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= EUROPEAN COMMISSION
— Directorate-General for Health and Food Safety

ADVANCE PURCHASE AGREEMENT (“APA™)' for the production, priority-purchasing
options and supply of a successful COVID-19 vaccine for EU Member States

NUMBER — SANTE/2020/C3/054 - S12.838958

1. The European Commission (the ‘Commission’), acting on behalf and in the name of the
Member States listed in Annex I (hereinafter referred to as “Participating Member States™)
being represented for the purposes of signature of this APA by Ms Stella Kyriakides,
Commissioner for Health and Food Safety:

on the one part and
Z Moderna Switzerland GmbH

a limited liability company (“Gesellschaft mit beschridnkter Haftung”) organized and existing
under the laws of Switzerland

Company Number CHE-344.522.989
Aeschenvorstadt 48 (c/o Katja Schott, Walder Wyss), 4051 Basel, Switzerland
CHE-344.522.989 MWST

(the ‘contractor’), represented for the purposes of the signature of this APA which has the
form of a framework contract by Stéphane Bancel, Managing Director,

on the other part,
The Commission, acting on behalf and in the name of the Participating Member States, and

the contractor are together referred to as the “Parties™ and each individually as a “Party”

HAVE AGREED

to the special conditions and the general conditions of this APA and the following annexes:
Anmnex I -  List of Participating Member States
Annex I - Model for Vaccine Order Form

Annex III - Agreement between the Commission and Member States on procuring Covid-
19 vaccines on behalf of the Member States and related procedures, annexed to the Commission
Decision C(2020) 4192 final of 18 June 2020

' This APA is based on the agreement between the Commission and the Member States as approved by
Commission Decision C(2020) 4192 final on approving the agreement with Member States on procuring Covid-
19 vaccines on behalf of the Member States and related procedures.
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Annex IV - Description of the contractor’s intended utilization of the Down Payment

Annex V- List of confirmed and planned manufacturing network partners including the
location(s) of manufacturing

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”). As of 23 November 2020, 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.












































































































































































































