnology, visit
Vita at CSLBehring.com/Vita and follow us on Twitter.com/CSL

For more information about CSL Limited, visit www.csl.com.au

For further information, please contact:

Investors: Media:

Mark Dehring Jemimah Brennan

Head of Investor Relations Head of Communications Asia Pacific
CSL Limited CSL Limited

Telephone: +613 9389 3407 Mobile +61 412 635 483

Email: mark.dehring@csl.com.au Email: jemimah.brennan@csl.com.au

Christina Hickie
Senior Manager Communications
Trademarks of CSL Limited or its affiliates. Mobile +61 0429 609 762

CSL Limited ABN 99 051 588 348


https://www.csl.com/
https://www.cslbehring.com/vita
https://twitter.com/csl
mailto:mark.dehring@csl.com.au
mailto:jemimah.brennan@csl.com.au

	For immediate release
	For further information, please contact:

