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Annex VI — Preliminary Specifications of the Product
which form an integral part of this APA.
RECITALS

A. The world is experiencing an emergency healthcare crisis due to the SARS-CoV-2
(“COVID-19") pandemic (the “COVID-19 pandemic”) and the global demand for
vaccines to prevent COVID-19 virus infection is expected to be in order of
magnitude of billions of doses.

B. The contractor and its affiliates are currently working to develop and manufacture
an mRNA-based vaccine to help protect against COVID-19 virus infection in
humans.

C. The contractor is currently conducting a Phase 3 study of the Product in the United
States (the “COVE Study”). the independent, NIH-

appointed Data Safety Monitoring Board (DSMB) has informed the contractor that
the COVE Study has met the statistical criteria pre-specified in the study protocol
for efficacy. Furthermore, the contractor is currently establishing its manufacturing
capacities in Europe through partnerships with experienced contract manufacturing
organisations (“CMOs”) in order to meaningfully contribute to controlling the
COVID-19 pandemic. While the contractor has prioritised and accelerated its
efforts to develop and manufacture the Product in light of the current COVID-19
pandemic, there is nonetheless substantial uncertainty around these efforts.

D. The Commission intends to create the environment required to support a secure
manufacturing network and optimisation for the production of vaccines against
COVID-19. To this effect the Commission has concluded an agreement with all
Member States of the European Union to conclude, on behalf and in the name of
the Member States, Advance Purchase Agreements with vaccine manufacturers
with the objective to procure vaccines for the purposes of combatting the COVID-
19 pandemic at Union level.

E. The Commission wishes to secure supply of the Product for human use for the
Participating Member States during the COVID-19 pandemic as promptly as
possible.

F. The intention of the Commission, on behalf of the Member States, is to ensure that

the population in the European Union will be able to access a vaccine in sufficient
quantities and at a fair price, but also in safe conditions. The vaccine should only
be available to the population once its safety and efficacy will have been cleared
by the competent regulatory bodies.






DocuSign Envelope iD: B52ESFB9-A22B-405B-9473-675DCAGFFOF6
DAIN L I/ LZULZYILIIUD4 = DLL.OIOFDO

Sensitive*
RELEASABLE TO: Need to know basis

third party claims with respect to those risks under the conditions set out in this
APA. The Commission and Participating Member States acknowledge that the use
of Products will happen under epidemic conditions requiring such use, and that the
administration of the Product will therefore be conducted under the sole
responsibility of the Participating Member States.

The Participating Member States acknowledge that, in light of the uncertainties
both with respect to the development of the Product and the accelerated
establishment of sufficient manufacturing capacities, the delivery dates set out in
this APA are the contractor's current best estimates and may be subject to change.
Due to possible delays in the authorisation, production and release of the Product,
no Product or only reduced volumes of the Product may be available at the
estimated delivery dates set out in this 4PA. In the case of delays to the anticipated
availability of the Product, the contractor aims to allocate the doses of the Product
fairly across the demand of doses, which the contractor has or will contractually
commit to towards its present and future customers, as such doses become
available.

Against this background, the Commission wishes to enter into, on behalf and in the
name of the Participating Member States, an Advance Purchase Agreement with
the contractor to secure the availability a total of 80 million doses of the Product,
to be allocated among the Participating Member States in accordance with the
allocation principles set out in this APA. The Commission, on behalf and in the
name of the Participating Member States, shall furthermore have the option to
order up to a total of 80 million additional doses of the Product, subject to the terms
and conditions of this 4PA4.

This APA sets out:

1.

2.

3.

the procedure and conditions by which the Commission and the Participating Member
States shall pay for the Product from the contractor;

the provisions that apply to any Vaccine Order Form which the Participating Member
States and the contractor conclude under this APA; and

the obligations of the Parties during and after the duration of this APA.

All documents issued by the contractor (end-user agreements, general terms and conditions,
etc.) except its tender and subsequent clarifications are held inapplicable, unless explicitly
mentioned in the special conditions of this APA. In all circumstances, in the event of
contradiction between this APA and documents issued by the contractor, this APA prevails,
regardless of any provision to the contrary in the contractor’s documents.
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(b) In case of a termination by the Commission pursuant to Article I1.16.2(a):

(1) The provisions on the effect of the termination
pply mutatis mutandis.

(i) The provisions on the effect of the termination
.~ apply mutatis mutanais.

(c) In case of a termination of the AP4 by the Commission or a Vaccine Order Form by a

Participating Member State according to Article I1.16.2(b) to I1.16.2(h), the contractor

by the Commission or the Participating Member State

n accordance

with Article I1.16.2(b) to I1.16.2(h), it being understood that, in case of a termination
pursuant to Article II.16.2(b), all payment obligations with respect to Products already

delivered or in delivery in compliance with the APA at the time of the termination shall

remain unaffected.

(d) In case of termination pursuant to Article I1.16.3:

(i) The contractor is not entitled to compensation for any damage resulting from the
termination of the APA or a Vaccine Order Form, including loss of anticipated profits,

44
















































































