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The Commission or the Participating Member State in question must formally notify 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 information or revised documents are received or the necessary further verification, 
including on-the-spot checks, is carried out. Where the suspension period exceeds two months, the 
contractor may request the Commission or the Participating Member State in question to justify 
the continued suspension. 

Where the payment periods have been suspended following rejection of a document referred to in 
the first paragraph of this Article and the new document produced is also rejected, the Participating 
Member State reserves the right to terminate the Vaccine Order Form in accordance with Article 
II. l 6.2(b) after having justified the second rejected and having formally Notified it to the 
contractor. 

U.18.4 Interest on late payment 

On expiry of the payment periods specified in Article II.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 II. l 8.3 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 II.18 .1. 

U.19. RE OVERY 

11.19.1 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 tbe 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. 

lf no observations 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 
confirm 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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If the contractor does not pay by the due date, the Commission or the Participating Member State 
in question may, after informing the contractor in writing, recover the amounts due: 

(a) by offsetting them against any amounts owed to the contractor by the Commission or the 
Participating Member State in question; 

(b) by taking legal action. 

The contractor will be liable for any losses or damages caused by its late payment. 

11.19.2 Interest on late payment 

If the contractor does not honour the obligation to pay the amount due by the date set by the 
Commission or the Participating Member State in question, the amount due bears interest at the 
rate indicated in Article Il.18.4. Interest on late payments will cover the period starting on the day 
after the due date for payment and ending on the date when the Commission or the Participating 
Member State in question receives the full amount owed. 

Any partial payment is first entered against charges and interest on late payment and then against 
the principal amount. 

11.20. CHECKS A D A DITS 

0.20.1 The Commission and the European Anti•Fraud Office may check or require an audit on 
the Implementation of the APA. This may be carried out either by OLAF's own staff or by any 
outside body authorised to do so on its behalf. 

Such checks and audits may be initiated at any moment during the provision of the Product and up 
to five years starting from the payment of the balance of the last Vaccine Order Form issued under 
this APA. 

The audit procedure is initiated on the date of receipt of the relevant letter sent by the Commission. 
Audits are carried out on a confidential basis. 

11.20.2 The contractor must keep all original documents stored on any appropriate medium, 
including digitised originals if authorised under national law, for a period of five years starting 
from the payment of the balance of the last Vaccine Order Form issued under this APA. 

Il.20.3 The contractor must grant the appropriate right of access to sites and premises where the 
APA is implemented and to all the information, including information in electronic format, needed 
to conduct such checks and audits. The contractor must ensure that the information is readily 
available at the moment of the check or audit and, if so requested, that information is handed over 
in an appropriate format. 

II.20.4 On the basis of the findings made during the audit, a provisional report is drawn up. The 
Commission or its authorised representative must send it to the contractor, who has 30 days 
following the date of receipt to submit observations. The contractor must receive the final report 
within 60 days following the expiry of the deadline to submit observations. 
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On the basis of the final audit findings, the Commission or the Participating Member State in 
question may recover all or part of the payments made in accordance with Article 11.19. 

U.20.5 In accordance with Council Regulation ( uratom, EC) No 2185/96 of 11 November 1996 
concerning on-the-spot checks and inspection carried out by the Commission in order to protect 
the European Communities' financial interests against fraud and other irregularities and 
Regulation (EU, Euratom) No 883/2013 of the European Parliament and of the Council of 11 
September 2013 concerning investigations conducted by the European Anti-Fraud Office, the 
European Anti- Fraud Office may carry out investigations, including on the spot checks and 
inspections, to establish whether there has been fraud, corruption or any other illegal activity under 
the contract affecting the financial interests of the Union. Findings arising from an investigation 
may lead to criminal prosecution under national law. 

The investigations may be carried out at any moment during the provision of the Product and up 
to five years starting from the payment of the balance of the last Vaccine Order Form issued under 
this APA. 

11.20.6 The Court of Auditors and the European Public Prosecutor's Office established by 
Council Regulation (EU) 2017/19396 ('the EPPO') have the same rights as the Commission, 
particularly right of access, for the purpose of checks, audits and investigations. 

6 Council Regulation (EU) 2017/1939 of 12October2017 implementing enhanced cooperation on the establi hment 
of the European Public Prosecutor's Office 
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ANNEX I: PARJICIPAJING MEMBER STATES 

Germany 

France 

Italy 

Spain 

Austria 

Greece 

Cyprus 

Malta 

Denmark 

Sweden 

Finland 

Ireland 

Portugal 

Belgium 

Luxembourg 

etherlands 

Poland 

Romania 

Bulgaria 

Slovenia 

Croatia 

Czech Republic 

Hungary 

Slovakia 

Lithuania 

Latvia 

Estonia 
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EXPLA ATORY NOTE 
✓ Who shall send a Vaccine Order Form? 

Each Participating Member State shall send to the contractor one duly completed and signed 
Vaccine Order Fonn in paper format (by registered mail) and in electronic fonnat (PDF bye
mail) for its relevant Allocated Product doses (such allocation is as communicated by the 
Commission to the contractor pursuant to Article 1.4.3. 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 Participadng Member States ' allocated Product doses? Please contact 

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

✓ To Whom and how shall the Vaccine Order Form be sent? 
To the contractor: 
(I) by registered mail to the following address: 

and 

H. W. Jerome Maddox, Vice President and Associate General Counsel 
Modema Switzerland GmbH 
Aeschenvorstadt 48 (c/o Katja Schott, Walder Wyss), 4051 Basel, Switzerland 

(2) by email at the following address legal modematx.com and 
Jerome.Maddox@modematx.com. Please always send the duly completed and signed Vaccine 
Order Form as a 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. 

✓ How to complete this Vaccine Order Form ? 
The relevant 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 Fonn unless explicitly agreed by the contractor and the 
Commission. If any such change or amendment is made, the Vaccine Order Form will be 
deemed invalid and not conform 10 the APA requirements. 

✓ Whom to contact in case of questions re. how to cotnplett this Vaccine Order Form? 
Commi sion representatives: 

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

ontractor' s representatives: 
H.W. Jerome Maddox, Vice President and Associate General Counsel 
Modema Swi12erland GmbH 
Aeschcnvorstadt 48 (c/o Katja Schott, Walder Wyss), 4051 Basel, Switzerland 

Jerome.Maddox@modema1x.com and legal modernatx.com 

51 



OOCllStgn Envelope ID B52E9F89-A228-4058-9473-675OCA6FFOF6 
"""'" l l!J -'V-'U/ \,...)/U;:l't - "'"·o.,o:,,:,o 

Sensitive• 
RELEASABLE TO: Need to know basis 

{Letterhead of Government if available] 

This Vaccine Order Form is submitted by: 

to: 

[The Governmenl of[•]] {the "Member State"), represented for the purposes of signing this 
specific order form by fforename, surname, fanction, department of authorising officer], 

Modema Switzerland GmbH 

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

Company umber CHE-344.522.989 

Aeschenvorstadt 48 {c/o Katja Schott, Walder Wyss), 4051 Basel, Switzerland 

CHE-344.522.989 MWST 
(hereinafter referred to as "the contractor") 

The Member State and the contractor are together referred to as the "Parties" and each individually 
as a ' Party". 

WHEREAS 

- The contractor and the European Commission, acting on behalf of and in the name of the 
Participating Member States, entered into an Advance Purchase Agreement for the 
purchase and supply of the contractor's COVlD-19 vaccine for EU Member States 
SANTE/2020/CJ/054 (the "APA"), the tenns of which are binding on the Participating 
Member States. 

- The APA provides that: 

1. each Participating Member State will submit to the contractor a Vaccine Order 
Form through which the contractor shall (subject to the terms and conditions of the 
APA) deliver to the relevant Participating Member State a proportion of the Initial 
Doses, and 

u. in the event the Commission, acting on behalf of the Participating Member State(s), 
has exercised the Option Increase, will submit to the contractor a separate Vaccine 
Order Form through which the contractor shall (subject to the tenns and conditions 
of the APA) deliver to the relevant Participating Member State a proportion of the 
relevant Option Doses, 

both (i) and (ii) at the price and conditions as set out in the APA 
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- In accordance with Article 1.4.2, the Member State hereby places its order for its full 
allocation of lnitial Doses or the relevant Option Doses (as applicable). 

Article I 

Definitions 

Capitalized tenns used but not defined in this Vaccine Order Form shall have the meaning 
given in the APA. 

Article II 

Subject matter 

1. This Vaccine Order Fonn is submitted by the Member State to the contractor in accordance 
with the terms of the APA, and fonns an integral part of the APA. The tenns and 
conditions of the APA are incorporated into this Vaccine Order Form by reference. In the 
event of contradiction between this Vaccine Order Form and the APA, the terms of the 
APA prevail regardless of any provision to the contrary. 

2. This Vaccine Order Fonn relates to the order for 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 or 1.4.4 of the APA. The 
provision of this Vaccine Order Form by the Member State to the contractor constitutes a 
binding order by the Member State for the purchase of its full allocated Initial Doses or 
the relevant Option Doses (as applicable) at the Price. 

Article III 

Delivery; Quality 

1. Delivery Address. The Delivery Address for the Member State is as follows : 

( • - Member State to enter location ] 

2. Quality. The roles and responsibilities between the contractor and the Member States in 
relation to acceptance/rejection matters related to the Product doses are set out in Article 
1.5 of the APA. 

Article IV 
Invoices; Notices 

l. Invoice and Payments. The contractor shall invoice the Member State in accordance with 
the terms of the APA. All payments to the contractor shall be made in accordance with the 
terms of the APA. 
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2. otice. Any notice given under this Vaccine Order Fonn must be made in writing in 
English in paper or electronic format; bear the APA number and the number of this 
Vaccine Order Form; be made using the relevant communication details set out below 
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: 

H.W. Jerome Maddox, Vice President and Associate General Counsel 
Modema Switzerland GmbH 
Aeschenvorstadt 48 (c/o Katja Schott, Walder Wyss), 4051 Basel, Switzerland 

legal@modernntx.com and Jeromc.Maddox@modernatx.com 

Article V. 

Entry into Force and Duration 

1. This Vaccine Order Form shall become effective upon execution and delivery by the 
Member State to the contractor in accordance with l.4.3 or I.4.4 of the APA as applicable. 

2. 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 I.4.3 or 1.4.4 
of the APA as applicable. 

3. Expiry of the Vaccine Order Form shall be without prejudice to Article I.3.4 of the APA 
(Surviving Provisions) . 

Article VI. 
Applicable Law and Settlement of Disputes 

Article 1.1 1 (Applicable Law and Settlement of Disputes) of the APA shall apply mutatis 
mutandis to this Vaccine Order Form. 

(Signature page follows) 
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SIGNATURES 

For the Member State, 

[forename/surname/position] 

Signature: _________ _ 

Done at [place], [date] 

For acceptance of the Vaccine Order Form, 

[forename/surname/position] 

Signature: ----------
Done at {place], [date] 
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ANNEX III; AGREEMENT BETWEEN THE CoMMtssmN AND MEMBER STAIE§ QN PROCURING 
Coym-19 VACCINES ON BEHALF OF THE MEMBER STATES AND RELATED PROCEDURES. ANNEXED ro 

JHE COMMISSION DECISION Cl2020} 4192 FINAi. OF 18 JUNE 2020 

Agreement 

Preamble 

Having regard to Article 4(5)(b) of Council regulation (EU) 2016/369 on the provision of 
emergency support within the Unionl as amended by Council regulation (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-t 9 outbreak (hereinafter E f" or' EST regulation '); 

••• 
The European Commission ( 'the Commission") 

and 

The following Member States: (XXX), hereinafter referred to as 'the Participating Member tates" 

Together referred to as "the Parties" 

Agree on the Following: 

Article 1: Objective and mandate of the Commission 

On the basis of the present agreement, the Commission is mandated to conclude, on behalf 
of the Participating Member States, Advance Purchase Agreements ("APA") with vaccine 
manufacturers with the objective to procure vaccines for the purposes of combatting the 
COVID 19 pandemic at nion level. 

The Annex to this agreement sets out the negotiating directives for this purpose. 

Article 2: Acquisition of vaccine doses 

It is the Participating Member States, and not the Com.mission, that shall acquire vaccine doses 
from the manufacturers on the basis of the AP As unless otherwise agreed. All relevant 
vaccination policies shall therefore remain matters for the Participating Member States. 

Article 3: APAs containing a right to acquire vaccine doses 

Where the Commission concludes an APA in conformity with the present agreement that provides 
the right for the Participating Member States to acquire vaccine doses, the use of such a 
right shall take place by means of the conclusion of contracts between the Participating 
Member States and the vaccine manufacturers. There shall be no obligation for any Participating 
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Member State to conclude such a contract on the basis of the APA. The APA shall contain a clause 
to this end. 

Article 4: APAs containing an obligation to acquire vaccine doses 

Where the Commission intends to conclude, in conformity with the present agreement, an 
APA containing an obligation to acquire vaccine doses, it shall inform the Participating 
Member States of such intention and the detailed terms. In case a Participating 
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 within 5 working days after the Commission has communicated its intention 
to conclude the APA. All Participating Member States not having opted out within the period 
of 5 working days are deemed to have authorised the Commission to negotiate and conclude 
the APA with the vaccine manufacturer in their name and on their behalf. 

Article 5: The legally binding nature of APAs 

Once concluded, the terms of the APA shall be legally binding on the Participating Member 
States, except for those who have exercised their right to opt out. 

Article 6: Responsibility and liability 

The present Agreement regulates only the division of potential liability and 
indemnification between the Commission and the Participating Member States. It does not 
regulate the extent to or the conditions under which potential liability of the vaccine manufacturer 
may be taken over or indemnified under the APAs. 

The Commission shall be exclusively responsible for the procurement process and the 
conclusion of AP As including any liability arising out of the conduct of the negotiations. 

Participating Member States acquiring a vaccine shall be responsible for the deployment and use 
of the vaccines under their national vaccination strategies, and shall bear any liability 
associated with such use and deployment. This shall extend to and include any indemnification 
of vaccine manufacturers under the terms and conditions of the relevant APA for liability related 
to the use and deployment of vaccines normally borne by such manufacturer. 

Article 7: Obligation not to negotiate separately 

By signing the present Agreement, the Participating Member States confirm their 
participation in the procedure and agree not to launch their own procedures for advance purchase 
of that vaccine with the same manufacturers. 

In case an APA containing an obligation lo acquire vaccine doses has been concluded 
with a specific manufacturer, the Member States having made use of the opt-out provided under 
the present Agreement can enter into separate negotiations with the same manufacturer 
after the APA under the present Agreement has been signed. 
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A permanent solution to the COVID-19 crisis is most likely to be brought about by the 
development and deployment of a safe and effective vaccine against the virus. Every month 
gained in the deployment of a vaccine will save many lives, many jobs and billions of 
euros. 

Therefore, it is the objective of the present Agreement that the EU takes steps to secure sufficient 
supplies of a safe and effective vaccine for Member States. 

Structure and purpose of the procurement 

Work on a COVID-19 vaccine is challenging for many reasons: the shortened 
development timeframe, the large upfront costs for manufacturers, the high failure rate 
during clinical trials. If vaccine producers follow their usual practice of making 
investments in production capacity only when they are sure of a viable product, tbis will result in 
considerably longer waiting times for a vaccine. Investments need to be made now in order to 
ensure that vaccines are being produced at the scale required as early as possible. 

Under the present agreement, this challenge will be addressed through concluding EU-level 
Advance Purchase Agreements ("APA ') with vaccine manufacturers when necessary, to 
secure access to vaccine candidates where they are successful, including up-front EU 
financing to de-risk essential investments to increase the speed and scale of manufacturing 
successful vaccines. Funding for the up-front payments will come from the Emergency Support 
Instrument (ESI). 

The Parties understand that developing a safe and effective vaccine is a highly complex process 
and the risk of failure in any such venture is very high. Therefore, the aim is to put in place AP As 
with a number of manufacturers of leading vaccine candidates, to maximise the chances of 
having access to at least one successful vaccine. 

The Commission will invite all vaccine manufacturers to manifest interest. In general, the 
Commission will give priority to negotiating specific AP As with those manufacturers that 
(a) have entered or have firm plans to enter clinical trials still in 2020, (b) have the capacity to 
develop a successful vaccine and (c) have a proven capacity to produce at scale already in 
2021. 

Process and governance 

In order to run the procurement centrally and efficiently, the European Commission will set up a 
steering board for the process subject to Article 6 of the present Agreement. It will be co
chaired by the European Commission and a Participating Member State with experience in 
the negotiations and production capacities for vaccines. The steering board will include senior 
officials from all Participating Member States to assist and provide guidance throughout the 
evaluation process. 
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The co-chairs of the steering board will propose a team of a limited number of experts 
with relevant experience for the ongoing negotiations from six Participating Member States 
with production capacities for vaccines. These experts will join with the European Commission in 
a negotiation team ("joint negotiation team"), which will work on a continuous basis as 
one unit. That joint negotiation team will start work immediately building on previous 
contacts with individual companies by the European Commission and Participating Member 
States. In order to launch negotiations with a specific manufacturer, there needs to be 
support from at least four Participating Member States. The joint negotiation team will 
make its best effort to take the advice of the steering board into account in the negotiations 
and will report back to the steering board on a regular basis on the progress made in negotiating 
with individual companies. 

For compliance with the applicable rules, all members of the steering board and the joint 
negotiation team will obtain the status of experts associated to the procurement process as 
provided in the Financial Regulation. Given their access to highly sensitive business 
infonnation, all those members will be required to sign strict confidentiality and no-conflict
of-interest agreements. 

Assisted by the steering board, the European Commission will then decide which of the resulting 
AP As should be concluded, in particular if financing under ESI is insufficient to finance all 
relevant packages. The Commission will only consider those AP As for financing where at 
least four Participation Member States have expressed agreement. Before making any final 
decisions, the Commission will seek independent scientific advice on the state of progress and 
the available data on quality, safety and efficacy for the vaccine candidate in question. 

Should financing under ESI be insufficient, Participating Member States can decide to top 
up ES r funding to make up the gap to finance all packages. In such a case where there are 
opportunities to conclude further AP As but money from ESI is no longer sufficient, Participating 
Member States will have the opportunity to express their interest in such opportunities. If 
at least four Participating Member States express interest, those Participating Member 
States will make use of the possibility of a voluntary contribution to ESI to the required amount 
allowing the Commission to proceed with signing the APA only on behalf of those Member 
States that have expressed interest and contributed the funds to ESI. 

For full transparency, the European Commission will report to the (PCR at least once every 
two weeks on overall progress more generally. 

Advanced Purchase Agreements and conditions 

To conclude APAs, the joint negotiating team will negotiate funding packages with individual 
vaccine producers in return for the right to buy a specific number of vaccine doses in a 
given timefrarne and at a certain price. 

As outlined in the present Agreement, the European Commission also has the possibility to 
conclude AP As including an obligation to procure the vaccine if it becomes available, where the 
conditions (notably the pricing) of those AP As make this worthwhile and in line with the 
conditions in the present Agreement. If in such a case the distinction between upfront 
payments and purchase price is difficult to draw, the Commission will share the total cost 
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related to the vaccine purchase but will in any case contribute no more than 50% of the total 
cost. 

Funding provided up front will be considered as an advance payment for any eventual 
purchase by Member States, thus reducing the amount that Member States will have to 
pay when eventually purchasing that vaccine. 

The up-front payments under the APAs shall be used by manufacturers to de-risk the 
necessary investments related to both vaccine development and clinical trials, and the 
preparation of the at-scale production capacity along the entire vaccine production value chain in 
the EU required for a rapid deployment of millions of doses of an eventual vaccine. The 
relevant payments should be structured according to the need of the manufacturer, but subject 
to the state of the vaccine development, in particular relying on transparency of the associated 
clinical data and its assessment, at the time of payment. This is in order to avoid obligations 
to pay in situations where the development work has shown a vaccine candidate likely to be 
unsuccessful. 

The purchase price of the vaccine, as well as the amount of funding provided up front will 
take into account a transparent estimation of production costs (supported by independent 
audits where available), as well as the resources already granted from other public sources. Under 
the APA, the manufacturer can he a-.ked to provide ex post proof supported by independent audits 
concerning the activities financed by these payments. 

The aim of the negotiation is to conclude AP As with individual companies under the best possible 
conditions. These AP As should specify details with respect to: 

a) Payments to be made, such as payment amounts, payment schedules, type of 
payments requested and the use of those payments related to de-risk investment, 
financing clinical trials, providing working capital and scaling-up production 
capacity; 

b) Delivery details of the vaccine if successful, such as price per person immwtised (or 
alternatively, number of doses required per person immunised and price per 
dose), quantity of doses to be delivered and delivery timeline following approval; 

and 

c) Any other relevant conditions, such as production capacity built or used in the EU or 
liability arrangements. 

For liability arrangements, the joint negotiation team will make its best effort to limit what 
is required by individual companies for the purpose of indemnification to be included in the 
terms and conditions of the APA. 

The APAs will contain provisions to clarify the law applicable to both the APA and 
resulting purchase orders as well as the competent courts. The Participating Member States 
agree that each APA negotiated by the Commission on their behalf with a vaccine manufacturer 
will have the same applicable law for all Participating Member States, and that the courts 
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corresponding to that applicable law will be competent to hear disputes arising from that 
APA. 

When taking a decision to finance individual APAs, the European Commission, in 
consultation with the steering board, will take into account the following elements: any 
available data on quality, safety and efficacy of the vaccine at time of negotiation of the contract, 
speed of delivery at scale, cost, risk-sharing, diversification of technologies, capacity to 
supply through development of production capacity within the EU, possible flexible future 
use of any capacity funded, engagement at an early stage with EU regulators with the 
intention to apply for an EU marketing authorisation for the candidate vaccine(s), commitment to 
supply wlnerable countries. 

The procedure outlined above complies with the ESI Regulation and the Financial 
Regulation. The latter is aligned to the European procurement Directives, which also provide 
the basis for national procurement rules. Participating Member States may rely on the 
procedure run by the European Commission to directly purchase vaccines from the manufacturers 
as and when any of the vaccines becomes available based on the conditions laid down in 
the APA. Access to vaccine doses will be allocated to Participating Member States according to 
the population distribution key. 

In the negotiations with the pharmaceutical industry under the present Agreement, the 
Commission will promote a Covid-19 vaccine as a global public good. This promotion will 
include access for low and middle income countries to these vaccines in sufficient quantity 
and at low prices. The Commission will seek to promote related questions with the pharmaceutical 
industry regarding intellectual property sharing, especially when such IP has been developed 
with public support, in order to these objectives. Any vaccines available for purchase under 
the AP As concluded but not needed and purchased by Participating Member States can be 
made available to the global solidarity effort. 

61 



DocuSign Envelope ID 852E9FB9-A228-405B-9473-675DCA6FF0F6 
.:> 'I I JU .t.V .I.V/\....)/V:::M - .:,.u,,o .:,o :,:,c, 

Sensitive* 
RELEASABL TO: eed to know basis 

PAYMENT 

The Down Payment described io this APA plays a crucial role in Moderna's overall ability 
to finance the Product, to mitigate the risk of this extraordinary parallel 
developmeot/maoufacturing effort and its ability to potentially contribute to stopping the 
Covid-19 pandemic. The Down Payment (an amount in Euros equivalent to $360 million in 
accordance with the Exchange Rate Methodology, expected to be received in Q4 2020), will 
be used to cover the financing of the following types of activities, each described in further 
detail below: 

- Raw materials 
- Tech Transfer 
- Facility Investments 
- Fill Finish 
- Pharmacovigilance and Regulatory/Medical Affairs 
- Shipping/warehousing 
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The materials listed below needed to be secured and delivery schedules aligned to 
committed production plan in order to deliver 80 million doses of the Product to the 
European Union. All items have been secured (all required purchase orders have been 
placed and materials are either on-hand or have confirmed delivery dates to meet 
production schedule). This list is not an exhaustive list of raw materials costs previously 
or expected to be borne by Modema. 

• SM 102 is a Modema proprietary lipid that is produced by Corden Pharma. Material 
supply for Moderna has been from a single Corden site in Switzerland. The scale 
up development and capacity requirements within Corden's network required a 
significant conunitment from Modema to follow through on the planned resource 
requirements and raw consumptions in Fall 2020 to avoid Corden promising 
capacity and resources to other customers for this fall and winter across their 
facilities. 

• l OR glass vials: Given overall global demand for glass vials in preparation for a 
pandemic response from several companies, stockpiling l OR glass vials has been 
required to ensure ability to supply. In conjunction with CMOs, Moderna has 
secured required supplies of vials from Ompi, Coming and SiO2. 

• 20nun stoppers: Given overall global demand for 20mm stoppers in preparation for 
a pandemic response from several companies, stockpiling stoppers has been critical 
to ensure ability to supply. Modema is coordinating with its supplier of stoppers 
(West Pharmaceuticals) to ensure increased availability of stoppers to meet the 
pandemic requirements. 

2. Tech Transfer 

Technology transfer to ROVI has begun, and project plans are in place to enable fill-finish 
as soon as the initial drug substance batches are completed (planned for December 2020). 

3. Facility Investments 

Modema has selected Lonza as its vaccine contract manufacturing partner. Modema was 
required to make substantial up-front financial commitment to Lonza in order to secure its 
capacity and expertise. Modema and Lonza have agreed to build out 3 dedicated 
manufacturing kits (Kit 4, Kit 5 and Kit 6), which enable a batch capacity of up to 30-36 
batches per month upon completion of ramp up. This is equivalent to 30-36 million doses 
of mRNA-1273 per month. 

Equipment Procurement and Qualification: All equipment and materials have been ordered 
and delivery dates confirmed. 

Hiring and Training: On track, including the ongoing training of Lonza employees at a 
Moderna Manufacturing Site, as part of capabilities transfer. 
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4. Fill Finish 

Modema and ROVI have established a collaboration for large-scale, commercial fill-finish 
manufacturing of mRNA-1273 at ROVI's facility in Madrid, Spain. As part of the 
agreement, ROVl will provide vial filling and packaging (i.e., finishing) capacity by 
procuring a new production line and equipment for compounding, filling, inspecting and 
labeling to support production of hundreds of millions of doses of the Product intended in 
principle to supply markets in Europe and other markets outside of the US. To support the 
agreement, ROV1 plans to hire additional staff to support manufacturing operations and 
production. Initial contracts are in place enabling the first filling line in Q4 2020 and a 
new dedicated filling line in QI 202 I . 

5. Pharmacovigilance and Regulatory/Medical Affairs 

Modema has added Regulatory, Pharmacovigilance, and Medical Affairs personnel in 
preparation for seeking regulatory approval and providing appropriate pharmacovigilance 
and Medical Affairs support. 

Modema has secured the service of IQ VIA to provide pharmacovigilance services in the 
European Union. Services include managing Adverse Event intake and Medical 
Information intake and responses through a call center. Moderna has secured dedicated 
staffing for these services. 

6. Shipping/Warehousing 

Alloga (in Spain) will be the distribution center for finished product and will provide 
storage and distribution services. Kuehn agel will provide primary distribution services 
or mRNA-1273 to the Member States (DAP). 

The total spend and cash needs to finance this project in 2020 and 2021 is expected to be at least 
$365.4 million. 

The context provided above highlights that the Down Payment plays a critical role to enable 
Modems to (i) establish, expand and accelerate its manufacturing capacity in Europe in relation 
to the manufacturing of the Initial Doses of the Product, (ii) purchase (and make financial 
commitments for the purchase of) raw materials, supplies, components and equipment necessary 
for the manufacture of the Initial Doses of the Product, (iii) commence and continue the at-risk 
production of the Initial Doses of the Product, and (iv) establish regulatory and phannacovigilance 
capabilities in relation to the Product in Europe, in order to respond in a meaningful way to the 
challenge of making as many doses of the Product available as soon as possible after Marketing 
Authorisation. 
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Table 1: Total costs per co t category 

Raw materials catHory Amount committed/spent 
Lipid : $59M 
Advance commitments needed for SM102 Lipids 

Stoppers: $14M 
Stoppers 

Vials: $1 IM 
Glas vials 

TOTAL S84M 

Tech transfer/Fill Finish steps Amount 
committed/spent 

Tech Transfer new fi ll line ROV1 Fill Finish SO.SM 
(Filling and autoclaves, A VI, packaging and analytical transfer activities) 

Tech Transfer existing line ROVI Fill Finish (Filling and autoclaves, A VI, $0.4M 
single multi pack packaging configuration) 

Lonza Visp Tech Transfer activitie $3M 

Total S4M 

Facility investment categories Amount 
committed/spent 

One time payment - Investment for facilities support for klts at Lonza $61M 
VIP: 

• Access roads, service , utilities 

• Clean room, Floors, fire protection, Building core, plwnbing 

• Clean utili ties, piping, HV AC 

• Building automation, eleclrical installalions 

• Indirect engineering 

Commitment to Lonza VISP: $112M 

• $ 46M Suite fees 

• $ 65M headcount expenses 

• $ IM accelerated hiring (one time -payment made) 
TOTAL S 173M 

Fill fini h Amount 
committed/spent 

One time acceleration costs $2M 
(ROV1) 
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Equipment support payment to ROVI: S5M 

• Jacked tanks and analytical equipment 

• Acceleration to existing line 

• CO2 installation, freezing tunnels 

Validation batches: (ROVI) $ lM 
l buffer batch test, 3 Media fill batches, l GMP batch and 1 PPQ batch 

Non refundable payment for manufacturing exclusivity (ROVI) S l0M 

Fill finish capacity take or pay (ROVI) $39M 
TOTAL SS7M 

Pharmacovigilance and regulatory investment categories Amount 
committed/soent 

Regulatory/Med affairs/PY support personnel: $7M 

• PY - I EU epidemiologist, I EU QPPY 

• 5 Regulatory - including CMC regulatory 

• l Med Aff - Int' I Med Aff 

• 1 EUCMO 

• Ashfield MSL suooort 
IOVIA PbarmacoviRilance sunoort $30M 
Total S37M 

Shipping/Ware housing Amount 
committed/spent 

Estimate of shiooing to locations SS.OM 
Estimate of warehousin,g $0.SM 
Estimate of inter site shiooin~ $1 .6M 
Total Sl0.4M 
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INCLUDING THE LOCATION(§) Qf MANUfACTURJNG 

Le al name 
LONZA AG 
STATUTORY REGISTRATIO 

IBER: 
CHE-101.368.02 9 

Rov1 PHARMA I D STRIAL 
SERVICES SAU 
ST TUTORY REGISTRA TIO 
NUMBER 
REGISTRO MERC NTILE OE 
MADRD, TOMO 3516, FOLIO 
180, SE Cl6N 8, HO.JA -

59370 

Location 
Mn 
4002 BASEL 
SWITZERLA D 

LO ZASTRASSE 
3930 VtSP 
SWITZERLAND 

3 8, 

VIA COMPL TE SE 140 
28805 AL ALA DE HENARES 

SPAIN 

P EO DE EtlROP 50 
SA SEB STIAN OE Los REYES 

28703 MADRID 
SPAIN 
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ANNEX VI; PREUMJNARY SPECIFICATIONS Of UP: PRODUCT 

HIGHLY CO FIDENTIAL MODERNA lNFORMATIO 

Indication for use Modema mRNA-1273 Injection is indicated for active 
immunization against coronavirus disease 2019 (COVID-19) 
caused by the SARS-Co V-2 virus. 

Contraindication Moderna mRNA-1273 Injection is contraindicated in 
individuals with known severe allergic reactions (e.g. 
anaphylaxis) to any component of the vaccine or to a previous 
dose ofModerna mRNA-1273 lnjection. 

Target Population Adults aged 18 years and older 

Safety/Reactogenicity The safety the vaccine is currently being evaluated in clinical 
trials . 

Measures of Efficacy The efficacy of the vaccine is currently being evaluated in 
. clinical trials. 

Do eRegimen Modema mRNA-1273 Injection should be administered as a 
two-dose regimen. The second dose should be administered 1 
month after the first dose. 

Durability of protection The durability of protection of the vaccine is currently being 
evaluated in clinical trials. 

Route of Administration Intramuscular injection in the deltoid muscle. 

Product Stability and Shelf life: 6 months at frozen conditions between -25° to -l 5°C. 
Storage Stability studies are being executed to determine final expiry at 

long-term and short-term conditions. 

Vials are stored frozen between -25° to -l 5°C until ready for 
use. 

Vials can be stored refrigerated between 2° to 8°C for up to 30 
days if not entered (needle-punctured). Do not refreeze. 

The total storage time of an unopened vial after removal from 
refrigerated conditions should not exceed 12 hours at 8° to 
25°C. Do not refreeze. 

Once the vial has been entered (needle-punctured) to withdraw 
the initial dose, the vial should be discarded after 6 hours (in 

68 



DocuS1gn Envelope ID B52E9FB9-A22B-405B-9473-675DCA6FF0F6 
.:, 'I 11!./ •V•Ul~JIU:>'t - -'l•.0Jo::,:,o 

Co-administration 
other vaccines 

Presentation 

Accessibility 

Sensitive• 
RELEASABLE TO: Need to know basis 

alignment with the Summary of WHO Multi-dose Vial policy 
(MDVP), 2014). Do not refreeze. 

with There are no data to assess the concomitant administration of 
Moderna mRNA-1273 Injection with other vaccines. Modema 
mRNA-1273 Injection should not be mixed with any other 
vaccine in the same syringe. 

5 rnL suspension in a multi-dose lOR vial with a 20 mm 
stopper, 20 mm flip-off aluminum seal. 

Vials are packaged in a secondary carton containing a total of 
ten (10) Modema mRNA-1273 Injection vials per carton. 

Vials are for multiple use. A maximum of l O doses can be 
withdrawn from each multiple-dose vial. ach dose is 0.5 mL. 

Once the vial has been entered (needle-punctured) to withdraw 
the initial dose, the vial should be discarded after 6 hours (in 
alignment with the Summary of WHO Multi-dose Vial policy 
(MDVP), 2014). Do not refreeze. 

Modema is proposing to use a single pandemic English 
language label on both the primary and secondary packaging. 

To be detennined. 
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