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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 [ (hereinafter referred to as “Participating Member States™)
being represented for the purposes of signature of this APA by Ms Stella Kyriakides,
Commussioner for Health and Food Safety:

on the one part and
2. Modema Switzerland GmbH

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

Company Number CHE-344.522.989
Aeschenvorstadt 48 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:
Annex [ -  List of Participating Member States
Apnpex [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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G. According to the Agreement between the Commission and the Member States* and
in particular Article 4 thereof, the Commission can conclude an Advance Purchase
Agreement that contains a right and an obligation for Participating Member Statcs
to acquire vaccine doses. Where the Commission intends to enter into such an
agreement, it shall inform the Member States of such intention and the detailed
terms. In case a Member State does not agree with the conclusion of an APA
containing an obligation to acquire vaccine doses or its terms, it has the right to opt
out by explicit notification to the Commission. All Participating Member States not
having opted out in accordance with the Agreement between the Commission and
the Member States are deemed to have authorised the Commission to negotiate and
conclude an Advance Purchase Agreement with the vaccine manufacturer in their
name and on their behalf.

H This APA is such an agreement which the Commission enters into on behalf and in
the name of the Participating Member States which have not opted out of the
agreement. These Participating Member States will then have an obligation to
acquire the Product and a right to be supplied with the respective Product doses.
While the 4PA is legally binding upon those Participating Member States, it will
be further implemented by means of the conclusion of contracts between the
Participating Member States and the contractor. The present APA will be
complemented by a Vaccine Order Form (“Vaccine Order Form™) between each
of the Participating Member States and the contractor. A model Vaccine Order
Form for the agreement between each of the Participating Member States and the
contractor 1s attached in Annex II.

1 5 The production, advance sale and supply of the Product as per this 4PA require
significant investments by the contractor to increase the speed of the preparation
of the at-scale production capacity along the entire production value chain in the
EU required for a rapid deployment of the millions of doses of the Product. The
Commission as well as the Participating Member States are willing to contribute
to financing of those investments in the form of up-front payments.

J. Pursuant to these terms and conditions, access to Product doses will be allocated
to Participating Member States according to a population distribution key, unless a
different allocation would be communicated by the Commission to the contractor.
The up-front payments, paid by the Commission, should be taken mto account in
equal terms per dose ordered by the Member States.

e Participating Member States are willing to share those risks, whic
an obligation of the Participating Member States to indemnify the contractor and
its CMOs in case of liability incurred, settlements paid and certain costs relating to

2 Such agreement is based on Article 4(5)(b) of Regulation (EU) 2016/369 of 15 March 2016 on the provision of
emergency support within the Union, OJ L 70, 16.3.2016, p.1, as amended by Council Regulaticn (EU)
2020/521 of 14 April 2020 activating the emergency support under Regulation (EU) 2016/369, and amending
its provisions taking into account the COVID-19 outbreak, OJ L 117, 15.4.2020, p. 3. The agreement was
approved Decision C(2020) 4192 final of 18 June 2020 (see Annex [l to this APA).
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is obligated to purchase and pay for the doses contractually allocated to it as notified by the
Commission regardless of whether such Vaccine Order Form is concluded or not.

1.4.2  [Initial Doses

Without prejudice to the Option Increase (see Article 1.4.4), the contractor agrees to supply an
initial number of eighty million (80,000,000) doses of the Product (the “Initial Doses™) to all
Participaling Member States in a i i e applicable Vaccine
Order Forms. Each dose will chf Product in a multi-
dose vial, and the Product 1s administered as a two-dose vaccination regimen according to a drug
label for the commercial supply in English, as determined by the contractor and which is not
specific to the territory. The Commission and the Participating Member States hereby confirm that

such drug label for the commercial supply in English is permissible under applicable law of each
Participating Member State.

In order for the contractor to (1) establish, expand and accelerate its manufacturing capacity for the
Initial Doses, (ii) purchase (and make financial commitments for the purchase of) raw materials,
supplies, components and equipment necessary for the manufacture of the Initial Doses, (iii)
commence and continue the at-risk production of the Initial Doses, (iv) establish regulatory and
pharmacovigilance capabilities in relation to the Product in the Furopean Union, and (v) guarantee
that the Participating Member States are able to acquire the Initial Doses in a given timeframe and
at a certain price and conditions, the Commission will contribute to the relevant costs for the Initial
Doses in the form of an up-front payment as follows:

The balance of payments for the supply of Initial Doses will be paid by each Participating Member
State according to the following schedule:

(a) of (i
pli (i1)
payable within thirty (30) days after the date of receipt of Marketing
Authorisation for the Produet; and

(b) of (i

e e o ) [ T
payable within thirty (30) days after receipt of the contractor’s invoice for each
delivery.

.43  Allocation between Participating Member States; Vaccine Order Forms

‘The Commuission shall coordinate with the Participating Member States to agree to the allocation
of the Initial Doses to be purchased from the contractor. The Commission shall provide to the
contractor in writing the allocation for distribution of the Initial Doses among the Participating
Member States within 15 calendar days after signature of the APA. Such allocation shall indicate
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for each Participating Member State the precise volume of Initial Doses to be delivered to each
Participating Member State.

Within 10 calendar days after the notification by the Commission of the allocation for distribution
of'the Initial Doses among the Participating Member States, each Participating Member State shall
place an order for its full allocated portion of the Initial Doses by sending the contractor the duly
completed and signed Vaccine Order Form (the format for which is set out in Annex II) in paper
format and in PDF format by email to contractor’s address specified in the Vaccine Order Form.

Within |0 calendar days of receipt of the Vaccine Order Form from a Participating Member State,
the contractor must send back to the Participating Member State the Vaccine Order Form duly
signed and dated in paper format or in PDF format by email to the Participating Member State’s
address specified in the Vaccine Order Form. If the contractor refuses to sign the Vaccine Order
Form at the conditions laid down in the APA and in Annex II or fails to supply the Product doses
to the Participating Member States on time, the contractor may be considered in breach of its
obligations under this APA as set out in Article I1.16.2(c).

1.4.4  Option Increase

Subject to the terms of this Article 1.4.4, the Commission, acting on behalf of one or more of the
Participating Member States, may elect to increase the number of doses of Product by up to an
additional eighty million (80,000,000) doses in the aggregate (the “Option Increase”) at the times
set forth below.

An Option Increase will be made by wnitten notice from the Commussion to the contractor, which
notice shall specify the Participating Member States participating in such Option Increase (the
“Exercising Member States™) and the allocation of doses of Product to be purchased by and
delivered to each such Exercising Member State (the “Option Doses™). The Option Increase will
be paid by the Exercising Member State according to the following schedule:

[fthe Option Increase is exercised by the Commission on behalf of one or more exercising Member
States on or prior to December 31, 2020 (“December Option Increase™):

(a) £ (i) the numb i f

Itiplied by (1)

payable within thirty (30) days after the return by the contractor of
the Vaccine Order Form,

¢ [ o ) the e
Excmisini Mei ci State iultiplied by (ii)

payable within thirty (30) days after the date of receipt of Marketing
Authorsation for the Product; and

f (i) the numbe 1 '
ultiplied by (it
payable within thirty ysalter receipt of the contractor’s invoice
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Only those Option Doses for which the December Option Increase was not exercised will remain
available for the Deferred Option Increase.

[f the amount of Product doses for which the Commission exercised the December Option Increase
is less than eighty million (80,000,000) doses, the remaining doses may be ordered by the
Commission on behalf of one or more Participating Member States through the exercise of the
Option Increase during the period commencing on January 1, 2021 and ending twenty (20)
calendar days after the date of receipt of Marketing Authorisation for the Product (“Deferred
Option Increase”). Within five (5) calendar days after the date of rececipt of Marketing
Authorisation for the Product, the contractor will provide an estimated delivery schedule for the
Deferred Option Increase (including the location(s) of the supply and the estimated timelines for
delivery of doses of Product from such location(s)) to enable the Commission and the Participating
Member States to determine whether or not to exercise the Deferred Option Increase.

In the event that the Commission exercises the Deferred Option Increase, then the contractor and
each of the Exercising Member States shall mutually agree on a delivery schedule for the Product
comprising the Deferred Option Increase, based on the estimated delivery schedule for the
Deferred Option Increase and adjusted based on the number of Exercising Member States and the
actual number of doses of Product in the Deferred Option Increase. If an agreement on a delivery
schedule cannot be agreed between the contractor and an Exercising Member State within 15
calendar days from the date of receipt of the signed Vaccine Order Form by the contractor, the
corresponding Vaccine Order Form may be cancelled by that Exercising Member State or the
contractor upon written notice to the other. The applicable Vaccine Order Form shall be deemed
cancelled unless the relevant Exercising Member State and the contractor confirm in writing the
agreement on delivery schedule within 15 calendar days from the date of receipt of the signed
Vaccine Order Form by the contractor, Such agreement shall be immediately communicated to the
Commission and the other Exercising Member States.

The Product doses for which the Deferred Option Increase was exercised shall be paid as follows:

In the event that the Commission exercises an Option Increase on behalf of the Exercising Member
States, then cach Exercising Member State participating in such Option Increase shall deliver to
the contractor a separate Vaccine Order Form within 10 calendar days after delivery of notice of
the applicable Option Increase by the Comumission. If an Exercising Member State does not
provide a Vaccine Order Form for its allocated Product doses for the Option Increase on or prior
to such date or cancels its order for the Deferred Option increase due to the failure to agree a
delivery schedule, the remaining Exercising Member States participating in the Option Increase
may, by written notice to the Commission, increase their respective allocation of Option Deses pro
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rata or on the basis of any other allocation communicated to the contractor in writing by the
Commission. In such case, (i) the Commission shall provide written notification to the contractor
of any such increase in allocation of Option Doses for any such Exercising Member States and (ii)
such Exercising Member States shall send to the contractor an updated Vaccine Order Form
confirming such increased allocation of Option Doses communicated by the Commission to the
contractor, in each case ((i)-(ii)), within 20 calendar days after the initial delivery of the notice of
the applicable Option Increase by the Commission on behalf of the Exercising Member States.

In the event the Commission does not exercise any Option Increase on behalf of one or more of
the Participating Member States, the contractor may enter into separate agreements with such
Member States for the delivery of Product doses to such Member States after the final delivery of
the Initial Doses to the Participating Member States hereunder.

1.4.5 Development timeline; Special Commitments

On November 17, 2020, the contractor announced that the EMA human medicines committee
(CHMP) has started a rolling review of the Product following the confirmation of eligibility of the
Product for submission on October 14, 2020. The contractor currently anticipates that Marketing
Authorisation for the Product may be granted on or before the Expected Approval Date, based on
anticipated accelerated EMA timelines. However, the Parties acknowledge that there is a risk that
Marketing Authorisation for the Product may not be granted as anticipated. For the avoidance of
doubt, the Expected Approval Date set forth herein represents the contractor’s good-faith
expectations and nothing herein shall be construed as an obligation of any kind for the contractor
to obtain Marketing Authorisation on or prior to the Expected Approval Date.

To produce the Initial Doses, the contractor may not manufacturc or have manufactured the
Product at manufacturing sites located outside the territory of the European Union, the EEA or
Switzerland without the prior consent of the Commission, which consent may not be unreasonably
withheld, conditioned or delayed if the manufacturing at such sites is required to accelerate the
production of the Initial Doses. The CMO and their manufacturing sites as identified in Annex V
are deemed pre-approved for the [nitial Doses.

I.4.6  The possibility to re-sell, export and/or distribute

Each Participating Member State shall be entitled to re-sell, expon andior distribute the Product
doses supphe to them ;
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Each Participating Member State must comply with each of the following obligations in order 1o
provide any Product doses to a Donation Couniry, and such Participating Member State will
provide the contractor with any and all information reasonably requested by the contractor to
establish such compliance from time to time until the exportation, distribution or donation is
completed.

2. Transportation of Product. Without prejudice to paragraph 6 of this provision, a
Participating Member State that exports, distributes or donates any Product doses to any Donation
Country will be responsible for:

13
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6. Documentation. A Participating Member State will comply with the points 1 to 5 above by
entering into an agreement in writing that is satisfactory to the contractor with the respective
Donation Country to the effect that the Donation Country will take over the obligations and
responsibilities as set out in points 1-4 above.

1.47  Delivery

The contractor shall deliver the Product doses to the Participating Member States in accordance
with the allocation and the other terms and conditions of this APA.

(a) Initial Delivery Schedule

The contractor expects, and shall use Reasonable Best Efforts, to deliver Product doses to the
Participating Member States in a non discriminatory manner on the schedule and in the quantities
as set out in the following initial delivery schedule (“Initial Delivery Schedule™).
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Initial delivery schedule

For Initial Doses

» 10 million doses for Participating Member States in Q1 2021
« 35 million doses for Participating Member States in Q2 2021
« 35 million doses for Participating Member States in Q3 2021

For Option Doses

In the event of the December Option Increase exercise:
« up tc 25 million Option Doses for exercising Member States as early as Q3 2021
« up to 55 million Option Doses for exercising Member States as early as Q4 2021

In the event of the Deferred Option Increase exercise, the contractor and the Commission, on
behalf of the Exercising Member States, will confirm the delivery schedule for the Option Doses
at the time of such Deferred Option Increase exercise once all Exercising Member States have

agreed or rejected the delivery schedule with the contractor as the case may be in accordance with
Article 1.4.4.

The schedule and quantities set out in the Initial Delivery Schedule are based on the contractor’s
current expectation that Marketing Authorisation for the Product will be granted or issued on or
prior to February 28, 2021 (the “Expected Approval Date™). Under no circumstances will any
delivery of Product doses be required under this APA prior to receipt of Marketing Authorisation
for the Product unless mutually agreed by the Commission, the relevant Participating Member
State(s) and the contractor. For avoidance of doubt, the Expected Approval Date set forth herein
represents the contractor’s good-faith expectations and nothing herein shall be construed as an
obligation of any kind for the contractor to obtain Marketing Authorisation on or prior to the
Expected Approval Date. Nevertheless, the contractor shall use Reasonable Best Efforts as referred
to in Article .12.7 to obtain Marketing Authorisation for the Product as soon as reasonably
possible in order to meet the Expected Approval Date.

The contractor shall inform the Commission of any expected change in the initial delivery as per
the Initial Delivery Schedule, including any expected change if the Marketing Authorisation for
the Product is not granted or issued by the Expected Approval Date, In such case, without prejudice
to Aricles 1.12.7, IL.16,1 and II.16.2(a), the contractor shall (after prior consultation with the
Commission) as soon as reasonably possible propose to the Commission an updated delivery
schedule (“Updated Delivery Schedule”). The contractor shall ensure that deliveries of Product
doses under the Updated Delivery Schedule are made within a schedule that is as close as
reasonably possible to the Imitial Delivery Schedule.

15
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The schedule set out in the Initial Delivery Schedule reflects the calendar quarter in which Product
doses are expected to be delivered.

The actual delivery dates within the applicable Delivery Schedule for the Product doses will be
agreed between the contractor and the Participating Member State, and the contractor will use
Reasonable Best Efforts to deliver the first delivery of Initial Doses within fifteen (15) business
days of receipt of Marketing Authorisation for the Product; provided that the contractor shall have
no obligation to deliver any Initial Doses to any Participating Member State until such
Participating Member State has completed its payment in respect of contractor’s receipt of
Marketing Authorisation under Article 1.4.2(b). The contractor may agree with the Participating
Member States to make multiple deliveries over a calendar quarter, in varying quantities, and on a
non-discriminatory basis as between all Participating Member States. Deliveries of Product coses
will be made in a rolling, non-discriminatory manner between Participating Member States and
pro rata to each Participating Member State based on the allocation provided by the Commission
pursuant to Article 1.4.3, subject to the contractor’s minimum delivery volume and good faith
cooperation with the Participating Member States.

(b) Form of Delivery

The supply of Product doses will be delivered by the contractor to the Participating Member States
DAP (Delivered At Place) Incoterms 2020, to one recipient at one Delivery Address indicated by
the Participating Member State concerned in the Vaccine Order Form, which recipient and
Delivery Address is authorized, qualified and licensed to receive the Product in accordance with
applicable law.

(¢) Distribution

Following delivery of the Product doses, each Participating Member State will solely contro! and
assume all responsibility, at such Participating Member State’s own cost and expense, for
conducting all distribution and related activities relating to the Product doses in the Participating
Member State’s territory and to countries in the EU or EEA to which the Participating Member
State donates or resells Product doses in accordance with Article [.4.6.

(d) Traceability

During the term of this APA and for a period of ten (10) years thereafter (or longer if required by
applicable laws), each Participating Member State will (i) maintain an inventory control system
for traceability of the Product supplied to or for the benefit of such Participating Member State,
including any Product provided by such Participating Member State to a permitted Donation
Country or Resale Country, and (ii) store and promptly make available to the contractor all

16
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legal interpretation or adjudication including disputes relating to the conduct of the Technical
Dispute are solely reserved for the dispute resolution procedure under Article 1.11.2. For the
avoidance of doubt, any technical determination by the expert under a Technical Dispute may be
used as evidence under Article I.11.2. The contractor and the Participating Member State will
require the expert to provide an opinion on each referred issue (with reasonably detailed reasoning)
within fifteen (15) working days (or as agreed by the contractor and the Participating Member
State with the expert). The contractor and the Participating Member State will give to the expert
all the evidence and information within their respective possession or control as the expert may
reasonably request, which they will disclose promptly and in any event within five (5) working
days of a written request from the expert to do so. At all times the contractor and the Participating
Member State will co-operate and seek to narrow and limit the issues to be determined. The
technical determination of the expert will, except for fraud or manifest error or where an
unapproved conflict of interest is discovered, be final and binding upon the contractor and the
Participating Member State with respect to the referred Technical Dispute. Each of the contractor
and the Participating Member will bear its own costs for any matter referred to an expert under
this Article I.5.4 and, in the absence of express agreement to the contrary, the costs and expenses
of the expert will be shared equally by the contractor and the Participating Member.

I.5.5 If a Participating Member State makes a Product Claim pursuant to this Article .5 and
(a) the contractor and the Participating Member State agree the Product that is the subject of such
Product Claim is Deficient Product (such agreement not to be unreasonably withheld, conditioned
or delayed) or (b) any previously delivered Product is determined to be Deficient Product, the
contractor will replace such Deficient Product as soon as reasonably practicable after the time of
such agreement or determination (and in no event later than 90 days after the time of such
agreement or determination). If such replacement products are not delivered within this time limit,
the contractor shall reimburse the purchase price for the Deficient Product to the Participating
Member States in question in so far as that purchase price was already paid.

[.5.6 A Participating Member State will not dispose of any Product for which it intends to
assert a Product Claim against the contractor without the contractor’s prior written authorization
to do so. The contractor may instruct Participatinge Member State to return the Product to the
contractor to a location identified by the contractor

In all other circumstances, the Participating Member State
will bear the cost of return and disposition, including all applicable fees for manufacturing of the
Product,

I1.5.7 Excent as and ta the extent reanired hv annlicahle law _and withont nreindice 1o Aricles

‘or Deficient Products Lhat are unsold or
unused and returned, destroyed or otherwise disposed of by the Participating Member States in
accordance with this APA.

L6. WARRANTIES

1.6.1 The Commission and each of the Participauing Member States warrant to the contracior«
that as of the date hereof, this APA has been duly executed and is a legal, valid and bindy
obligaticn on it, enforceable against it in accordance with its terms. :

18



DocuSign Envelope ID: BS2ESFB9-A22B-405B-9473-675DCASFFOF6
DAY L/ LVLY/LIIVUIF = DLLOIOFIO

Sensitive*
RELEASABLE TO: Need to know basis

1.6.2  Each Participating Member State warrants to the contractor that at the time of its delivery
to the contractor, each Vaccine Order Form from such Participating Member State has been duly

executed and is a legal, valid and binding obligation on it, enforceable against it in accordance
with its terms.

1.63  The contractor warrants to the Commission and the Participating Member States that

(2) as of the date hereof, this APA has been duly executed and is a legal, valid and binding
obligation on it, enforceable against it in accordance with its terms; and

(b) as of the date hereof, it is not under any obligation, contractual or otherwise, to any third
party in respect of the delivery of the Initial Doses or that conflicts with or is inconsistent
in any material respect with the terms of this APA or that would impede the complete
fulfillment of its obligations under this APA.

[.6.4  The contractor warrants to the Commission and the Participating Member States that
(a) all Product doses supplied to the Participating Member States shall at the time of delivery

conform with the final specifications for the Product as approved in the Marketing
Authorisation for the Product;

(b) all Product doses supplied to the Participating Member States shall at the time of delivery
have been manufactured in conformance with GMP and all applicable laws; and

The Parties agree that the sole and exclusive remedy for a breach of the product warranties set
forth in this Article 1.6.4 (a) and (b) will be the remedies set forth in Article [.5.

1.6.5  Except as expressly set forth in this APA, the contractor and its Affiliates make no other
warranties of any kind, express or implied, including any implied warranties of merchantability or
fitness for a particular purpose, or non-infringement, or regarding results obtained through the use
of the Product.
L.7.  PRICES

L7.1  Price per Dose of Product

or clarity, the price lor the total Product
T
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1.7.2  Down payment under the APA

price for each dose for the Imtial Doses remaining for the Participating Member Sia

diiciiii i‘ Ihe ioi'n payment is

The payment schedule for purchases of Initial Doses by or on behalf of Participating Member
States is addressed in Article [.4.2.

The payment schedule for purchases of Option Doses by or on behalf of Participating Member
States is addressed in Article 1.4.4.

1.8. PAYMENT ARRANGEMENTS
I1.8.1  Pre-financing (Payment of the Down Payment)

Within ten (10) days following signature of the APA, the contractor shall send to the Commission
an invoice for the payment of the Down Payment in paper format or in PDF format by cmail. The
invoice shall indicate the reference number of the APA and comply with the terms of the APA.

The Dows Payment shall be paid_

The invoice for the Down Payment must contain the following information:

- Name of the addressee
- APA number
- name and bank account.

The Commission must pay the Down Payment within 15 days after receipt of the invoice as
referred to in the first subparagraph.

[.8.2  Utilisation of the Down Payment

The parties acknowledge and agree that the Down Payment is intended to cover costs incurred by
the contractor for (i) the establishment, expansion, and acceleration of manufacturing capacities
necessary for the manufacture of the Initial Doses, (ii) the purchase (and financial commitments
to purchase) raw materials, supplies, components and equipment necessary for the manufacture of
the Initial Doses covered by this APA, (iii)) the commencement and continuation of at-risk
production of the Initial Doses covered by this APA, and (iv) the establishment of regulatory and
pharmacovigilance capabilities in relation to the Product doses covered by this APA, in cach casc
prior to the execution of this APA.

The Down Payment is used as further specified in Annex IV.
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1.8.3  Payment for Marketing Authorisation and the supply of Product

1. The contractor must send an invoice in paper format or in PDF format by email to the
Participating Member States for payment by the Participating Member States under Articles 1.4.2
(a), [.4.2(b), 1.4.4(b), 1.4.4(c), [.4.4(x) and [.4.4(y), as applicable.

[nvoices shall be established by the contractor for a given order of the Product and for an identified
delivery scheduled within the Vaccine Order Form.

The contractor must send an invoice in paper format or in PDF format by email for payment due
under the Vaccine Order Form accompanied by the following documentation (as applicable):

- Proof of delivery of the Products referred to in Article 1.4.2 or [.4.4 of this APA, to the place
of delivery indicated by the Participating Member State concemed in the Vaccine Order Form

Each invoice must contain the following information (if applicable):

- Name of a concerned Member State
- APA and Vaccine Order Form number/reference
- Order reference

- Date of receipt of Marketing Authorisation for the Product
- Product

= Quantity delivered

- Delivery reterence and date

- Contractor name and bank account,

2. The Participating Member States must pay within 30 days from receipt of the invoice.
.84  Currency

Any payments to be made by the Commussion or the Participating Member States under this APA,

including under any i rm, shall be made, and any invoices issued pursuant to this
APA shall be 1ssued,

All payments reaw 1 i ing under any Vaccine Order Form) are based on a
unit price set in s a currency conversion in EUR will be rcaﬁ

DAvanle hereundci 1 9] csscxim

The “Exchange Rate Methodology™ is calculated as the average of the Euro Foreign Exchange
Reference Rates as published by the European Central Bank from the beginning of each calendar
year up to the pen-ultimate day of the month preceding the invoice, whereby all days are taken
into account on which the Euro Foreign Exchange Rate 1s published. For the purposes of the Down
Payment the conversion between the euro and US § is calculated by applying the average exchange
raie of the Euro Foreign Exchange Reference Rates as published by the European Central Bank
from 1 January - 31 October 2020, whereby all days are taken into account on which the Euro
Foreign Exchange Rate is published. This rate is US$1.1304 for | euro.
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1.8.5  Refundability of the Down Payment

If this APA is automatically terminated pursuant to I1.16.1 or terminated by the Commission
pursuant to Article I1.16.2(a) due to the fact that the contractor failed to obtain Marketing
Authorisation for the Product, then the Commission will be entitled to a refund of any amounts of
the Down Payment in accordance with Article I1.16.5.

18.6 BANK ACCOUNT

Payments must be made to the contractor’s bank account denominated identified as

follows:

L9. ComMuNICATION DETAILS

For the purpose of this APA, communications must be sent to the following addresses:
The Commission:
European Commission

Directorate-General for Health and Food Safety

E-mail: SANTE-PROCUREMENT(@ec.europa.eu
EC-VACCINES@ec.europa.eu

Participating Member States will provide the communication details in the Vaccine Order
Forms.

Contractor:

Modema Switzerland GmbH

AL e S i
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For the contractor,

Modema Switzerland GmbH
Stéphane Bancel, Managing Director

Signature

cambridge MA, USA
ne at

In duplicate in English.
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For the Commission, on behalf and in the
name of the Participating Member States,

Ms Stella Kyriakides, Commissioner for
Health and Food Safety

Signature

Done at sels, ..
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I1.3.2 Date of communications by mail and email

Any communication is deemed to have been made when the receiving party receives it, unless this
APA contract refers to the date when the communication was sent.

E-mail is deemed to have been received by the receiving party on the day of dispatch of that e-
mail, provided that it is sent to the e-mail address indicated in Article [.9. The sending party must
be able to prove the date of dispatch. In the event that the sending party receives a non- delivery
report, it must make every effort to ensure that the other party actually receives the communication
by email or mail. In such a case, the sending party is not held in breach of its obligation to send
such communication within a specified deadline.

Mail sent to the Commission or the Participating Member State is deemed to have been received
on the date on which the department responsible referred to in Article 1.9 registers it.

Formal notifications are considered to have been received by the receiving party on the date of
receipt indicated in the proof received by the sending party that the message was delivered to the
specified recipient.

I14. LIABILITY

I14.1 Without prejudice to the terms of Article II.5, the Commission and the Participating
Member States are not hable for any damage or loss caused by the contractor, including any
damage or loss to third parties during or as a consequence of Implementation of the APA.

I14.2  Ifrequired by the relevant applicable legislation, the contractor must take out an insurance
policy or self-insurance against risks and damage or loss relating to the [mplementation of the APA.
It must also take out supplementary insurance or self-insure as reasonably required by common
practice in the pharmaceutical industry for a COVID-19 vaccine. Upon request, the contractor
must provide evidence of insurance coverage or self-insurance to the Commission.

ereafter, the contractor musl use

icipating Member State as reasonably

requested by the Commission or the Participating Member State, including by intervening in
support of the Commission or the Participating Member State upon reasonable request.

I1.4.4  The Commission or the Participating Member State are not liable for any loss or damage
caused to the contractor during or as a consequence of Implementation of the APA, unless pursuant
to Article I1.5, or the loss or damage was caused by its Willful Misconduct, Gross Negligence or
breach of this APA or the applicable Vaccine Order Form.
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114.6  No limitation of the liability of the contractor shall apply as regards damages resulting
from the contractor’s Gross Negligence, Willful Misconduct, Fraud or failure to comply with
The remedies set forth in Anicla{

Article [.12.7.
remedies available to the Commission an cipating Viember States in case of breach o

the obligations laid down in such provisions by the contractor.

ot as otherwise expr&ssly set fonh in th.xs Amcle 1L 4 6. the comractor s

For the avoidance of doubt, no limitation of liability laid down in this Article 11.4.6 shall affect the
contractor's obligations vis-a-vis third parties or vis-a-vis the Participating Member States in the
circumstances in which indemnification under Article I1.5 is not available to the contractor.

11.4.7 Forthe avoidance of doubt in no event can any limitation under this APA concern Losses
suffered by third parties which are subject to indemnification under the conditions set out in Article
ulS-

ILS. INDEMNIFICATION

IL5.1 The Commission, on behalf the Participating Member States, declares that the use of
Products produced under this APA will happen under epidemic conditions requiring such use, and
that the administration of Products will therefore be conducted under the sole responsibility of the
Participating Member States. Hence, each Participating Member State shall indemnify and hold
harmless the contractor, its present and future Affiliates, collaborators, contractors, sub-
contractors, licensees and sub- hcenses, a.nd ofﬂcers. dn-ectots, employem and other agenbs and
representatwes of pach _(togethe ; :

for harm, damages and losses associated with death, physical, mental or emotmnal injury, 1llness
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or disability, fear of physical, mental, or emotional injury, illness, or disability (including claims
for medical monitoring), property loss or damage or business interruption of an injured party or
related claimant (together the “Losses™ and each a “Loss™) relating to or arising from use or
deployment of the Products supphed to or for the beneﬁt of such Parumpatm Member State :

Participating cr State challenges such payment based on evidence that the Losses that are
the subjcct of the Clmm in questmn are caused by thc lelful Misconduct, Gross Ncgh

IL5.2 In the event that any Indemnified Person becomes aware of any demand, claim, action,
suit or proceeding, or threat of a demand, claim, action, suit or proceeding, against such
Indemnified Person which may reasonably be considered likely to cause a Loss or be subject to
the indemnity herein (and in the Vaccine Order Form with each Participating Member State) (a
“Claim”), the contractor shall ensure that such lndemmﬁed Persons shall give the Pamc:patmg
Member State prompt nonce of the Claun and that s ; -

€ event that a Participating Mem becomes aware of any Claim against an Indemnitied
Persor, such Participating Member State shall pmmpt]y prov:dc wntten notice to the contractor of
suchClalm along with all information rels : ating Memhe
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1154 The Commuission, on behalf of itself and the Participating Member States, acknowledges
that the indemnity provisions set forth herein and in the Vaccine Order Forms with the
Participating Member Stales are essential inducements to the contractor entering into this APA
and the Vaccine Order Forms with the Participating Member States. In the event that any
Indemnified Person brings any proceedwg or legal acuon to enforce any ught to mdcmmty under
this APA or any Vaccme Or et Form

beneficiaries with respect to their nghts of indemnity under this APA and the Vaceine Order Forms
with the Participating Member States.

IL5.6  No Person (including any Person to whom the Product has been administered) other than
the parties hereto and their respective Affiliates, and in the case of the contractor, the Indemnified
Persons, and permitted assignees hereunder, will be deemed an intended beneficiary hereunder or
have any right to enforce any obligation or make a claim under this APA or the Vaccine Order
Forms with the Participating Member States.
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I1.9.5 The Commission may request the contractor to replace a subcontractor found to be in a
situation provided for in one of the situations provided for in Article 136(1) and (2) of the Financial
Regulation®.

[1.10. AMENDMENTS

I1.10.1 Any amendment to the APA or a Vaccine Order Form must be made in writing before all
contractual obligations have been fulfilled. A Vaccine Order Form does not constitute an
amendment to the APA.

I1.10.2 No amendment can make changes to the APA or a Vaccine Order Form that might alter
the initial conditions of the procurement procedure or result in unequal treatment of tenderers or
contractors.

IL11. ASSIGNMENT

II.11.1 The contractor cannot assign any of the rights and obligations arising from the APA,
including claims for payments or factoring, without prior written authorisation from the
Commission (such authorisation not to be unreasonably withheld, conditioned or delayed). In such
cases, the contractor must provide the Commission with the identity of the intended assignee.

IL.11.2 Any right or obligation assigned by the contractor without authorisation is not enforceable
against the Commission or the Participating Member States.

[1.12. INTELLECTUAL PROPERTY RIGHTS

I1.12.1 Identification of pre-existing rights

I1.12.2 Evidence of granting of pre-existing rights

Upon request by the Commission, the contractor must, in addition to the list mentioned under
Article [1.12.1, provide evidence that it has the ownership or the right to use all the listed pre-

4 Regulation (EU, Euratom) 2018/1046 of the European Parliament and of the Council of 18 July 2018 on the financial
rulesapplicable to the general budget of the Union, amending Regulations (EU) No 1296/2013, (EU) No 1301/2013,
(EU) No 1303/2013, (EU) No 1304/2013, (EU) No 1309/2013, (EU) No 1316/2013, (EU) No 223/2014, (EU) No
283/2014, and Decision No 541/2014/EU and repealing Regulation (EU, Euratom) No 966/2012, OJ L 193 of
30.72018, p.1.
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11.12.3 Disclaimer
When stating opinions about the use of the results, the contractor must declare that the opinions
expressed are those of the contractor only and do not represent the Commission’s official position.
The Commission may waive this obligation in writing or provide the text of the disclaimer.

[1.13. FORCE MAJEURE

IL.13.1 Ifa party is affected by force majeure, it must immediately notify the other party, stating
the nature of the circumstances, their likely duration and foreseeable effects.

I1.13.2 A party is not liable for any delay or failure to perform its obligations under the APA if
that delay or failure is a result of force majeure. If the contractor is unable to fulfil its contractual
obligations owing to_force majeure, it has the right to remuneration only for the services actually
provided.

I1.13.3 The parties must take all necessary measures to limit any damage due to force majeure.

I1.14. CONSEQUENCES OF DELAY
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[1.15. SUSPENSION OF THE IMPLEMENTATION OF THE APA
II.15.1 Suspension by the contractor

If the contractor is affected by force majeure, it may suspend the provision of the services and
Product under a Vaccine Order Form.

The contractor must immediately notify the Commission and the Participating Member States of
the suspension. The notification must include a description of the force majeure and state when
the contractor expects to resume the provision of services and the Product.

The contractor must notify the Commission and the Participating Member States as soon as it is
able to resume performance of the Vaccine Order Form, unless the Commission has already
terminated the APA or the Vaccine Order Form.

I1.15.2 Suspension by the Commission or the Participating Member State

The Commission or the Participating Member State in question may suspend the /mplementation
of the 4PA or performance of a Vaccine Order Form (of such Participating Member State) or any
part of it:

(a) if the procedure for awarding the APA or a Vaccine Order Form or the /mplementation of the
APA proves to have been subject to irregularities, fraud or material breach of obligations by
the contractor;

(b) in order to verify whether the contractor’s presumed irregularities, fraud or material breach
of obligations have actually occurred.

The Commission or the Participating Member State in question must formally notify the contractor
of the suspension and the reasons for it. Suspension takes effect on the date of formal notification,
or at a later date if the formal notification so provides.

The Commission or the Participating Member State in question must immediately notify the
contractor as soon as the verification is completed whether:

(a) it is lifting the suspension; or
(b) it intends to terminate the APA or its Vaccine Order Form under Article 11.16.2(e) or
IL.16.2(h).

11.16. TERMINATION OF THE APA
11.16.1 Grounds for automatic termination of the APA

The APA will be automatically terminated if and when the contractor notifies the Commission of
the termination of the APA and Vaccine Order Forms pursuant to this Article I1.16.1 duc to its
mnability to provide the Product because of, and only because of, the following reasons: (i) the
clinical trial results not being satisfactory, (ii) the clinical trial results not meeting their end point
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in terms of efficacy or safety or (iii) the Marketing Authorisation for the Product not being granted.
The notification of the contractor shall set out in detail the underlying reasons for automatic
termination of the APA. The termination will be effective unless the Commission objects in writing
within thirty (30) calendar days following the notification by the contractor, such objection may
only be issued based on reasonable grounds given the evidence of one the three reasons (points (i)
through (iii)) stated above and taking into account the severity of the impact that the continuation
of the APA would have on the contractor's business.

I1.16.2 Grounds for termination by the Commission

The Commission may terminate the APA or a Participating Member State may terminate its on-
going Vaccine Order Form in the following circumstances:

(a) 1if the contractor is unable to obtain Marketing Authorisation for the Product by 30
September 2021;

(¢) if the contractor is in breach of a substantial contractual obligation that is not remedied
within a period of thirty (30) days following notice by the Commission or a Participating
Member State to the contractor or repeatedly refuses to sign one or several Vaccine Order
Forms;

(d) if the contractor or any person that assumes unlimited liability for the debts of the
contractor is in one of the situations provided for in points (a) and (b) of Article 136(1)
of the Financial Regulation’;

(e) ifthe contractor orany related person is in one of the situations provided for in points (c)
to (h) of Article 136(1) or to Article 136(2) of the Financial Regulation;

(f) if the procedure for awarding the APA or the [mplementation of the APA prove to have
been subject to irregularities, fraud or breach of obligations;,

(g) ifthe contractoris in a situation that could constitute a conflict of interest or a professional
conflicting interest,

(h) if a change to the contractor’s legal, financial, technical, organisational or ownership
situation is likely to substantially affect the implementation of the APA or substantially
modify the conditions under which the APA was initially awarded or a change regarding
the exclusion situations listed in Article 136 of Regulation (EU) 2018/1046 that calls into
question the decision to award the contract;

3 Regulation (EU, Euratom) 2018/1046 of the European Parliament and of the Council of 18 July 2018 on the financial
rules applicable to the general budget of the Union, amending Regulations (EU) No 1296/2013, (EU) No 13012013,
(EU) No 1303/2013, (EU) No 1304/2013, (EU) No 1309/2013, (EU) No 1316/2013, (EU) No 223/2014, (EU) No
283/2014, and Decision No 541/2014/EU and repealing Regulation (EU, Euratom) No 966/2012, OJ L 193 of
30.7.2018, p.1 https://eur-lex.europa.eu/legal- content/EN/TXT/?qid=1544791836334 &uri=CELEX:32018R1046
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when the contractor notified the Commission, it being understood that such 'expenses' shall
include, without limitation, costs, expenses and liabilities, write-offs and value adjustments
in connection with research, development, ramp up, IP, real estate, construction,
administration, manufacturing, production, packaging, delivery, preservation,
transportation, personnel, redundancy, litigation, agreements, terminations of agreements,
advice and services, penalties and fines, whether incurred directly or indirectly by the
contractor, a provider, a contractor or a subcontractor of the contractor.

In the Financial Statement, the contractor will set out such amounts as well as those
amounts of the Down Payment that have neither been incurred nor committed (“Unspent
Amounts”). Such Unspent Amounts will be reimbursed by the contractor to the
Commission within thirty (30) days from the receipt of the Financial Statement by the
Commission, it being understood that the Financial Statement and the Unspent Amounts
shall be final and binding upon all Parties to the extent the Commission and the
Participating Member States have not provided to the contractor a written statement of
objections, specifying in reasonable detail the grounds of objections, within thirty (30) days
from the receipt of the Financial Statement by the Commission.

(iii)In case of an automatic termination pursuant to Article I[.16.1 because the Marketing
Authorisation for the Product is not granted, but the contractor is able to sell the
Product constituting the Initial Doses (or a portion thereof) to a third party because it
has obtained valid marketing authorisation for the Product in a different country or
territory, then the contractor will refund fifty percent (50%) of the Down Payment to
the Commission within 90 days after the effective date of automatic termination.

(b) Incase of a termination by the Commission pursuant to Article II.16.2(a):

(i) The provisions on the effect of the termination and refunding of Unspent Amounts as
set out in Article I1.16.5(a)(i) and 11.16.5(a)(ii) apply mutatis mutandis.

(ii) The provisions on the effect of the termination and refunding of the Down Payment
as set out in Article I1.16.5(a)(iii) apply mutatis mutandis.

(c) In case of a termination of the APA4 by the Commission or a Vaccine Order Form by a
e acco mg o Amcle II 16.2(b) to II 16 Z(h), the contractor

ymmission or the Participating Member State

, in accordance
, it being underslood that, n case of a termination
pursuant to Amcle 1L 16 Z(b). all payment obhganons w1th respect to Products already
dchvcred orin dehv carr 1 th t the t: f the t 1atinn shal

(d) In case of termination pursuant to Article 11.16.3:

(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,
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Invoices must indicate the place of taxation of the contractor for value added tax (VAT) purposes
and must specify separately amounts not including VAT and amounts including VAT (where VAT
is applicable).

For the avoidance of doubt, VAT may be charged on doses of the Product under the conditions of
national legislation. In such cases, the taxable amount may include the amount paid by the
Participating Member State as well as the respective portion of the Down Payment paid by the
Commission.

For the further avoidance of doubt, the Parties agree that all prices set forth in the 4PA shall be
exclusive of VAT and that VAT, if any, shall be paid in addition to the prices set forth in the APA.

The Parties agree that the contractor shall be indemnified by each Participating Member State
against any import duties, charges, levies or imposts that may be required to be paid by the
contractor in respect of any supplies of Product to such Member State. The contractor shall further
be indemnified against any irrecoverable VAT that it may incur in any Participating Member State
in connection with the importation of any Product to that Participating Member State.

11.18. PAYMENTS AND GUARANTEES

I1.18.1 Date of payment

The date of payment is deemed to be the date on which the Commission’s account or the account
of the Participating Member State in question is debited.

I1.18.2 Costs of transfer

The costs of the transfer are borne as [ollows:

I1.18.3 Suspension of the time allowed for payment

The Commission or the Participating Member State in question may suspend the payment periods
specified in Article 1.4 at any time by formally notifying the contractor (or leader in the case of a
joint tender) that its invoice cannot be processed. The reasons the Commission or the Participating
Member State in question may cite for not being able to process an invoice are;

(a) because it does not comply with the APA;
(b) because the contractor has not produced the appropriate documents or deliverables; or

(c) because the Commission or the Participating Member State in question has observations
on the documents or deliverables submitted with the invoice.
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The Commission or the Participating Member State in question must formally notifv the contractor
as soon as possible of any such suspension, giving the reasons for it. In cases (b) and (c) referred
above, the Commission or the Participating Member State in question shall formally notify the
contractor the time limits to submit additional information or corrections or a new version of the
documents or deliverables.

Suspension takes effect on the date the Commission or the Participating Member State in question
sends the formal notification. The remaining payment period resumes from the date on which the
requested mformation or revised docume i ificati

I1.18.4 Interest on late payment

On expiry of the payment periods specified in Article I1.4, the contractor (or leader in the case of
a joint tender) is entitled to interest on late payment at the rate applied by the European Central
Bank for its main refinancing operations in euros (the reference rate) plus five points. The reference
rate is the rate in force, as published in the C series of the Official Journal of the European Union,
on the first day of the month in which the payment period ends.

Suspension of the payment period as provided for in Article II1.18.3 is not considered as giving rise
to late payment.

Interest on late payment covers the period running from the day following the due date for payment
up to and including the date of payment as defined in Article IL18.1.

I1.19. RECOVERY
[1.19. Recovery procedure

Before any recovery permitted under this APA, the Commission or the Participating Member State
in question must formally notify the contractor of its intention to recover the amount it claims,
specifying the amount due and the reasons for recovery and inviting the contractor to make any
observations within 30 days of receipt. Notwithstanding anything to the contrary herein, the Down
Payment will only be subject to recovery as set forth in Article 1.8.5.

If no ohservations have been submitted or if, despite the observations submitted, the Commission
or the Participating Member State in question decides to pursue the recovery procedure, it must
confim recovery by formally notifying a debit note to the contractor, specifying the date of
payment. The contractor must pay in accordance with the provisions specified in the debit note.
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EXPLANATORY NOTE
v Who shall send a Vaccine Order Form?

- Each Participating Member State shall send to the contractor one duly completed and signed
Vaccine Order Form in paper format (by registered mail) and in electronic format (PDF by e-
mail) for its relevant Allocated Product doses (such allocation is as communicated by the
Commission to the contractor pursuant to Article [.4.3. or 1 4.4 of the APA).

» By when (deadline)? Please check Articles 1.4.3 and 1.4.4 of the APA.
»  What are each Participating Member States’ allocated Product doses? Please contact

the Commission, who is responsible for allocating the Products doses among the
Participating Member States.

v' To Whom and how shall the Vaccine Order Form be sent?
- Tothe contractar:

a %
Moderna Switzerla
Aeschenvorstadt 48 051 Basel, Switzerland

and

(2) by email at the following  address legal@maodematx. com and
Jerome. Maddox@modernatx.com. Please always send the duly completed and signed Vaccine
Order Form as @ PDF attachment to the email.

(3) Please check before sending whether the Commission will coordinate all Vaccine Order
Forms on behalf of all Participating Member States.

v How to complete this Vaccine Order Form?

- Therelevant information in square brackets must be completed by each Participating Member
State.

Other than completing such information in square brackets, no changes or amendments are

permitted to this model Vaccine Order Form unless explicitly agreed by the contractor and the

Commission. [f any such change or amendment is made, the Vaccine Order Form will be
deemed invalid and not conform to the APA requirements.

v Whom to contact in case of questions re. how to complete this Vaccine Order Form?

- Cummission representatives:
o Commission will confirm the name after signature. Please copy all communications to
EC-VACCINES@ec.europa.eu

ema Switzerla m

Aeschenvorstadt 4_405 1 Basel, Switzerland
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2. Notice. Any notice given under this Vaccine Order Form must be made in writing in

English in paper or clectronic format; bear the APA number and the number of this
Vaccine Order Form; be made using the relevant communication details set out befow
with respect to the Member State and the contractor (as applicable); and be sent by mail
and email:

Member State:

[Name of Member State]

[Full official address of Member State)

[VAT number}

[Full name of addressee physical person (contact person))

[Function of addressee physical person (contact person)|

E-mail: [complete email of addressee physical person (contact person))|

Contractor;

Aeschenvorstadt 48 051 Basel, Switzerland

Article V.

Entry into Force and Duration

This Vaccine Order Form shall become effective upon execution and delivery by the
Member State to the contractor in accordance with [.4.3 or 1.4.4 of the APA as applicable.

This Vaccine Order Form shall automatically expire upon Delivery of the Member State’s
full allocated Initial Doses or the relevant Option Doses (as applicable) as set out in the
Allocation provided by the Commission to the contractor pursuant to Article 1.4.3 or1.4.4
of the APA as applicable.

Expiry of the Vaccine Order Form shall be without prejudice to Article 1.3.4 of the APA
(Surviving Provisions).

Article V1.
Applicable Law and Settlement of Disputes

Article .11 (Applicable Law and Settlement of Disputes) of the APA shall apply muratis
mutandis to this Vaccine Order Form.

(Signature page follows)
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