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EUROPEAN COMMISSION
\S Directaratc-General for Health and Food Safety

SS

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

Statics

SANTE/Z02MC3S/042 ~ SE2.834667

|. The European Commission, acting on behalf and in the nameof all the EU Member States
(hereinafter referred to as “Member Siates”)’:

being tepresented for the purposes of the signature of this APA by MsStella Kynakides,
Commissioner for Health and Food Safety,

on the one part and

2. SANOFI PASTEUR §8.A, Société Anonyme (SA), a companyexisting and organised under
the laws of France with its registered office located at 14 Espacc Henry Vallée 69007 Lyon,
France registered with the RCS number in LYON (France) B 349 505 370 under number VAT

aumber: FR 54 349 505 370

(hereinafter referred to as “Sanofi Pasteur”), represented for the purposes of the signalure of
this APA which has the form of a framewark contract by

And

3. GLAXOSMITHKLINE BIOLOGICALS8.A., Société anonyme (SA), @ company existing
and organised under the faws of Belgium with its registered office located at Rue de l'Institut
$9, H- 1330 Rixensart, Belgium, Registered with the Legal Entity Register (RPM Nivelles)

under number VAT number 0440.72.918

(hereinafter referred to as “GSK”), registered with the Legal Entity Register (RPM Nivelles)

under number VAT number 0440.72.918, represented for the purposes ofthe signature ofthis
APA which has the form ofa framework contract by and

(Sanofi Pasteur and GSK collectively “the contractor’)

on the other part,

 

' This APA is based on the agreement between ihe Commission and the Mermber Stales as approved by Commission Dactsion C(2020)
4192 nal on approving the agreement with Member States on procuring Covid-19 vaccines on behalf of the ember States and related
procedures.

2 As provided fcr in Aricle 4(5}(b) of Councl Regulation (EU) 2016/3689of 15 March 2016 on the provision of emergency support wilhin the
Union as amended by Council Regulation (EU) 2020/521 of 14 April 2020 adivatng the emergency support under Regulation (EU}
2016/369, and amendingits provisions taking into. account the COVIB-19 oulbreak.
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HAVE AGREED

to the special conditions and the gencral conditions of this APA and the following

annexes:

Annex I — Complement to the Advance Purchase Agreement (Appendixes Ato TD)

Annex 3] — Vaccine Order Form,to be entered into by the Member States

Annex III — Agreement between the Commission and Membcr 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

which form an integral part of this APA.

This APA sets out:

1. the procedure and conditions by which the Commission and the Participating Member

State may pay the services and/or supplies from the contractor;

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

3. the obligations of the parties during and after the duration ofthis APA.
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RECITALS

1. In the fight against the COVED- 19 pandemic crisis, Sanofi Pasteur and GSK are running

an R&D project in order to develop and manufacture an adjuvanted COVID- 19 vaccine

(hereafter the “Adjuvanted Pandemic Vaccine”) composed of Sanofi Pasteur’s

recombtnant COVID- 19 Spike protein antigen (“S Antigen”) and GSK’s squalene- based

Adjuvant (the “Adjuvant”) both in multidose vials and tu be reconstituted at bedside before

injection. (as further described in Annex I Complement to the Advance Purchase

Agreement, Appendix H).

2. The Adjuvanted Pandemic Vaccine is composed of an adjuvant and a protein expression

system:

a. §& Antigen expression system is FDA- approved and under EMAreview [orthe flu

vaccine (Supemtek) using the same technology;

b. GSK’s Adjuvant, ASO3, is FDA/Europcan Commission approved,

3. As such, Sanofi Pasteur and GSK are actively building/expanding tbeir European

production capacities tor the Adjuvanted Pandemic Vaccine.

4. Sanofi Pasteur and GSK aim to makeavailable hundreds of millions of the Adjuvanted

Pandemic Vaccine doses (amountto be determinedas the project develops) in 2021.

5. The European Commission (“The Commission”) intends to create the environment

required to support a secure manufacturing network and optimisation for the production of

vaccines against COVID-19. To this effect the Commission has concluded an agreement

with all Member States of the European Union to conclude, on behalf and in the name of

the MemberStates, Advance Purchase Agreements (“APAs™) with vaccine manufacturers

with the objective to procure vaccines for the purposes of combatting the COVID-19

pandcmic at Unionlevel.

6. The Commission wisbes to secure supply of the Adjuvanted Pandemic Vaccine for human

use for the Member States adhering to this APA during the COVID- 19 Pandemic as

promptly as possible,

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

population in the European Union will be able to access a vaccine in sufficient quantities

and at a fair price, but also in safe conditions. The vaccine should only be available to the

population onceits safety and efficacy will have been cleared by the competent regulatory

bodies.

8. According to the Agreement between the Commission and the Member States and in

particular Article 3 thereof, where the Commission concludes an Advance Purchase

Agrecment that provides for 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 Memher States and the vaccine manufacturers. The

present Advance Purchase Agreement is such an agreement under which the European

Commission makes a down payment to securc the right for the Member States to acquire

3
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such vaccines doses. Thus, the Commission enters into the present APA on behalf and in

ihe name of the MemberStates to which the vaccines will be ultimately supplied. The

present APA will be complemented by a specific contract (“Vaccine Order T’orm”)

between each of the MemberStates and the contractor, if the respective Member State

wishes to acquire the vaccinc and to exercise the option to that effect. A template Vaccine

Order Form for the agreement between each of the Member States and the contractor is

attached in Annex II. Pursuant to these terms and conditions, access to vaccine doseswill

be allocated to Member States according to a population distnbution key, unless a

different allocation would be communicated by the Commission to the contractor.

9. The down payment, paid by the Commission, should be taken into account in equal terms

per dose ordered by the MemberStates.

10. The contractor and the Commission have agreed to collaborate with the aim of achieving

the above objective, implementing the principles described hereafter.

1. Special Conditions

1.1. ORDER OF PRIORITY OF PROVISIONS

If there is any conflict between different provisions in this APA, the following mules must be
applicd:

a) The provisions set out in the special conditions take precedence over those in the other

parts of the APA and its Annexes;

b) The provisions set out in the general conditions take precedence over those in the

Vaccines Order Forms (Annex JT);

c) The provisions set out in the APA take precedence over those in the Vaccine Order

Forms (Annex II).

1.2, SUBJECT MATTER

The subject of this APA is financing the manufacturing and supply of a COVID-19 vaccine in

accordance with the applicabie lcgislation and securing the purchase of certain vaccine doses

for the participating MemberStates.

By Decision C (2020) 4192 final of 18 June 2020, the Commission approved the agreement

with MemberStates on procuring COVID-19 vaccines on behalf of the Member States (“the

Decision”, see Annex ITI). This agreement is based on Article 4(5)(h)} of Regulation (FU)

2016/369 of 15 March 2016 ontheprovision of emergency support within the Union? (“the ESI

Regulation”) which provides that the Commission may grant emergency support in the form of

procurement on behalf of the Member States based on an ayreement between the Commission

and MemherStates. In order to implement such action, the Commission has offered to min a

single central procurement procedure on behalf of the Member States, with a view to signing

 

3 OL 70, 16.3.2016, p.1, as amended by Council Regulation (EU) 2020/521 of 14 April 2020 activating lhe emergency support under
Regulation (EU) 201/369, and amendingits provisions taking into account the COVID-19 outbreak, QJ L 117, 15.4.2020, p. 3.

4
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EU-level APAs with vaccine manufacturers. In view of its importance in the implementation of

the Vaccine Instrument, this APA will be approved for signature on behalf and in the name of

the MemberStates by a separate individual Commission decision.

1.3,ENTRY INTO FORCEAND DURATIONOF THE APA

1.3.1 The APAenters into farce on the date on whichthe last party signsit.

1.3.2 The APA is concluded for a period of24 months with effect from the date ofits entry inte

force. The APA, including its provisions relating to liability and indemnification (Articles 1.6),

continues to apply to the Order Formsafter its expiry. The services relating to such Order

Fonns tust be performed no later than six monthsatter the expiry of the APA.

13.3 The parties may not sign any Vaceines Order Forms after the APA expires.

4,IMPLEMENTATIONOFTHE APA
 

The APA shall be implemented following the signature between the Commission and the
contractor as follows:

14.1, Volume of Adjuvanted Pandemic Vaccine available for KU Member States

Sanofi Pasteur and GSK aim to make available up to three hundred (300) million doses of the

Adjuvanted Pandernic Vaccine for the Member States of the European Union in 2021.

Additional orders are subject to scparate discussions.

This volumeis at the time of execution of the contract indicative only and is based on current

assumptions around manufacturing and relcasc timelines as well as antigen yield assumptions.

The above-mentioned three hundred (300) million doses arc based

Taking into account the uncertainties of the situation and the specific conditions under which

the supply of the Adjuvanted Pandemic Vaccine 's envisaged, Sanofi and GSK will use their

best reasonable efforts to adhere to the supply of the volumes indicated and the time-line of

such delivery schodulc.

The target product profile is currently based on a 2- dose regimen per vaccinc, with the doses

being adnvinistered 3- 4 weeks apart.

y

The three hundred (300) million doses of the Adjuvanted Pandemic Vaccine for the Member

States would be predominantly manufactured at GSK and Sanofi Pasteur sites m the European

territory and additional manufacturing sites (internal & Contract Manufacturing Organisations

(CMQs)) cauid be leveraged to accelerate production and‘or to provide a back- up solution for

supply security and expansion.
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Sanofi Pasteur and GSK shail be entitled to direct part of the activities contemplated in this

APA to their respective Affiliates. tt being understood that Sanofi Pasteur and GSK shall

remain solely lable towards the Commission or the Participating Member States, as the case

may be, for actions of theit Affiliates as per article IL.2.

1.4.2. Timeline

Timeline for availability ofAdjuvanted Pandemic Vaccine is anticipated as follows:

« Start full scale S Antigen Drug Substance production

« First doses of Adjuvanted Pandemic Vaecine shipped (pending

Union marketing authorisation)

* Union marketing authonsation anticipated

Consequently, it is anticipated that up to three hundred (300) million doses of the Adjuvanted

Pandenue Vaceine for Relevant MemberStates will be available as follows:

Taking into account the timelines agreed in these special conditions, Sanofi and GSK will use

their best reasonable efforts to adhere to such delivery schedule.

The Adjuvanted Pandemic Vaccine is a refrigerator- stable product, i.e. stored hetween 2 and 8

degrees Celsius which permits leveraging standard vaccine distribution and delivery

infrastructure.

These anticipated volumes and delivery timelines are indicative only and are based on current

assumptions around manufacturing, yield, and release and under the provision of free

inovement of raw materials, intermediates and finished goods.

LS.PRICES

Maximum amount of the APA, maximum prices and mechanism to determine a final

price

Sanofi Pasteur and GSK commit that the price for the Adjuvanted Pandemic Vaecine will in

any case not be more than , per dose (exclusive of VAT). This is a ceiling price.

This Euro Ceiling Price includes . corresponding to transportation and related
insurance costs per dose ofAdjuvanted Pandemic Vaccine.
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The final price will depend upon a number of parameters, in particular the antizen amount per
dose and manufacturing yicld. Once the parameters are confirmed, which is anticipated to occur

from|fend of phase Vi), Sanofi Pasteur and GSK will

communicate ta the Commission the final price (the “Fina! Price”) and will inform the

Commission on the parameters related to the drug substance dosage. The Final Price will be

communicated through Formal Notification as per Article [1.5.2.

In case there should be material differences to the anticipated volusne of the Adjuvanted
Pandemie Vaccine and the time-lines in which it is anticipated to be available, as set out in

Articles 1.4.1 and 1.4.2, Sanoli Pasteur and GSK will duly inforin the Commission and provide

the ralignale of such differences,

in any event, the Final Price shall not exceed). per dose ceiling (exclusive of
VAT).

1.6. PAYMENT ARRANCEMENTS

It is the commonintention ofthe Parties to make the Adjuvanted Pandemic Vaccine available 10

the Member States of the European Union as soon as possible, which requires production to
start as soon as possible while the Adjuvanted Pandemic Vaccineis still under development.

The acceleration of the at- risk production of the three hundred (300) million doses of the

Adjuvanted Pandemic Vaccine for the EU Market would require Sanofi Pasieur and GSK not
only to invest in fixed assets in upstream & downstream manufacturing infrastructures but also

to support substantial additional operating expenditures (including significant opportunity cost)

related to the manufacturing and supply preparedness ofsuch doses during 2020.

Consideringthis, the Parties agrce to share the risks induced as follows:

= Sanofi Pasteur and GSK will deploy # larve network of industrial assets and a broad
workforce, and support associated costs:

6 Sanofi Pastcur and GSK own industrial assets:

oO “ experts contributing to the project across Sanofi Pasteur and GSK

supporting delivery for Europe: (9) PO)Py
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* The Furepean Commission will support Sanofi Pasteur and GSK for expenditures

related to the manufacturing preparedness of these doses and through possibility to

purchase doses in advance according to the evolution of the clinical development of

the Adjuvanted Pandemic Vaccine as desertbed hereunder.

The cost sharing consists of two scparate payment mechanisms. The payment mechanisms are

Ineant to structure fnanctal commitments in a way that supports scale up of production ofthe

, while providing flexibility to the European

Commission and the MemberStates

* ‘The first mechanism is a down payment intended to support Sanofi Pasteur and GSK's

manufacturing preparcdness, to enable to initiate full scale production ofthe Adjuvanted

Pandemic Vaccine as soun as possihle, This down payincot is sel at

Euros (exclusive of VAT).

*« ‘The second mechanism relates to the Vaccines Order Forms (as defined hereunder) with

three separate financial milestones, whercby the first financial milestone will be split into
two instalments.

1.6.1. Down Payment for manufacturing preparedness

1.6.1.1 In order to enable Sanofi Pasteur and GSK to initiate full scale production of the

Adjuvanted Pandemic Vaccine for the EU Market , the

Commission avrees to support Sanofi Pasteur and GSK for expenditures related to the

manufacturing preparedness ofthese doses and incurred and/or committed (insofar they can no

longer be avoided) until the preliminary results of Phase I/I] of the clinical trial of the

Adjuvanted Pandemic Vaccine

| for an amount limited to the Down Payment.

Such expenditures will allow Sanoh Pasteur and GSK to be in @ position to prepare production

in 2020 and start full scale manufacturing in early while simultaneously conducting

Phase Lil

The Commission will support these costs through a financial contribution of

-exclusive of VAT (the “Down Payment”) anoerdlinig

to the following types of expenditures:

« Project costs, imeluding technology transfers to industrial sites / CMOs,

qualification batches, and development / scale up

e Rawmaterials and primary components (vials, stoppers, proprietary media for cell

culture, chromatography gel, raw materials for adjuvant bulk production), These

raw maicrials and primary compenents are mostly specific to the Adjuvanted

Pandemic Vaccine and are thus mostly non reusahle by Sanofi Pasteur and GSK;

¢ Direct costs, including hiring and training of additional skilled work force tn

Europe;
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® CMO costs including take or pay contracts to expand manufacturing capacity;

* Costs actually incurred by Sanofi Pasteur and GSK in relation to deferred
commercial agrecments, in particular for any trade-offs resulting from the
prioritization of the Adjuvanted Pandemic Vaccine production over the production

ofthe existing vaccine portfolio.

[In full transparency, Sanofi Pasteur and GSK shall provide to the Commission regular reports

that will substantiate the activitics performed and progresses made regarding the manufacturing
preparedness supported by the Down payment (hereafter “the Down Payment Progress

Report”).

The Down Payment Progress Repert shall indicate the status of manufacturing preparedness in

relation to the following clements: Technology Transfer, qualification batches,

development/seale- up, raw material & primary component procurement, hiring and training

execution of additional skilled work force, and CMO’s contracting slatus to expand

manufacturing capacity.|,

Such Dewn Payment Progress Reports shall be provided by each of Sanofi Pasteur and GSK for

the first one notlater than end of October 2020 and for the second by end of December 2020,

1.6.1.2 This Down Paymentis 100% deductible from the Vaccines Order Forms provided
that the Total Purchase Amount is superior or cqual to the Down Payment (sec illustrative
examples under Article 1.6.4). The Down Payment by the Commission shall be taken into
account in equal terms per dose purchased by the Member States and the price per dose to be

paid by each Member Stateshal] be the same.

=
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|_| shall be paid within 30 days following a payment request by the contractor after the

execution ofthe agreement.

1.6.2 Vaccine Order Form~- Milestone 1, Upon Availability of Phase I/II results

|) the availability of positive Phase I/II clinical trials results as defined in section 1.6.1.2,

I.Sanofi Pasteur and GSK will
be able to confinm to the Commission the total volume of the Adjuvanted Pandemic Vaccine

available for the EU market.

Sanofi Pasteur and GSK commit to provide the Commission, as soon as available, the following

data (hereafter the Data of Milestone1)
Preclinical studies results
Key Phase I/IT clinica! study results

Phase {II clinical study final design and protocol
Anticipated deliveryschedule

Purchase of the vaccine=

Should the Commission confirm the interest of the Member States in purchasing tn advance the
Adjuvanted Pandemic Vaccine, the Commission shall provide an overall volume intended to be
purchased by the Member States (“Purchase TotalAmount") with a breakdawn by Member
State (the “Allocation”). This communication by the Commission shall occur within 4 weeks

er=

(i) the communication ofthe phase V/ It results;

(ii) the communication ofmaterial differences, ifany, to the anticipated voluine of
the Adjuvanted Pandemic Vaccine and the timelines in which it is antictpated
ta be available and

10
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{iii} the communication on the Final Price as set out in point 1.5.1, whichever is

later.

Upon such communication by the Commission of the Purchase Total Amount and the

Adlocation, Sanofi Pasteur and GSK shall sign the vaccine order forms with each Participating

Member State.

To facilitate the contractual process, a template agreement for the Mernber Slate thal agrees to

buy the Adjuvanted Pandemic Vaccine (“Participating Member State”) is agreed in Annex Il

{the “Vaccine Order Form”). The Final Price will be included in the Vaccine Order Form. The

Vaccine Order Form to be entered by Purticipating Member States shall be substantially

cunforn tv the template in Annes IT,

Such Vaccine Order Form will formalize the agreement ofthe parties thereto on the Final Price,

agreed volume, anticipated delivery schedule and the unique point of delivery to be chosen by

the Participating Member State within the Member State Territory with respect to the doses to

the doses purchased by the Participating MemberState.

The Vacvine Order Form defines principles such as

* minimum volume for delivery

* number and frequency of delivery,

» designation of a unique delivery location per Participating MemberState.

The signature of the Vaccine Order Fonn by the Participating Member States should occur

within 2 wecks after the communication by the Commission of the Purchase Total Amount and

the Ailecation. Delay in signature of a Vaccine Order Form mayresult in a delay in the delivery

of the Adjuvanted Pandemic Vaccine. For the avoidance of doubt, Member States will not be

obliged to enter into amy Vaccine Order Forms or to purchase the Adjuvanted Pandemic

Vaccine under the APA if they do not wish to do so.

The signature of the Vaccine Order Forms will allaw Sanofi Pasteur and GSK to launch at risk

full- scale production of the Adjuvanted Pandemic Vaccine for the EU Market simultancously

with conduct ofthe phase III clinical study.

Participating Member States agree to pay to Sanofi Pasteur and GSK Milestone | in two equal
instalments after signature of their respective Vaccine Order Forms and uponreceipt of the

following elements:

= dInstalment /: In full transparency, Sanofi Pasteur and GSK will provide to the

Commuissien prior to the payment af instalment 1 of Milestone 1:

o Phase [Hl clinical trial authorization submission proof and Phase [I climealtrial

approvals by regulatory authority in relevant countries

o Sanofi Pasteur- GSK progress report showing “first visit first subject”

It
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= instalment 2: Thereafter, Sanofi Pasteur and GSK shall provide to the Commission a

report on the Phase Ul clinical trial progress showing “first visit last subject” (the

“Milestone | Progress Report”). Such Milestone 1 Progress Report will substantiate

the activities performed and progress made regarding Phase II clinical! trial shall be

provided by Sanofi Pasteur and GSK . This

will be the basis for the paymentof instalment 2 of Milestone J,

The purchase amount of each Participating Member Staie (*Each MS Purchase Amount”) is the

result of the volume ordered by each ParticipatingMemberState multiplied by Final Price {per

unit) agreed by the Parties.

The overall Milestone } payment of Participating Member State shall be equal to: (Each MS

Purchase Amount minus Each MS Prorated Down Payment) multiplied by . Each MS

Prorated Down Payment is equal to Down Payment multiplied by the percentage of Each MS

Purchase Amountin the Purchase Totai Amount.

([ The instalment 1 of the Milestone 1 payment shall be paid by cach of the

Participating MemberStates to Sanofi Pasteur and GSK following an invoice and within

30 days after the signature of each Vaccines Order Form. The signature of the Vaccines

Order Form should occur within 2 weeks after the communicstion by the Commission

of the Purchase Total Amount and the Allocation. Delay in signature of a Vaccines

Order Fornn may result in a delay in the delivery of the adjuvanted vaccine.

[- The instalment 2 of the Miljestone | payment shall he paid, following an invoice

and within 60 days after the confirmation by Sanofi Pasteur and GSK that Phase III

targeted enrolment is completed (as defined per Data of Milestone 1) (currently targeted

).

These two instatments of Milestone | will not be refundable, except as set oul in Articie 1.15.5

(a).

Redistribution

Regarding the pandemic situation, ibe Commission or the Participating Member States are

allowed to donate or redistribute doses between Member States or other countries or other

international entihes (see example under point [.!0 in the Advance Purchase Agreement) that

have coneluded a Vaccines Order Fonn with Sanofi Pasteur and GSK.

Such redistribution io countries, which are part of the EEA is allowed if those counties agree to

be bound by equivalent liability protection as set out in this Agreement. Should such

redistribution take place, the Participating Member States concemed shail reimburse the

Commission the part corresponding to the Commission's Down Payment for the number of

doses concerned.

Redistribution or donation to other countries or international entities will be subject to prior

notification to and approval of Sanofi Pasteur and GSK, not 10 be unreasonably withheld, as

well as subject to an agreement hy those other countrics or internationai entitics that appropriate

12
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liability protection at least aS protective as the terms of this Agrecment is in place for such a

redistribution or donation.

(ii) No purchase of the vaccine

Should through Formal Notification the Commission on behalf of the MemberStates decide not

to confirm the Member States’ interest in purchasing in advanee the Adjuvanted Pandemic

Vaccine or should Sanofi and GSK not enter into any Vaccine Order Form with any Member

State within four (4) weeks after the communication by the Commission of the Purchase Total

Amount and the Allocation as set out in point 1.6.2 (i), the Advance Purchase Agreement

between the Commission and GSK and Sanofi Pasteur will be automatically terminated.

Consequently, should no Vaccines Order Forms be entered into for the reasons hercabove, then

Sanofi Pasteur and GSK will transfer, upan request within 30 days further Formal Notification,

to the Commission any rawmaterials and primary components not used during this first period

and paid for with the Down Payment (the “Refundable ltems”). GSK and Sanofi Pasteur will

also favilitate the discussion of a transfer of reserved capacity with CMOs paid for with the
Down Payment to a third party selected by the Commission. Any such transfer is subject to the

CM0Os express agreement and any discussions about financial terms of suchtransfer will take

place between such selected third party and the CMO.

1.6.3 Vaccines Order Form — Milestone 2 - Upon European Union marketing

authorization

The overall Milestone 2 paymeni of Participating Member State shall be equal to: (Each MS

Purchase Amount minus Each MS Prerated Down Payment) multiplied by . Each MS

Prorated Down Payment is equal to Down Payment multiplied by the percentage of Each MS

Purchase Amountin the Purchase Total Amount.

The Milestone 2 shall be due subject to obtaining the Union marketing authorization for the

Adjuvanted Pandemic Vaccine. The Partics agrec that should Union marketing authorization

not be granted to the Adjuvanted Pandemic Vaccine, the Milestone 2 instalment shall not be
due by the Participating Member States and the unused raw materials and primary components,

including the Refundable [tems, shall, upon request within 30 days further Formal Notification,

be rctumed to the Commission, The provisien in Article 1.6.2 (11) applies mutatis mutandis.

Milestone 2 shall be paid by the respective Participating Member State . after

obtaining EU Market authorization and the submission of an invoice hy the contractor.

1.6,4 Vaccine Order Farm — Milestone 3 ~ Delivery of doses and final instalment

Once the Union marketing authonzatien estimated is granted to the Adjuvanted

Pandemic Vaccine, Sanofi Pasteur and GSK will be in a position:

* tc prepare shipments according to the volume provided by the Participating Member

States to Sanofi Pasteur and GSK in the Vaccine Order Forms.

® forarclease and delivery from

13
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The Participating Member States will pay the Milestone 3 instalment to Sanofi Pasteur and

GSK equal to the remaining amount:

(Each MS Purchase Amount minus Each MS Prorated Down Payment) multiplicd by

Prorated Down Paymentis equal to Down Payment multiplied by the percentage of Each MS

Purchase Amount in the Purchase Total Amount.

Each Participating Member State will pay the Milestone 3 instalment to Sanofi Pasteur and

GSK of the Adjuvanted Pandemic Vaccine following Unien marketing authorization and

following reccipt of an invoice and within 30 days afier each delivery in proportion to the valu¢

of each productdelivery.

[f Union marketing authorization is not granted for the Adjuvanted Pandemic Vaccine and/or

should GSK. and Sanofi Pasteur face a production issue that would prevent Sanofi Pasteur and

GSK to deliver the Adjuvanted Pandemic Vaccine, the Milestone 3 instalment will not be made

by the Participating Member States and the unused raw materials and pnimaty components

shall, upon request within 30 days further Formal Notification, be returned to the Commission.

The provision in Article 1.6.2 (ii) applies mutatis mutandis.

Should GSK and Sanofi Pasteur face production issucs affecting its final volume or timing of

delivery (linked to yield, quality deviations or third- party supplier issues), the payment under

Milestone 3 for cach of the Participating Member States wil! be reduced in proportionto reflect

the final volume delivered and the Vaccines Order Forms with the Member States will be

deemed to be amended to that effect.

First doses of the Adjuvanted Pandemic Vaccine may be available prior to the anticipated

Union marketing authorization in and thercfore before Milestone 2 instalment. If

Relevant Member States seck to use the Adjuvanted Pandemic Vaccine based on temporary

authorization under Article 5{2) of Directive 2001/83, the parties will seek to agree on

Milestone 2 payment and use conditions,
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[.6.6 Post-Marketing Study Costs

Per application of Articles 10a and 16 of the Regulation 726/2004 of the European Parliament
and of the Council of 31 March 2004 laying down Community procedures for the authorisation

and supervision of medicinal products for human and veterinary use and establishing a

European Medicines Agency as further amended, the European Regulatary Authority (the

“EMA”) could require Sanofi Pasteur and GSK to perform Post Marketing Studies (“PMS”) on

vaccine safety, efficacy and effectiveness. In the pandemic context, the accelerated

development timelines for COVID-19 vaccines with short follow up periods in clinical trials

will likely lead to PMS requests with a scope and size far beyond PMS requested for regular

vaccine projects and may include longer tenn effectiveness studies, studies in special

populations (c.g., studies in pregnant women, frail elderly people, HIV or cancer patients,
patients with underlying autoimmune diseases) as well as additional studies addressing real or

perceived safety signals. The last point is a likely consequence of products, which will be

rapidly rolled out to very large populations in a pandemic setting resulting in higher frequencies

of spurious signals which have to be formally studied. The costs for suchPMS have been
estimated at an amount of|. For clarity, regular expected post licensure
activities, which come with any licensure of a new product (¢.g. lowering age indication

(pediatric populations), longer term follow up of 4 suhset of the phase Il] cohort, regular

pharmacovigilance etc.) are paid by Sanofi Pasteur and GSK and are nol part of the above

estimated additional amount.

These estimated costs have been agreed by the Parties to constitute « maximum lump sum that

would be paid by the Participating Member States through the allocation of an additional

amount ofupto)exclusive ofVAT) per dose of the Adjuvanted Pandemic Vaccine,
invoiced to the Participating Members States (the “Additional Costs”),

15
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® In case the Total Purchase Amount is 150 million doses or less, the Additional

Costs will be . (exclusive of VAT) per dose of Adjuvanted Pandemic

Vaccine.

© Incase the Total Purchase Amount is more (han , the Additional

Costs will be Calculated by dividing the maximum lump sum of

by the Total Purchase Amount.

This Additional Costs per dose of Adjuvanted Pandemic Vaccine will be added, as part of the

Milestone 3 paymcots, to the invoices sent to cach Participating Mcmber State with respect to

ihe comesponding Vaccine Order Form.

1.6.7 Delivery

The contractor shall notify the Commission and the representative of each Participating

Member State in good time prior to such time thal the contractor cxpects doscs of the

Adjuvanted Pandemic Vaccine to be available. This should be done at least 6 weeks before the

start of the first delivery and continue on a rolling basis. Such notification shall include an

estimate of the total number of doses expected to be available for delivery and the expected

dates that such doses will be available to be shipped to the delivery huh designated hy each

Participating Member State. The number of doses per quarter shall be allocated to the

Participating Member States pro rata based on the Allocation.
The respective Member State will specify a unique delivery hub per Member State in the
Vaccines Order Form. The contractor shall deliver the vaccine doses at the place indicated by

the Participating Member State. The delivery at each delivery hub will occur CIP

(INCOTERMS2020). For the aveidance of doubt, the Participating Member State will bear the

costs of setting up ofthe delivery hub and the distribution as of the delivery hub.

L6.8 Invoice

The contractor must send an invoice in paper format or by electronic systems for payment due

under the terms of the specific Vaccine Order Form to the respective Participating Member

State, as the case maybe.

Each invoice must contain the following information:

* Name ofa concerned MemberState

e APA and Vaccines Order Form number/rcference

« Order reference

e Contraetor name and bank account.

® VATintracom number of Participating MemberState

16
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ACCOUNT

Payments must be made to the contactor’s (or leader’s in the case of a joint tender) bank

i in [et identified as fol! :
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For thepurpose ofthis APA, communications mustbe sent to the following

> a
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By derogation from this Article, different contact details for thc Commisston, the participating

MemberStates or the contractor may be provided in Vaccine Order Forms.

L9. EXPLOITATION OF THE RESULTS OF THE APA

The European Commission acknowledges and agrees that the contractor shall be the sole owner

ofall intellectual property rights generated during the development, manufacture, and supply of

the vaccine, including all Know-How (collectively, the “Vaccine IP Rights”). The contractor

shall be entitled to exclusively exploit any such Vaccine IP Rights. Except as expressly set forth

in this APA,the contractor does not prant to the European Commission by implication, estoppel

or otherwise, any right, title, license or interest in the Vaceine IP Rights. All rights not expressly

granted by the contractor hereunderare reserved by the contractor.

110. GLOBAL ACCESS — ACT ACCELERATOR

Sanofi Pasteur and GSK will endcavour to provide at least two- hundred (200) million doses of

the Adjuvanted Pandemic Vaccine total worldwide available supply capacity to the global

initiative “Access to COVID- 19 Tools (act) Accelerator” so as to ensure availability for all,

especially vulnerable countries subject to the inclusion ofsatisfactory liability protection.

This APA does not cover specific details with regard to provision of doses to the COVID- 19

Tools (act) Accelerator to be concluded and agreed separately with the rcleyant partics

involved,

L.11. APPLICABLE LAW AND SETTLEMENT OF DISPUTES

L1L.1. This Agreement shall be governed by the laws of Belgium.

1.11.2. Dispute Resolution

(a} In the event of a dispute arising under this APA betwcen the Parties, the Parties shall first

refer such dispute to informal dispute resolution discussions betwcen their respective

representatives. The contractor or the Commission on behalf of itsc/f or of the participating

Member States may initiate such informal dispute resolution by sending written notice of

the dispute to the other Party, and, within twenty (20) days of such notice, the

represcntatives shall meet and attempt to resolve the dispute by good faith negotiations.

(b) The Commission, the participating Member States and the contractor irrevocably suhmit to

the exclusive jurisdiction of the courts located in Brussels, Belgium io settle any dispute,

which mayarise under or in cormection with this APA orthe legal relationships established

by this APA.
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1,12, WARRANTIES

Sanofi Pasteur and GSK warrant that the Adjuvanted Pandemic Vaccine will be released in

compliance with the specification of Union marketing authorization and with the EU Good

Manufacturing Practices in effect at the time of manufacture.

Sanofi Pasteur and GSK warrant that they will comply with all material terms of the Annex II

of the Regulation 726/2004 and all materia) terms of the European pharmacovigilance

legislation as Pharmaceutical companies, as such terms have been modified by the applicable

regulatory agency for approval or use of a Covid- 19 pandemic vaccine.

Sanofi Pasteur and GSK warrant that to the best of their knowledge they will have all necessary

Intellectual property rights for the supply of the Adjuvanted Pandemic Vaccine.

Sanofi Pasteur and GSK expressly disclaim and make no other warranties of any kind, express

or implied, at the time of delivery, with respect to the Adjuvanted Pandemic Vaccine other than

those expressly provided hereabove.

1,13. OTHER SPECIAL CONDITIONS

Per application of article 107h of Directive 2001/83/EC of the European Parliament and of the

Council of 6 November 2001, as amended by Directive 2010/84/EU of the European Parliament

and of the Council of 15 December 2010, the contractor shall keep the Commission and the

Participating Member States’ regulatory body informed in the event of new risks or risks that

have changed or changesto the risk-bencfit balance being detected in relation to the Adjuvanted

Pandemie Vaccine within 5 working days from notifying the European Medicines Agency.
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SIGNATURES

For SANOFI PASTEUR, For the Enropean Commission, on behalf

and in the name ofthe Participating

Member States,

Stella KYRLAKIDES
Commissioner for Health and Food Safety.

Done at Brussels dae 1€[09/2020
I

Done at Lyon, date Sep 16, 2020

ForGLAXOSMITHKLINE
BIOLOGICALS S.A,

|

date Sep 16,2020

For GLAXOSMITHKLINE
BIOLOGICA
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II. General conditions

IL.1.DEFINITIONS

For the purpose of this APA, the following definitions (indicated in jra/ies in the text) apply:

“Affiliate” means any company which Controls, is Controlled by, or is under common
Control with GSK or/and Sanofi Pasteur as applicable, and/or its respective ultimate parent

company as applivable.

“Breach of obligations”: failure hy the contractor to fulfil ene or more of its contractual

obligations.

“Confidential information, material or document”: any and ali information of any kind

lincluding know-how. software. algorithms, designs. plans, forecasts, analyses, evaluations,
rescarch, business information, financial information, business plans, strategies, customer lists,

marketing plans or other information) and any physical items, compounds, components,

samples or other materials disclosed directly or indirectly by one Party and/or any of tts

affiliates or representatives to the other Party and/or any ofits affiliates or representatives, in

written, oral, electronic or in any other form. For the avoidance of doubt and for the purpose of

this definition, “Party” includes the Comission, the EU MemberStates and the contractor.

“Conflict of interest”: a situation where the impartial and ohjective implementation ofthe APA

by the contractor is compromised for reasons involving family, emotional life, political or

national affinity, economic interest, any other direct or indirect personal interest, or any other

shared interest with the Commission, the Participating Member State or any third party related

to the subject matter ofthe APA;

“Control” means the holding, directly or indirectly, of:

A) equal to or more thanfiity percent (50%) of the voting share capital ofa company:

oT

B) the power to appoint at Icast one half of the Board of Directors or similar body of a

company; or
Cc} the power, by virtue of the constitution of the company or other arrangements or

documents regulating that company, to secure that the affairs of a company are

conducted in accordance with the holder’s wishes.

“Disclosing party”: a Party or any of that Party’s affiliates or represcntatives disclosing

confidential information, material or documents before, on or after the date of entry into force

of the APA. For the avoidance of doubt and for the purpose ofthis definition “Party” includes

the Commission, the EU Member States and the contractor.

“Force majeure”: any events ur circumstances reasonably beyond the control of the Parties

including, without limitation, war or other natienal emergency,riot, fire, explosion, pandemic

other than Covidl9 pandemic, flood or other Act of God,
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(collectively, “events of
jforee Majeure”).

“Formal notification” {or ‘formally notify’); form of communication between the parties made

in writing by mail or email, which provides the sender with compelling evidence that the

message was delivered to the specified recipient;

“Fraud”: an act or omission committed in order to make an unlawful gain for the perpetrator or

another by causing a loss to the Union's financial interests, and relating to: i) the use or

presentation of false, incorrect er incomplete statements or documents, which has as its effect

the misappropriation er wrongful retention of funds or assets from the Union budget, 1i) the

non-disclosure of information in violation of a specific obligation, with the same effect oriil)

the misapplication of such funds or assets for purposcs other than those for which they were
originally granted, which damages the Union's financial interests;

“Implementation of the APA”: the purchase of services envisaged in the APA through the

signature and performance of Vaccine Order Forms by Member States, on the terms and

conditions set forth in this APA and the Vaccine Order Form;

“Irregularity”: any inftingement of a provision of Union law resulting froman act or omission

by an economic operator, which has, or would have, the effect of prepidicing the Union's

bud pet.

“Notification” (or “notify’): form of communication between the parties made in writing

including by clectronic means;

“Performance of a Vaccine Order Form”: the execution of tasks and delivery of the

purchased serviccs or supplics by the contractor to the Participating MemberStatc:

“Professional conflicting interest”: a situation in which the contractor's previous or ongoing,

professional activities affect its capacity to implement the APA orto perform a Vaccine Order

Form to an appropnate quality standard.

“Receiving party”: a Party or any of that Party's affiliates or representatives receiving

confidential information, material or documents before, on or after the date of entry into force

of the APA.Forthe avoidance of doubt and for the purpose of this definition, “Party” includes

the Commission the EU MemberStates and the contractor.

“Related person”: any natural or [egal person who is a member of the administrative,

management cr supervisory body of the contractor, or who has powers of representation,

decision or contro] witb regard to the contractor:

“VYaccine Order Form”: a contract implementing the APA and specifying details of the

delivery ofthe vaccine, a template of which is attached to the APA as AnnexI];
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11.2. ROLES AND RESPONSIBILITIES OF SANOFI PASTEUR AND GSK

This is a joint APA of Sanofi Pasteur and GSK, both Sanofi Pasteur and GSK enter into direct,

tri-partite contractual relations with the Commission, acting on behalf of the MemberStates,

pursuant to the present APA.

In terms of liability, Sanofi Pasteur and GSK are jointly and severally liable for the

performance of the APA, including with respect to any financial obligations or liabilities

towards the Commission and the Participating Member States. The Adjuvanted Pandemic

Vaccine is composed of Sanofi Pasteur’s recombinant COVID- 19 Spike protein antigen and

GSK’s squalenc- hased Adjuvant,to he reconstituted at bedside before injection. The

Adjuvanted Pandemic Vaccine therefore relies on essential contrihutions from each of Sanofi

Pastcur and GSK which the respecttve other party does not and cannot deliver. As a

consequence, it is agreed that if Sanofi Pasteur and GSK are unable to meet their supply

obligation for a committed supply of Adjuvanted Pandemic Vaccine under this APA, any

remedy imposed on Sanofi Pastcur and GSK to require performance and supply of the

Adjuvanted Pandemic Vaccine will not require (1) GSK to manufacture or supply Sanofi

Pasteur’s recombinant COVID-19 Spike protein antigen, nor (2) Sanofi Pasteur to manufacture

or supply GSK’s squalene-based Adjuvant. This is due to the proprietary nature of these

respective components and the specific cxpertise and uniquc contributions of cach of Sanofi

Pasteur and GSKfor the supply of the Adjuvanted Pandemic Vaccine.

1.3. SEVERABILITY

Each provision of this APA is severable and distinct from the others. If a provision is or

becomesillegal, invalid or unenforccahle to any extent, it must bc severed from the remainder

of the APA. This does not affect the legality, validity or enforceability of any other provisions

of the APA, which continue in full force and effect. The illegal, invalid or unenforceable

provision must be replaced by a legal, valid and enforceable substitute provision, which

corresponds as clusely as possible with the actual intent of the parties under the illegal, invalid

or unenforceable provision. The replacement of such a provision must he made in accordance

with Article 1].11. The APA mustbe interpreted as if it had contained the substitute provision as

from its entry into force.

IL.4. PROVISION OF SERVICES AND SUPPLIES

11.4.1. The contractor must provide scrvices and supplics of high-quality standards, in

accordance with the state of the art in the industry and the provisions of this APA.

(1.4.2. The contractor must comply with the minimum requirements provided for in this APA.

IL4.3. All periods spcecificd in the APA are calculated in calendar days, unless otherwise

specified.

11.4.4. The contractor must immediately inform the Commission of any changes in the

exclusion situations as declared, according to Article 137 (1) of Regulation (EU) 2018/1046.

25
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11.5, COMMUNICATION BETWEEN THE PARTIES

I1.5.1. Form and means of communication

Any communication of information, notices or documents under the APA must:

(a) be made in writing in paper or electronic format in the language of the contract;

(b) bear the APA numberand,if applicable, the Vaccines Order Form number;

(c) be made using the relevant communication details set out in Article [.8; and

(d} be sent by mail or email.

If a party requests written confinnation of an e-mail within a reasonable time, the other party

must provide an original signed paper version of the communication as soon as possible.

The parties agree that any communication made by email has full legal effect and is admissible

as evidence in judicial proccedings.

11.5.2. Date of communications by mail and email

Any communication is deemed to have been made whenthe recciving party receives it, unless

this APA contract refers to the date when the communication was sent.

E-mail is deemed to have been received hy the receiving party on the day of dispatch ofthat e-

mail, provided that it is sent to the e-mail address indicated in Article I.8. The sending party

must be able ta prove the date of dispatch. In the event that the sending party reccives a non-

delivery report, tt 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 breachof its

obligation to send such communication within a specified deadline.

Mail sent to the Commission or the Participating Member State is decmed to have been

received on the date on which the departmentresponsible referred to in Article 1.8 registersit.

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.

IL.6. LIABILITY TOWARDS THIRD PARTIES AND INDEMNIFICATION

IL.6.1. If a third party brings any action against the Commission or a Participating Mcmber

State in connection with the implementation ofthe APA, including any action for alleged breach

of intellectual property rights, the contractor must assist the Commission or the Participating

MemberState, including by intervening in support of the Commission or the Participating

MemberState upon request.
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IL6.2. The use of the Adjuvanted Pandemic Vaccine will occur in conformity with EU and

national legislatian governing such use, and the administration of those vaccines will be

conducted under the sole responsibility of the Participating Member States. Duc to the specific

circumstances surrounding the COVID- 19 pandemic, the use of the Adjuvanted Pandemic

Vaccine, may occur in a situation where the efficacy and safety profiles of such Adjuvanted

Pandemic Vaccine are nat yet fully domimented in an tmmunologically naive population. In

addition, the virus for which the Adjuvanted Pandemic Vaccine is intended to immunize is

likely to be highly virulent,

[1.6.3. Under such circumstances, absent a specific indemnitication clause, Sanofi Pasteur’s and

GSK's performance under this APA would subject Sanofi Pasteur and GSK 10increased

liahility asks for which Sanofi Pasteur and GSK in al] faimess should be held harmless.

11.6.4. Each Participating Member State shall, directly or through any of its agencics and/or

existing indemnification funds indemnify and hold harmless each Sanofi Pasteur and OSK and

their respective Affiliates (the “Sanofi Pasteur Indemnified Entities” and the “GSK. Indemnified

Entities”, respectively) for any and all liability, and reasonable direct external legal cosis

necessary lo the defense in Third Party Claims, (i.e. law firm’s fees, external experts foes)

incurred and normally borne by them relating to harm, damages and losses (together, the

“Losses”) associated with the death, physical, mental or emotional injury, illness, disability.

properly loss or damage or business interruptionofa parlyinjured as result (“the Injury’) ofthe

use or deployment of the Adjuvanted Pandemic Vaccine in the jurisdiction of the Participating

Member State in question.

Such indemnification will be available to the Sanofi Pasteur Indemnified Entities and the GSK.

Indernnified Entities for the Losses arising from the use and administration of any Adjuvanted.

Pandemic Vaccine doses sold during the initia] duration of the Down Payment and Advance

Purchase Agreement which term will be of months (the “Covered Doses”) (even if delivered

and/or used after) and will apply to Losses arising from vaccination with such Covered Doses

regardless of when the Injury leading to the Losses occurs or is reported.
in the event the Parties mutually agree to extend the Advance Purchase Agreement after its

initia) duration and then mutually agree to supply additional doses of the Adjuvanted Pandemic

Vaccine under such extended agreement, the Partics will discuss in good faith whether any

amendment to the above indemnification provisions is warranted.

11.6.5. There shall be no obligation to indemnify and hold Sanofi Pasteur Indemnitied Entities

and GSK Indemnified Entities harmless where it is demonstrated
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11.6.6, {In case liability has been incurred by a Sanofi Pasteur Indemnified Entity or GSK

Indemnified Entity for Losses defined in Article 11.6.4. subparagraph 1, the Sanofi Pasteur

Indemnified Entity or GSK Indemnified Entity shall give the Participating Member State in

question, or an indeperdent expert as referred to in Arti¢le 11.6.7, reasonable access to

information necessary for the Participating Member State to indemnify the Indernnified Entity

and to verify whether the conditions pursuant to Articles 11.6.4 and 11.6.5 -are fulfilled. This

information shall include clinical trial and other data generated to demonstrate the safety,

efficacy and quality of the vaccines {including communications and correspondence with

regulatory agencies and bodies to include all audit observations, inspection reports, mecting

minutes, and all Sanofi Pasteur and GSK commitments and responses) as well as all data

relevant to the manufacturing of the Adjuvanted Pandemic Vaccine including quality control

data.

If.6.7. The Participating Member State shall be allowed tu access the information as referred to

in Article 11.6.6 through en independent expert with expertise in the relevant field. In that casc,

the Participating Member Statc shal! notify the Sanofi Pasteur Indemnified Entity or GSK

Indemnified Entity (depending on which has requested indemnity) in advance of its intention to

use an expert and the identity of such expert. The Sanofi Pasteur Indemnitied Entity or GSK

Indemnified Entity depending on which has requested indemnity) shall be permitted to object to

the use of an expert within 10 calendar days counted from such notification, if it puts forward

reasonable grounds onthe basts of which the specific expert tn question should not be permitted
access lv such information, such us conftict of interest. In such case, the Parlivipaling Member

State shall be allowed to appoint a new independent expert and notify that expert to Sanofi

Pasteur Indemnihed Entity or GSK Indemnified Entity that the above process can bereinitiated.

In the event the independent cxpert would have acccss to confidential information of the Sanofi

Pasteur Indemnified Entity and/or GSK Indemnified Entity (depending on which has requested

indemnity), a specific precedure to protect such confidential information shall be agreed prior

to granting such access.

11.6.8. Sanofi Pasteur and GSK {and their respective Affiliates) shall promptly inform the

relevant Participaling MemberState of any claim brought against them before the courts of that

ParticipatingMember State (“Third Party Claim”), stating the nature and basis of the claim in
question and the maximum estimated amount of damages. The Sanofi Pasteur Indemnified

Entity and GSK Indemnified Entity (depending on which bas requested indemmity) shall kcep

the Participating Member Staic informed of any developments relating to such Third-Party

Claim, including updates in the estimated maximum amount ofdamages.

11.4.9, The Sanofi Pasteur Indemnified Entity and GSK Indemnified Entity (depending on

which has requested indeninity shall (i) usc commercially reasonable efforis to defend

themselves against Third Party Claims and mitigate the liability incurred: and (ii) reasonably

cooperate with the Participating Member States and their legal representatives in the

investigation and defense of any matter which is the subject of indemnification. The

Participating Member States shall have the nght to assume and contro] the defense of Sanofi

Pasteur Indemnified Entity and GSK Indemnified Entity against Third Party Claims, using legal
28



SANTVE/2020UC3/042 SENSITIVE

counsel reasonably chosen by the Participating Member States. In such situation, Sanofi Pasteur

Indemnified Entity and GSK Indemnified Entity sha]! be obliged to support the Participating
MemberStates in the defense against Third Party Claims, using their commercially reasonable

efforts.

116.10. The payment of any rdemnification required to be made to the Sanofi Pasteur

Indemnified Entity and GSK indemnified Entity (depending on which has requested indemnity)

shall be made within ' calendar days following the date on which such indemnification

becomes due as a result of an agreement between the Participating MemberStates and the

Sanofi Pasteur Indemnified Entity and GSK Indemnified Entity, as the case may be, or its

amount becomes final and binding upon the relevant indemnified Party and the Participated

Member Stites as a result of an order of a court of competent jurisdiction or other

Governmental Authority that will be attached with the request for payment;

.The payment shall be made by wire transfer of immediatcly

available funds to such bank accounts as the received indemnified Party shall designate in

wniting at least five (5) calendar days prior to the expiration ofthe ‘day period referred

to above.

U.7, CONFLICT OF INTEREST AND PROFESSIONAL CONFLICTING INTERESTS  

{1.7.1. The contractor must take all the necessary measures to prevent any situation of conflict

ofinterest or professional! conflicting interest.

UL.7.2, The contractor must notify the Commission in writing as soon as possible of any

situation that could constitute a conflict ofinterest or a professional conflicting interest during

the implementation of the APA, The contractor must immediately take action to rectify the

situation.

The Comunission may do any ofthe following:

(a) verify that the contractor’s action is appropriate;

(b) require the contractor to take further action within a specified deadline;

{c) decide not to award a Vaccines Order Form to the contractor.

JL.7.3. The contractor must pass on all the relevant obligations in writing to:

(a) its personnel:

(b) any natural person with the power to representit or take decisions on its bchalft

(c} third parties involved in the iznplementation ofthe APA, including subcontractors.

The contractor must also ensure that the persons referred to above are not placed in a situation

which could give rise to conflicts of interest.
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IL.8. CONFIDENTIALITY

II.8.1. Temporal scope. The Commission, the EU MemberStates and the contractor must treat

with confidentiality and in accordance with the provisions hclow, any confidential information,

material or documents, prior to and during the term of the APA and for a period offive (5)

years.

I1.8.2. Exclusions from Confidential Information or Material: In this Agreement,

Confidential Information or Material shall not include any information (or matertals), for which

the Receiving Party can prove:

(a) is or becomes public knowledge through no improper conduct onthe part of the

Receiving Party, the Receiving Party’s affiliates and/or their respective

represcntativcs;

(h) is already lawfully possessed by the Receiving Party and/or the Receiving Party’s

affiliates or representatives without any obligations of confidentiality or

restrictions on use priorto first receiving it from the Disclosing Party; /or

(c} is obtained subsequently by the Receiving Party and/or the Recciving Party’s

affiliates or representatives from an unrelated third party without any obligations

of confidentiality and such unrelated third party is in lawful possession of such

information or materials and not in violation of any contractual or legal obligation

to maintain the confidentiality of such information or materials;

Or

(d) the Disclosing Party expressly agreed to relcasc the Receiving Party from the

confidentiality obligation earlier.

11.8.3. Legally Required Disclosure of Confidential Information or Matcrial. The

Receiving Party and/or the Receiving Party’s Affiliates may disclose Confidential Information

to the extent required by law or regulation or by Icgal, judicial, regulatory or administrative

process or pursuant to an audit or examination by a regulator or self-regulatory organisation

subject to compliance with this Section. If the Receiving Party is so compelled to disclose any

Confidential Information, the Recciving Partly will provide the Disclosing Party with prompt

written notice thereof so thal the Disclosing Parly may seek a protective order or other

appropriate remedy. Subject to its obligations to comply with such subpoenas, court processes

or directions, the Receivmg Party will reasonably cooperate with the Disclosing Party’s counsel

in their cfforts to obtain a protective order or other similar reincdy to accord some form of

confidential treatment to any such Confidential Information of the Disclosing Party.

11.8.4, Limitations on Use of Confidential Information or Material, The Receiving Party

shall treat all Confidential Information as secret and confidential and shall not use, copy or

disclose to any third party any Confidential Information of the Disclosing Party (whether before,

on or aftcr the date of this Agreement) exceptas set out in Section IT. 8.5 bclow.

11.8.5. Use and disclosures of Confidential Information or Material. The Recciving Party

shall:

{a} ensure the protection of confidential information or documents with the samelevel

ofprotection as its own confidential information or documents and in any case

with due diligence,
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(b} use and disclose Confidential Information or Material of the Disclosing Party

solely to the extent necessary to enable the Receiving Party to exploit the rights

granted under this Agreement and/or to perform its obligations under this

Agreement; provided, that where any disclosure is required to third parties the

Receiving Party shall: (1) only disclose Confidential Information or Material to

third partics that have entered into appropriate and legally binding confidentiality

and non-use obligations in respect of the Confidential Information or Material

disclosed; {2} procure that such third parties do not further disclose or use

Confidential Information or Material; and (3) obtain the prior written approval of

the other Party (such approval not to be unreasonably withheld or delayed). For

the avoidance of doubt, the Receiving Party shall not use the Confidential

Information or Material with respect to or for any other program orproject other

than the Vaccine and the express objectives sct forth herein.

(c) disclose Confidential Information or Material of the Disclosing Party to those of

the Receiving Party’s Affiliates, officers and employees to whom suchdisclosure

is necessary (and only disclose that part of the Confidential Information or

Material which is necessary) to enable the Recciving Party to exploit the rights

granted under this Agreement and/or to perform its obligations under this

Agreement and provided that the Receiving Party shall remain responsible for

procuring that the Recerving Party’s Affiliates. officers and employces do not

further disclose and/or use the Confidential Information or Material for any otber

purpose; and

(d) after giving written notice to the Disclosing Party, disclose any part of the

Confidential Information or Material of the Disclosing Party solely to the extent

that it is legally required to do so pursuant to an order of a court of competent

Jurisdiction or other Governmental Authority or otherwise as required by
Applicable Law including the laws and regulations applying to any public listing

authonty, provided that the Receiving Party shall use reasonable endeavors to limit

sueh disclosure and to provide the Disclosing Party with an opportunity to make

Tepresentations to the relevant court or other Governmental Authority, Regulatory

Authority, or allied authority orlisting authority.

11.8.6. Protection of Confidential Information or Material. The Receiving Party shallat all

times maintain documents, materials and other items (including items in electronic form)

containing Confidential Information or Material of the Disclosing Party and any copies thercof,

in a secure fashton by taking reasonable measures to protect them from theft and unauthorised

use and disclosure. Without prejudice to the foregoing, the Receiving Party shall exercise at

least the same degree of care to prevent theft and unauthorised disclosure and/or use of the

Disclosing Party’s Confidential Information or Material as the Receiving Party exercises in

respect of its own confidential material of like importance.

11.8.7. Losses of Confidential Information or Material. The Recetving Party shall notify the

Disclosing Party immediately if the Receiving Party becomes aware of any unauthonsed use or

disclosure of, or any unauthorised access to or of any theft or loss of any copies of any

Confidential Information or Material of the Disclosing Party.

IL.8.8. Survival. The provisions of this Article [1.8 shall continue for so long as either Party has

knowledge of any Confidential Information or Material received or derived from the other Party
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and shall survive termination or expiry of this Agreement for a period of five (5) years in

respect of all Confidential Information.
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IL9. PROCESSING OF PERSONAL DATA

11.9.1. Processing of personal data by the Commission

The shanng of personal data is necessary to support contact with employecs and subcontractors

in order to collaborate under this Agreement(“In-Scope Personal Data”). The Party receiving

the personal data from the other Party shall not process the In-Scope Personal Data for longer

than necessary to fulfil the agrecd purposes of this Agrcement.

Any personal data included in or relating to the APA, including its implcmentation, shall be

processed in accordance with Regulation (EU) 2018/1725. Such data shall be pracessed solely

for the purposes of the implementation, management and monitoring of the APA by the data

controller. For the purpose ofthis provision, the data controller for the Commisston shall be the

Director-Gencra] of the European Commission's Directorate-Gencral for Health and Food

Safety. The data protection notice is available at https://ec.europa.eu/info/data-protection-

public-procurement-procedures_en.

The Parties or any other person whose personal data is processed by the data controller in

relation to this APA has specific rights as a data subject under Chapter III (Articles 14-25) of

Regulation (EU) 2018/1725,in particular the nght to access, rectify or erase their personal data

and the right to restrict or, where applicable, the right to object to processing or the ngbt to data

portability.

Should the Parties or any other person whose personal data is processed in relation to this APA

have any queries concerning the processing ofits personal data,it shall address itself to the data

controller. They may also address themselves to the Data Protection Officer of the data

controller. They have the nght to lodge a complaint at any hme to the European Data Protection

Supervisor.

IL9.2. Processing of personal data by the Parties

The processing of personal data by the contractor shall mcct the requirements of Regulation

(EU) 2018/1725 and be processed solely for the following purposes: contact with cmployces

and subcontractors tn order to collaborate under the Agreement. Both Partics agree each act as

Data Controllers with regards to the Processing of Personal Data they each undertake.

Each Party represents and warrants that it has provided an appropriate data privacy notice and

obtained appropnate consent (if legally required) from the data subjects whose In-Scope

Personal Data is heing shared with the othcr Party and that such notice and consent is in

accordance with Applicable Laws regarding data protection and allows for the desired use of

such In-Scope Personal Data. Should a Party learn that it has provided In-Scope Personal Data

that may not be shared pursuant to a consent or notice, such Party is responsible for promptly

notifying the other Party so that the affected In-Scope Personal Data can be deleted as required.

The Parties agree that the responsibility for complying with any communication addressed to

one or both Parties under this Agreement made hy a Data Subject exercising one or several of

his/her data protection rights under Applicable Laws regarding Data Protection (“Data Subjiccts

Requests”) falls to the Party receiving the Data Subj ect Request in respect of the personal data
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heid and under the responsibility of that Party as data controljer. The Parties agree to cooperate

and provide reasonable assistance as is necessary to each other to enable them to (1) comply

with Applicable Laws regarding Data Protection, (2) comply with Subject Requests and (3)

respond to any other querics or complaints from data subjects.

In the event a Party suffers a personal data breach, such Party shall ensure it complies with

Applicable Laws regarding Data Protection and, if applicable, complies with any obligations to

notify Data Protection Supervisory Authonty, data subjects or other regulatory badies as

required by Applicable Law regarding the Personal Data Breach.

To the extent the Commission or a Participating Member State suffers a personal data breach

that (1) has an impact on the services provided under this Agreementor (2) relates to In-Scope

Personal Data the contractor shared with the Commission or EU Member State, the

Commission or EU MemberState shall promptly notify the contractor about such persona! data

breach,

11.10. SUBCONTRACTING

11.10.1. The contractor may not subcontract and have the APA implemented by third parties

beyond the third parties already mentionedin its tender without prior written authorisation.

I1.10.2. In the case of subcontracting, the contractor remains bound by its contractual

obligations and is solely responsible for the implementation ofthe APA.

[1.10.3. The contractor must cnsure that the subcontract docs not affect the rights of the

Commission and the Participating Member States under this APA.

11.10.4, The Commission may request the contractor to replace a subcontractor found to be in a

situation provided for in points (d) and (c) of Article [1.15.2.

IL.11. AMENDMENTS

IL.11.1. Any amendment to the APA or a Vaccines Order Form must be made in wniting before

all contractual obligations have heen fulfilled. A Vaccines Order Fonn does not constitute an

amendmentto the APA.

11.11,2. No amendment can make chanyes to the APA or a Vaccines Order Form that mightalter

the initial conditions of the procurement procedure or result in unequal treatment of tenderers or

contractors.

1.12, ASSIGNMENT

IT.12.1. 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
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Commission. In such cases, the contractor must provide the Commission with the identity ofthe

intended assignee.

1.12.2. Any right or obligation assigned by the contractor without authorisation is not

entorceable against the Commission.

11.13. FORCE MAJEURE

11.13.1. A party is not liable for any delay or failure to perform any of its covenants or its

obligations under this APA if that delay or failure is a result events of force Majeure, If the

contractor js unable to fulfil its contractual obligations owing to events offorce majeure, it has

the right to remuneration only for the services actually provided.

 

11.13.2. The aftected Party (including the MemberStates) shail (i) forthwith inform the other

Party in writing of the ovcurrence ofthe event offorce majeure and (ii) exert reasonable cfforts
to eliminate, cure or Overcome any such event offorce majeure and to resume performance

hereunder with all possible speed; provided, however, that nothing herein shall require the Party

to settle on terms unsatistactory to such Party any stnke or dispuic. To the extent that an event

of force majeure continues for a pcericd in excess of the parties agree to

negotiate in good faith either(i) to resolve the event offorce majeure, if possible, (i1) te extend

the time period to resolve, eliminate or overcome such event or (iil) to terminate the APA,

1L14. SUSPENSION OFTHE IMPLEMENTATION OF THE APA  
 

I1.14.1, Suspension by the contractor

If the contractor is affected by force majeure event, it may suspend the implementation of the

APA or performance of a Faccines Order Form for the duration ofsuch force majeure event

under the terms as set out in Article I].13; it beg understood that the time for perfonnance of

such obligations shall be extended for a period equal to the duration of such force majeure

cvcnt,

11.14.2. Suspension by the Commission or the Participating Member State

The Commissionor the Participating Member State may suspend the implementation ofthe

APA ot performance ofa Vaccines Order Formor any part atit:

(a) if the proccdure for awarding the APA or a Vaccines Order Form or the

implementation ofthe APA proves to have heensubject to irreguiariiies orfraud:

(b) in order to verify whether the presumed irregularities orfraud have actually oecurred.

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 offormal

notification, or at a later date if the formal notification sv provides.
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The Commission or the Participating Member State in question must nofif? the contractor as
soon as the verification is completed whether:

(a) it is lifling the suspension; or

(b) it intends to terminate the APA or a Vaccines Order Form underArticle 1.15.2, e).

The contractor is not entitled to compensation for suspension of any part of the APA or a

specific contract.

ILi5, TERMINATION OF THE APA
 

IL.15.1. Grounds for automatic termination of the APA

The APA will be automatically terminated in the following circumstances:

(a) if the Phase [/Il clinical trials results are non-satisfactory and do not meet their primary

end point in terms of efficacy and safety as defined in section 1.6.1.2 or if the regulatory

authorization process would prevent the project to be successful; im that case, the

contractor notifies the Commission its inability to provide the Adjuvanted Pandemic

Vaccine;

(b) if no Member State enters into a Vaccine Order Form within | afler the

communication by theCommission of the Purchasc Total Amount and the Allocation

(see Article [.6.2(11));

{c) if the Commission on behalf of the Participating Member States decides not te confinn
the Member States interest in purchasing in advance the Adjuvanted Pandemic Vaccine

(see Article 1.6.2(ii)).

1.15.2. Grounds for termination by the Commission

The Commission may terminate the APA or the Participating Member State any on-going

Vaccine Order Form in the following circumstances:

(a)

(b) if the contractor does not implement the APA or perform the Vaccines Order Form in

accordance with the terms set out in the APA or the Vaccine Order Fonns or is in

material breach of another substantial contractual obligation;

(c) if the contractor or any person that assumes unlimited liability for the debts of the

contractor is in one of the sttuations provided for in paints (a) and (b) of Article 136(1)

ofthe Financial Regulation’;

 

4 Regulation (EU, Euratom) 2078/1046 of the European Pechamient and of the Council of 18 July 2018 on the financial rules apphcable to the
general budge! 0 the Union, amending Regulations (EU) No 1296/2013, (EU} No 1301/2013, (EU) No 1308/2013, (EU) No 1304/2013, (EU)
No +300/2013, {EU} No 12316/2N13, (EU) No 2239/2014, (EU) Ne 283/2014, and Decision Ne 541/2044/EU and repeshng Regulalwn (EU,

Buratom) No 9656/2012, OJ L 793 a 307.2018, p.1 hilpsifeur-lexeuropa.euflegal. comleni/EN/TXT/TPad=1544791836234aun=
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(d) if the contractor or any redated 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;

(c) if the procedure for awarding the APA or the implementation ofthe APA prove to have
been subject to irregularities orfraud,

(f) if a change to the contractor's legal, financial, technical, organisational or ownership

situationis likely to substantially affect the implementation ofthe 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:

(g) in the event offorce majeure under the conditions as provided in Article [L.13.

11.15.3, Grounds for termination by the contractor

(a) The contractor may terminate the APA or any on-going Vaccines Order Form if the

Commission or the Participating Member State fatl to cormply with its obligations, in

particular the obligation to provide the information necded fer the contractor to

implement the APA or a Vaccine Order Form.

(b)

{c) The contractor may terminate the APA or any on-going Vaccines Order Form in the

event offorce majeure under the conditions as provided in Article 1.13.

[£.15.4. Procedure fortermination

A party mustformal/y notify the other party ofits intention to terminate the APA or a Vaccines

Order Form and the grounds for termination.

The other party has : following the date of receipt to submit observations, including the

measures it has taken or will take to continue fulfilling tts contractual obligations. Failing that,

the decision to terminate becomes enforceable the day after the time limit for submitting

observations has elapsed.

If the other party submits observations, the party intending to terminate must formally notify its

final decision to terminate the APA within . following the date of receipt of the

observations. Failing that, the APA will not be terminated.

IL15.5. Effects of termination

fa) in case ofautomatic termination ofthe APA under Article If. 1451

CELEX: 3201 BR1046
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No hability is incurred by cither party in case of automatic termination. As provided for in

Articles 1.6.1 and 1.6.2 (ii), those payments by the Commission or the Participating Memher

States shail not be refundable except in the situations defined in Articles 1.6.1.2. In accordance

with terms and conditions defined in Article 1.6.1.2. the Non-Committed Portion will be

reimbursed within . from the receipt of the Formal Notification hy respectively Sanofi

and GSK.

The contractor will transfer, upun the Commission's tequest to be provided withir ‘alter

ihe reccipt of the Formal Notification, to the Commission, or a third party named by the

Commission, any raw matcnals and pnmary componcnts not used during this first period and

paid for with the Down Payment as well as those raw materials and primary components paid

for with the Milestone 1 or Milestone 2 payments (the “Refundable Items’), as provided for in

Articles [.6.1.2, 1.6.2 (i), 1.6.3 and 1.6.4. The contractor will also facilitate the discussion of a

transfer of ceserved capacity with CMOs paid for with the Down Payment to a third party

sclected by the Commission. Any suchtransfer is subject to the CMOs express agreement and

any discussions about financial terms of such transfer will take place between such selected

third party and the CMO.

(5) in case oftermination by the Commission under Article £1,15.2

The contractor may he liable for damage incurred by the Commission or the Participating

Member State as a result of the termination of thc APA or a Vaccines Order Form if the damage

is a result ofa termination in accordance with Article [1.15.2 (a) — (), but not in case of Anicle
1f.15.2 {g). The Commission or the Participating Member State may claim compensation for

such damage, as allowed by applicable laws.

(c} in case of termination by the contractor under Article {7 15,3

The Commission or the Participating Member State may be lable for damage incurred by the

contractor as a result of the termination of the APA ora Vaccines Order Form if the damageis a

result of a termination in accordance with

The coniracler may claim compensation for such damage, as allowed by applicable

laws.

The contractor must take all appropriate measures to minimise costs, prevent damage and

cancel or reduce its commitments.

Within of the date of termination, the contractor must submit any report, deliverable or

result and any invoice required for services that were provided before the date of termination.

The effects of termination due to the abandonmentof the Project by the contractar are set out

under Article IT. 15.3 (b).

1.16. INVOICES, VALUE ADDED TAX AND E-INVOICING

1.16.1. Invoices and value addedtax
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Invoices must contain the contractor’s (or leader's in the case of a joint tender) identification

data, the amount, the currency and the date, as well as the APA reference and reference to the

Vaccines Ordcr Form.

Invoices must indicate the place of taxation of the contractor (or Icader in the case of a joint

tender) for valuc added tax (VAT) purposes and must specify separately amounts not including

VATand amounts including VAT.

The Commission is exempt from all taxes and duties, including VAT, in accordance with

Articles 3 and 4 ofthe Protocal 7 of the Treaty on the Functioning of the European Union on

the privileges and inrmunities of the European Union.

The Parties shall cooperate in good faith to ensure the tax exemption of the Commissionatall

steps of the APA and take all necessary actions to ultimately ensure such cxemption in

connection with the exccution of the APA.

For the avoidance of doubt, where legally required, VAT may be charged on doses of the

Adjuvanted Pandemic Vaccine under the conditions of national legislation. In such cases, the

taxable amount may include the amount paid by the Member State as well as the respective

portion of the Down Payment paid by the Commission,as set out in 1.6.1.

11.17, PAYMENTS AND GUARANTEES

IL17.1. Date of payment

The date of payment is deemed to he the date on which the Commission's account or the

account of the Partictpating Member State in question is debited.

1.17.2. Currency

Payments are madein euros.

1.17.3. Costs of transfer

The costs of the transfer are borne as follows:

(a) the Commissionor the Participating MemberState in question bears the costs of

dispatch charged by its bank;

(b) the contractor bears the costs of receipt charged by its bank;

(c) the party causing repetition of the transfer hears the costs for repeated transfer.

I1.17.4, Suspension of the time allowed for payment

The Commission or the Participating Member State in question may suspend the payment

periods specified in Article 1.6 at any time by notifying the contractor (or leader in the case of a

joint tender) that its invoice cannot he processed. The reasons the Commission or the
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Participating MemberState in question may cite for not being able to process an invoice arc

because tt doves not substantially comply with the invoicing process in the APA.

The Commission or the Participating Member State in question must nosify the contractor (or

leadcr in the case ofjoint tender) as soon as possible of any such suspension, giving the reasons

for it. In cases b) and ¢) referred above, the Commission or the Participating Member State in

question shall notify the contractor (or feader in case ofa joint tender) the time hmits to submit

additional information or corrections or a new version of the documentsor deliverables.

Suspension takes cffect on the date the Commission or the Participating Memher State in

question sends the notification. The remaining payment period resumes from the date on which

the requested information or revised documents are received or the neccessary further

verification, including on-the-spot checks, is carried out. Where the suspension period exceeds

two months, the contractor (or leader in the casc of a joint tender) may request the Commission

or the Participating MemberState in questionto justify the continued suspension.

11.17.5. Interest on late payment

On expiry ofthe paymentperiods specified in Article I.6, the contractor is entitled to interest on

late payment at the rate applicd by the European Central Bank for its main refinancing

operations in euros (the referenceratc) plus five points. The referencerate is the rate in force, as

published in the C serics of the Official Journal ofthe European Union, on the first day of the

month in which the paymentperiod ends.

Suspension of the payment period as provided for in Article I].17.4 ts not considered as giving

Tisc to late payment.

Interest on late payment covers the period running from the day following the duc date for

payment up to and including the date of payinent as defined in Article [1.17.1.

IL.18. RECOVERY

17.18.1. Recovery procedure

Before recovery, the Commission or the Participating Member State in question must formally

notify the contractor of its intention to recover the amountit claims, specifying the amount due

and the reasons for recovery and inviting the contractor to make any obscrvations within 30

days ofreceipt.

If 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.

lf 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:
4)
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(a) by offsetting them against any amounts owed to the contractor hy the Commission or

the Participating Member State in question;

(b) by taking legal action.

f},18.2. Interest on late payment

If the contractor does not honour the obligation to pay the amount due by the date sct by the

Commissionor the Participating Member State in question, the amount duc bears interest at the

rate indicated in Article 1.17.5. Interest on late payments will cover the period starting on the

day after the due date for payinent and ending on the date when the Commission or the

Participating Member State in question receives the full amount owed.

Any partial paymentis first entered against charges and interest on late payment and then

against the principal amount.

11.19. CHECKS AND AUDITS

11,19.1. The Commission and the European Anti-Fraud Office may check or require an audit on

the implementation ofthe APA. This maybe carried out either by OL-AF’s own staff or by any

outside body authorised to do so on its behalf.

Such checks and audits may beinitiated at any moment during the provision of the services and

up to five ycars starting from the paymentofthe balance ofthe last Vaccines Order Form issued

under this APA.

The audit procedure is initiated on the date of receipt of the relevant letter sent hy the

Commission. Audits are carried out on a confidential basis.

Audit missions scope applies to the contractor's compliance with applicable regulatory

standards insofar as relevant for the implementation of the contract. Audit missions may not be

extended to a broader audit of the contractor's activities or the contractors’ contractual

relations, which do not involve the Commission or the Participating States regarding the

purpose of this APA or the Vaccines Order Forms.

1.19.2, The contractor must kecp all original documents stored on any appropriate medium,

including digitiscd originals if authorised undernational taw, for a period of five years starting

from the paymentofthe balance of the last Vaccines Order Form issued under this APA.

11.19.3. The contractor must grant the appropriate nght of access to sites and premises where

the APA is implemented andto all the information, including information in electronic format,

necded 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.

I1.19.4. On the basis of the findings made during the audit, a provisional report is drawn up.

4]
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The Commission or its authonscd representative must scnd it to the contractor, who has 30 days

following the date of rcceipt to submit observations. The contractor nuustreccive the final report

within 60 days following the expiry of the deadline to submit observations.

On the basis of the final audit findings, the Commission or the Participating MemberState in

question may recoverall or part of the payments made in accordance with Article [1.18 and may

take any other measures whichit considers necessary.

I1.19.5, In accordance with Council Regulation (Euratom, EC) No 2185/96 of 11 November

1996 conceming on-the-spot checks and inspection carried out by the Commission in order to

protect the European Communities’ financial interests againstfraud and otherirregularities and

Regulation (EU, Euratom) No 883/2013 of the European Parliament and of the Council] of 11

September 2013 conceming 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 undernational law.

The investigations may be camed out at any moment during the provision of the services and

up to five years starting from the paymentof the balance of the last Vaccines Order Form issued

under this APA.

11.19.6. The Court of Auditors and the European Public Prosecutor's Office established by

Council Regulation (EU) 2017/1939° (‘the EPPO’) have the same rights as the Commission,

particularly nght of access, for the purpose of checks, audits and investigations.

 

$ Council Regulation (EU} 2047/1939 of 12 October 2017 implementing enhanced cooperation on the estaplishmentof the European Public
Prosecutor's Office
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Annex Il

VACCINE ORDER FORM

|, FName of Meinber State] (the “Participating Member State”),

teprosented for the purposes of signing this specific order form by [forename, stirname,

function, department ofauthorising officer],

[P47 intra com registration number]

And

2. Sanofi and GSK

[Fud? official address]

[VAT registration mumber]

("the contractor"), represented for the purposes ofsigning this specific order form by

forename, surname andfunction oflegal representative,|

WHEREAS, Sanofi/GSK and the Commission acting on behalf of and in the name ofthe

Participating Member States entered into that Advance Purchase Agreement for the production,

purchase and supply of the ChAdOx! nCov-19 vaccine in the European Umon dated

| September, 2020 (the “APA”).

WHEREAS,the APA provides that each Member State can execute an Order Form with the

information filled in (a “Vaccines Order Form”);

WHEREAS,the Participating Member State wishes to order Doses from the contractor in

accordance with the terms of the APA.

WHEREASin accordance with the provisions set oui in the APA, the contractor has agreed to

supply the Adjuvanted Pandemic Vaccine allocated to each Participating Memher State in a

given timeframe, should it manage to develop a safe and effective vaccine.

HAVE AGREED

Article 1

Subject matter

1.1 This Order Form is entcred into as contemplated by the APA for the production and

purchase of a successful COVID-19 vaccine in the European Union, signed by the

European Commission on behalf and in the name of the Member States and Sanofi and

GSK on [complete date]. This Order Form is an integral part of the APA and the terms
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1.2

2.1

2.2

2.3

24

2.5

3.1

and conditions of the APA and inparticular Article 2.6 thereof are incorporated into this

Order Form by reference.

By execution of this Order Form, the undersigned Participating Member State hereby

exercises the option to purchase [insert the number of doses} Doses of the Vaccine in

accordance with Article J.6.2 of the APA_and to perform ail obligations imposed on the

Participating Member State by the APA with respect to such purchase.

Article 2

Price, Additional Costs, method of payment and invoicing

The Price per does shall equal the Final Price as determined in Article 1.5.1 and Article

L.6.2 of the APA.

The Additional Cost per dose of Adjuvanted Pandemic related post Marketing Studies

will be added (with applicable VAT) to the invoices sent to the Participating Member

States as determinedin section 1.6.6 of the APA.

All payments to the contractor under this Order Form shall be made by deposit of Euros

by wire transfer of immediately available funds in the requisite amount to the bank

account referred to in Article 1.7 of the APA. Payments for shipments of Doses shall be

due and payable within thirty (30) days following invoicing for such Doses.

Invoice in paper format ar by electronic systems for payments must contain the following

information:

(i) Name of the concerned Member State

(ii) APA and Vaccines Order Form numher/reference

(iil) Order reference

(iv) VATintracom number of the MemberState

The undersigned Participating Mcmber State hereby undertakes to comply with the

payment obligations referred to in the APA, including but not limited to the Milcstones

payments as set forth in Article 1.6. of the APA, with respect to the quantitics of doscs

purchased by the undersigned Participating MemberState.

Article 3

Distribution

The delivery hub for the Participating MemberState is as follows:

[Member State to enter unique location ofthe delivery hub]

3.2 The contractor shall notify the representative of each Participating Member State in good

timc prior to such time that the contractor expects doses of the Adjuvanted Pandemic

Vaccine to be available. This should be done at least 6 weeks before the start of the first

delivery and continue on a rolling basis. Such notification shall] include an estimate of the

number of doses expected to be available for delivery and the expected dates that such
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doses will be available to be shipped to the delivery hub designated by the Participating

MemberState.

3.3. The contractor shall deliver the vaccine doses at the unique point of delivery indicated by

the Participating Meinber State. The delivery will occur CIP (INCOTERMS2020). For

the avoidance of doubt, the Participating MemberState will bear the costs of setting up of

the delivery hub and the distribution as of the delivery hub.

Article 4

Communication details; Notices

Any notice given under this Order Form shall be in writing in English, shall refer to the APA

and this Order Form and shall be sent by either pre-paid recorded first class post/pre-paid

airmail or courier to the principal office or registered office of the recipient or hy electronic

transmission to the addresses set forth below:

Participating MemberState:

[Full name]

[Function]

[Name ofParticipating Member State]

[Full official address]

E-mail: {fcomplete]

Thecontractor

[Full name]

[Function]

[Full official address}

E-mail: {complete}

Article §

Liability of Sanofi and GSK

This is a joint agrecment with Sanofi Pasteur and GSK. Both Sanofi Pasteur and GSK enter into

direct, tri-partite contractual relations with the Participating Member State within the

framework of the APA concluded between the Commission and Sanofi Pasteur and GSK.

In terms ofliability, Sanofi Pasteur and GSK are jointly and severally liahle for the

performance of the APA, including with respect to any financtal obligations or liabilities

towards the Commission and the Participating Member States. The Adjuvanted Pandemic
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Vaccine is composed of Sanofi Pasteur’s recombinant COVID- 19 Spike protein antigen and

GSK’s squalene- based Adjuvant, to be reconstituted at bedside before injection. The

Adjuvanted Pandemic Vaccine therefore relies on essential contributions from each of Sanofi

Pasteur and GSK which the respective other party does not and cannot deliver. As a

consequence, it 18 apreed that if Sanofi Pasteur and GSK are unable to meet their supply

obligation for a committed supply of Adjuvanted Pandemic Vaccine under this APA, any

remedy imposed on Sanofi Pasteur and GSK to require performance and supply of the

Adjuvanted Pandemic Vaccine will not require (1) GSK to manufacture or supply Sanofi

Pasteur’s recombinant COVID-19 Spike protein antigen, nor (2) Sanofi Pasteur to manufacture

or supply GSK’s squalene-based Adjuvant. This is due to the proprietary nature of these

respective components and the specific expertise and unique contributions of each of Sanofi

Pasteur and GSKfor the supply of the Adjuvanted Pandemic Vaccine.

Article 6

Indemnification

The Participating Member State acknowledges and aprees to be bound by the provisions of

Article 11.6 of the APA, with regard to liability towards third partics and the indemnification of

Sanoft Pasteur and GSK.

Article 7

Termination

This Vaccine Order Form shall terminate concurrent with the APA and with the sameeffects of

termination as set forth in the APA,

Signatures

For the MemberState authority,

[forename/surname/function]

signature:

Done at [place], {date}

In Lriplicate in Iinglish.
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Annex to the VACCINE ORDER FORM

SHIPMENT ACCEPTANCE PROCEDURE

Immediately upon delivery of the Adjuvanted Pandemic Vaccine, the Participating Member

State shal], through visual examination:

(i) carefully inspect each shipment of Adjuvantcd Pandemic Vaccine with respect to

quantities, damages and defects, and, more generally, to the correspondence of the

delivered Adjuvanted Pandemic Vaccine with the Vaccine Ordcr Form, the invoice and

the relevant documentation accompanying such shipment and;

(ii) make sure that the cold chain was maintained during the shipment by downloading the

temperature of the Adjuvanted Pandemic Vaccine and providing immediately such

information to the contractor.

In the event of a major problem (damaged containers, leakage, improper tubing,alteration in the

cold chain etc.) during transportation and prior to the delivery of the Adjuvanted Pandemic

Vaccine to the Participating Member State, the Participating Member State shall notify

immediately upon reccipt of the Adjuvanted Pandemic Vaccine, the carrier with such damages,

defects, cold chain break or discrepancies and have them specifically noted on the consignment

pages of the carricr and have such papers signed by the carrier's driver. In such latter case. the

Participating Member State shall within three (3) calendar days transmit a copy of the signed

consignment pages to Sanofi Pasteur.

Any failure of the Participating Member State to duly and timely notify Sanofi Pasteur of any

defect or damage in any delivery of Adjuvanted Pandemic Vaccine within the delay provided

above shall be construed as an irrevocable acceptance of the said delivery of Adjuvanted

Pandemic Vaccine. In such a case, the delivery of Adjuvantcd Pandemic Vaccine shall he

deemed to he of good condition and to conform to the relevant documentation, and the

corresponding Vaccine Order Form.

If it is apreed between the Parties after the conduct of further investigation, that if the

Adjuvanted Pandemic Vaccine is not in good condition, or does not conform to the relevant

documentation or the Vaccine Order Form, Sanofi Pasteur shall replace the damaged or non-

conforming Adjuvanted Pandemic Vaccine or shall credit to the Participating MemherStatc an

amountequal to the Final price of the Adjuvanted Pandemic Vaccine

PHARMACEUTICAL REQUIREMENTS

Distribution and storage conditions: The Participating Member State shall respect the

European Good Distrihution practices (EU GDPs) and have to take measures to avoid abnormal

temperatures, humidity and light and to ensure the absence of microorganisms, parasites and

wormsand cross contamination.

The Participating Member State shall respect all the storage conditions as regard to moisture,

temperature and light which are notified by Sanofi Pasteur and/or written on the packaging of

the Adjuvanted Pandemic Vaccine or provided for in the Adjuvanted Pandemic Vaccine Union
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Marketing Authorization for the Adjuvanted Pandemic Vaccine and in accordance with EU

GDPs. The integrity of the initial labeling and packaging must be preserved.

Product Technical complaints: Each Product Technical complaint will be notified to Sanofi

Pasteur or its Affilate by the Participating Member State with the defective sample, name of

the Adjuvanted Pandemit Vaccine, lot number, quantity, description of the defect. For the

purpose ofthis section, Product Technical complaint shall mean any written clectronic or oral

communication that alleges deficiencies related to the appearance, labeling, identity, quality,

and stability of the Adjuvanted Pandemic Vaccine.

RECALL

Recall duc to manufacturing: If ai any time or from time to time any regulatory agency

having jurisdiction in the country in which the Adjuvanted Pandemic Vaccine is supplied,

requires the Participating Member State to recall the Adjuvanted Pandemic Vaccines due to a

defect in the manufacture, processing, packaging or labeling of the Adjuvanted Pandemic

Vaccines or any other matter whatsoever occuring prior to the transfer of risks in the

Adjuvanted Pandemic Vaccines to the Participating MemberState, the Participating Member

Siute shall immediately notify Sanofi Pasteur and review with Sanofi Pasteur the proposed

manner in which the recall is to be carmed out. The recall shall be carned out by the

Participating Member State wholly at the cost of Sanofi Pasteur in as expeditious manner as

possible and in such a way as to comply with good public health practices and to attempt to

eause the least disruption of distribution of the Adjuvanted Pandemic Vaccines in the country

Reimbursement: With respect to any recall resulting from a defeet in the manufacture of the

Adjuvanted Pandemic Vaccines by Sanofi Pasteur or a defect in the packaging or labeling by

Sano Pasteur of the Adjuvanted Pandemic Vaccines, Sanofi Pasteur shall credit to the

Participating Memher State an amount equal to the Final price (that shall exclude the costs of

Iransportation and insurance as mentioned in section 1.5.1.) paid by the Participating Member

State to Sanofi Pasteur for shipments of Adjuvanted Pandemic Vaccines so recalled, On the

contrary, with respect to any recall resulting from handling, stocking or transportation faults by

the Participating Member State, the Participating Member State shall not be exemptto its

obligation 10 pay Sanofi Pasteur for the defective Adjuvanted Pandemic Vaccines.

Recall duc to the handling: If at any time or from time to time any regulatory agency having

jurisdiction in the Territory requires the Participating Member State ta recall any Adjuvanted

Pandemic Vaccines in respect of which risk have passed to the Participating MemberState, due

to a defect in the Adjuvanted Pandemic Vaccines resulting from the handling, storage or

transportation or any other matter whatsoever occuring after delivery of such Adjuvanted
Pandemic Vaccines to the Participating Member State, the Participating Member State shall

immediately notify Sanofi Pasteur of such event and of the proposed manner in which such

revall is to be carried out. The recall shall be carried out by the Participating MemberState,

, in as expeditious a manner as possible and
in such a way as to comply with good public health practices and to attempt to cause the least

disruption ofdistribution of the Adjuvanted Pandemic Vaccines in the country and to preserve
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the reputation of the Adjuvanted Pandemic Vaccines, of the Participating Member State and of

the Contractor,
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Annex IFI — Agreement between the Commission and Member States on procuring Covid-19

vaccines on behalfof the Member States and related procedures, annexed to the Commission

Decision C (2020) 4192 final of 18 June 2020
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