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Item 8.01 Other Events

CpG 1018 Adjuvant Supply Agreement

On September 12, 2020, Dynavax Technologies Corporation (the “Company”) entered into an agreement (the “Supply Agreement”) with Valneva
Scotland Limited and Valneva Austria GmbH (collectively, “Valneva”), for the commercial supply of the Company’s novel toll-like receptor 9 agonist
adjuvant, CpG 1018™, for use with Valneva’s inactivated SARS-CoV-2 vaccine candidate, VLA2001.  Valneva currently expects VLA2001 to enter
clinical studies by the end of 2020.  

Under the Supply Agreement, the Company has agreed to manufacture and supply specified quantities of CpG 1018 for use in the
commercialization of vaccines containing VLA2001 and CpG 1018 (“Product”) in the United Kingdom under a separate agreement between Valneva and
the government of the United Kingdom (the “UK Government”).  The Company has committed to supply, and Valneva has committed to purchase,
specified quantities of CpG 1018 for delivery in 2021 for use in Product (the “Committed Amounts”), and Valneva has the right, but not the obligation, to
purchase specified additional quantities of CpG 1018 for delivery during 2021 through 2024 for use in Product (the “Additional Amounts”).  The Company
may potentially supply CpG 1018 to manufacture up to 100 million doses of Product to Valneva in 2021. Valneva has the option to purchase CpG 1018 to
manufacture up to an additional 90 million doses of Product through 2024.

For CpG 1018 manufactured under the Supply Agreement in 2020 and 2021, the price per dose of CpG 1018 is specified in the Supply
Agreement.  The applicable price per dose is valid only for CpG 1018 that is intended for use in, and is used in, the manufacture of Product for use in the
prevention, treatment or amelioration of COVID 19 during the COVID 19 pandemic as declared by the World Health Organization.

Under the Supply Agreement, subject to certain exceptions, Valneva is obligated to pay for a portion of the amounts ordered upon submission of a
purchase order for the applicable Committed Amount or Additional Amount, and the remainder of the purchase price upon delivery.  In the case of the
Additional Amounts, subject to certain exceptions, Valneva is obligated to pay reservation fees in advance of the deadline for submission of purchase
orders in order to retain its right to purchase the Additional Amounts, and if Valneva submits a purchase order for an Additional Amount on or before the
deadline for submission of such purchase order, the reservation fee(s) paid are treated as pre-payments of, and are creditable towards, the purchase price of
such Additional Amount.

The Supply Agreement provides for the possibility for Valneva to purchase amounts of CpG 1018 in addition to the Committed Amounts and
Additional Amounts, subject to specified conditions.

Purchase orders submitted by Valneva under the Supply Agreement are non cancellable except where export or provision of CpG 1018 to Valneva
outside the United States becomes prohibited under applicable law and such prohibition lasts for at least 60 days, in which case Valneva has the right to
cancel without payment and Dynavax must repay any advance payment; or the UK Government reduces or terminates its order for Product, in which case
Valneva will not be obligated to pay the final portion of an outstanding purchase order, but Dynavax will have the right to retain any portion of the purchase
price for CpG 1018 made in advance by Valneva.  

Unless earlier terminated, the Supply Agreement will expire on December 31, 2025, subject to automatic one-year renewal terms unless either party
notifies the other that it does not wish to renew the term at least 12 months before the applicable renewal date.  Each party has the right to terminate the
Supply Agreement for uncured material or persistent breach of the Supply Agreement by the other party or in the event of the insolvency or bankruptcy of
the other party.

In addition, Valneva has the right to suspend delivery of any quantities of CpG 1018 under the Supply Agreement, without liability, if certain
adverse regulatory or clinical events occur, or in certain circumstances if commercialization of a Product is suspended or recall of a Product is demanded.

CpG 1018 Collaborations

The Company continues to actively pursue opportunities to collaborate with other organizations on the development of a COVID-19 vaccine that
utilizes CpG 1018, including its existing collaborations.  

There are risks and uncertainties inherent in vaccine research and development, including the timing of completing development, the timing of and
results of clinical trials, whether a vaccine will be approved for use, the extent of competition, and whether a vaccine can be successfully
commercialized.  As a result, the Company’s collaborative efforts with respect to the development of a potential COVID-19 vaccine utilizing CpG 1018
may not be successful.  In addition, the Company’s collaborators have primary responsibility for the development, conduct of clinical trials, and for seeking
and obtaining regulatory approval, of a potential vaccine for COVID-19 containing CpG 1018.  Some of the Company’s collaborators are also evaluating
one or more third party adjuvants as part of their development efforts.  The Company has limited or no control over its collaborators’ decisions, including
their choice of adjuvants and/or the amount and timing of resources that any of these collaborators will dedicate to such activities.  If a collaborator fails to
conduct collaborative activities successfully or determines to proceed with one or more adjuvants other than CpG 1018, the development of a vaccine
utilizing CpG 1018 will be delayed and may not occur at all.

The Company and its contract manufacturer are taking measures to support pandemic-level production of CpG 1018, as necessary to support
existing and any future collaborations.  However, if the Company is unable to maintain its existing supplier for CpG 1018, it would have to establish an
alternate qualified manufacturing capability, which could result in significant additional



 
 

operating costs and delays in developing and commercializing any potential adjuvanted vaccines by the Company’s third-party collaborators.  There can be
no assurance that the Company or other third parties will be able to produce CpG 1018 at a cost, quantity and quality sufficient to support the Company’s
existing or any future collaborations.
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