Fac-similé du contrat signé entre Sanofi-GSK et I'Union européenne
Mercredi 17 Février 2021

Pour I'heure, seuls trois contrats de préachat de vaccins, sur huit au total, signés par I'UE avec des
multinationales engagées dans la course aux vaccins, sont officiellement accessibles au grand
public : CureVac, AstraZeneca et Sanofi-GSK. Ces pages sont extraites du contrat signé entre Sanofi-
GSK et I'Union européenne.

SENSITIVE - Ref. Area{2020140556.182 - 16/09/2020

EUROPEAN COMMISSION

Directermc-Geaensl for Heatth and Food Safety

W

ADVANCE PURCHASE AGREEMENT {"A_PA")‘ for the development, production,
priority-purchasing options and supply of & suctesstul COVID-19 vaccine for EUU Member
States

SANTEZV20CIN42 - SIZ. 834667

1. The European Commission, acting on behalt and in the name of all the EU Member States
(heremafier referred to as “Member Statcs“)z :

being represented for the purposes of the signature of this APA by Ms Stella Kyniakides,
Commissiorer for Health and rl{-)\?od Safety,

on the one part and

2. SANOFI PASTEUR 8.A, Société Anonyme (SA), a company existing and organised under
the laws of France wilh ite registered office located at 14 Espace Henry Vallée 60007 Lyon,
France regisicred with the RCS number in LYON (France) B 349 505 370 under number VAT
number: FR 54 349 5035 370

{hereinafter referred to as “Sanofi Pasteur™), represented for the purposes of the signature of
thiz APA which has the form of a framewaork controct by

And

3. GLAXOSMITHKLINE BIOLOGICALS S.A., Société anonyme {SA), @ company existing
and organised under the faws of Belgium with its registered office located at Rue de I'Institut
89, B- 1330 Rixensart, Belgium, Rejistered with the Legal Entity Register (RPM Nivelles)
under number VAT number 0440.72.018

hereinafier referred to as “GSK™), registered with the Legal Entity Register (RPM Nivelles)
wnder number VAT number 0440.72.91 8, represented for the purposes of the signature of this
APA which has the form of a framework contract by and

(Sanoli Pasteur gnd GSK collectively *the contractor”)

on the other part,

' This APA is based on fhe agreement between the Conmission and the Menber Slales as approved by Commissivn Decision C(2020)
4182 “nal on approving e agreement wilh Merber States on procurihg Covid-19 vaccihes on berall of Ihe Member States ard related
procedures.

* As provided for in Arlicte 44330) of Coundl Reguistion (EU) 2016389 of 15 March 2018 on e prowsion of BMeEncy suppon sihin (he
Union as amendeé by Council Regulation (EU) 2020821 of 14 Apri 2020 aciivaing the emergency support under Regulation (EU)
20167369 and anendng its provisions taking inlo account the COVID- 18 oulbreak.



intention and the detailed terms. In case a Member State does not agree with the conclusion of an
APA containing an obligation to acquire vaccine doses or its terms, it has the right to opt out by
explicit notification to the Cemmission. All participating Member States not having opted out in
accordance with the Agreement between the Commission and the Member States arc deemed to
have authorised the Commission to negotiate and conclude an Advance Purchase Agreement with
the vaccine manufacturer in their name and on their behalf.

This APA is such an agreement which the Commission enters into on behalf and in the name of the
Member States which have not opted out of the agreement. These participating Member Stafes
will then have an obligation to acquire the Product and a right to be supplied with the respective
Product doses. While the APA 1s legally binding upon those participating Member States, it will
be further implemented by means of the conclusion of contracts between the participating Member
States and the contractor. The present APA will be complemented by a Vaccine Order Form
(“Vaccine Order Form™) between cach of the participating Member States and the contractor. A
template Vaccine Qrder Form for the agreement between cach of the participating Member States
and the contractor is attached in Annex I1.

The development, production, advance sale and supply of the Product as per this APA require
significant investments by the confractor to increase the speed of wvaccine rescarch and
development and clinical trials and the preparation of the at-scale production capacity along the
entire production value chain in the EU required for a rapid deployment of the millions of deses of
the Product. The Commission as well as the participating Member States arc willing to contribute
to financing of those investments in the form of up-front payments.

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

K. The Parties recognise that the accelerated development timelines to deliver the clinical trial and
follow-up programme agreed with EMA means that the contractor under no circumstance can warrant,
or assume any liability, at the time of entry into force of this APA that the Preduct will be ultimately
available or will produce the desired results, i.e. shows sufficient efficacy to prevent a COVID-19
infection, or be without inacceptable side effects. The participating Member States arc willing to
share those risks, which includes an obligation of the participating Member States to indemnify the
centractor and its CMOs in case of liability incurred, settlements paid and certain costs relating to
third party claims with respect to those risks under the conditions sct out in this APA. The
Commission and participating Member States acknowledge that the use of Preducts will happen
under epidemic conditions requiring such use, and that the administration of the Product will thercfore
be conducted under the sole responsibility of the participating Member States.

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

The participating Member States further acknowledge that the specification of the Product has not vet
been fully determined and still contains target specifications, which are being refined as supporting
data emerges. In particular, the vaccination regimen
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Sanofi Pasteur ad GSK sholl be emitled to direct part of the sotivitics contemplaced in this
APA 1o their respective Afliliates. It being undersiocod that Sanofi Pasteur and GSK shall
e solehy linble wowards the Commission or the Participating Member Siates, as the cae
miay b, for actions of their Afflates as par aricle 112,

LA2. Timeline
Tumicline for availability of Adjuvaried Pandenic Vacine is enticipoted as follows:
+ Star full scale S Artigen Drug Substance production SN
+  Firsl doses of Adjuvanted Pusdemic Vaeeine shipped [0 (pending

Unioe narketiog suihorissdon)
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Consequently, it is anticipated et up to three hundred (300) million doscs of the Adjuvantel
Paadercie Vacsine for Relovant Member Stabes. will be available as follows:

-
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Taing into scvmun: the timelines ugreed in these special conditisns, Sanofi and GEK will gse
Wt ) nessunable elfores i auhere W such delivery schedule
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Mnimam smount of the APA, muxbuem prices and mechanism o determine » foal
price

Senofi Pastewr and (8K commit that the price for tie Adjuvenied Pandemic Vacone will in
any case not be more tan IR per dose (oxclosive of VAT This is a ceiling price.
This [ Euru Ceiling Price inchudes IR coresponding t transpoctition md iclated
insurance ansts per dose of Adjuvinted Pandemic Vacone
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* ‘The Furopean Cammission will suppor Sanofi Pasteur and GSK for expenditures
muummwmmnwm-
P ‘. doses in advance accos wﬂ: icn of the clinicsl developement of
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The firal price will depend wnmﬁﬂmlnnﬁmbh‘mmw

from (ond of phase VI, Semofi Pastewr and GSK will

1o the Commi the final price ithe “Final Price”) and will imform the

anmmnmmmm The Final Price will be
g per Anicle [1.5.2

in case Where showd be material differences 1o the anticpalod volume of the Adjuvanted
Pendernic Vaccine und the time-ins in which it is anficipatad 1o he available. as 261 out i
Articler 14,1 and 1.4.2, Sancll Pasteur and GSK will duly inform the Commiss.on and provide
the rativsiale xal susch o es crea.

in any event, the Final Price shell not exceod [N por dose ceiling (exclusive of
VATL

L, PAYMENT ARBANGEMENTS
It Is the comman imention of ihe Fanics © make the Adjuvanied Pandemic Visccine available in
the Member Siates of the Earopean Union s soon 1s possible, which requines production 1o
efart s enon ax possible while the Adjuvanted Pandemic Vaccine i« efill snder develnpment.

The scecleration of the - riss prodecton af the three hendred (3000 millien doses of the
wmmhummmmmmmmu

anly to invest nﬁlw#llmm & ing nirastroctures et sl
o support ditinal eperating expendir g significant opportanity cost)
related o the Ea e pply preparedness of awch doses during 2020

Considerng ths, the Parties sgree o share the risks irdisced 95 fallows:

* Sanofi Pasteur and GSK will deploy a large network of mdusinel sssets and @ brosd
wirk farce, and suppont sssociated costs:

o Sanofi Pastcur and GSK awn industrial assets: SERI
[o e e = ]

o S expens comtributing o the project across Sarofi Pasteur sad GSK
supponiing delivery for Euepe 10N
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*  CMO costs including take or pay 1o expand [
. Cmm‘lymmmﬁmuﬂcixmmnm

I full fransparency, Sanofi Pastosr and GSK shall provide 1o the Commission cogular roparts

that will subsantistc the activitios perfisrmed and progrosse: madc regarding the manufacturing.
preparsdness supponed by the Down payment (hereafler “the Down Payment Progress
Mewcl W0 siruture financtal comimiiments i 5 way Ut supports seale up of produstion of ihe Repor™).

mmwrmmmmmum«mwn

®  The firs mechanism is @ down payment intended to suppart Senofi Pasieur snd GSKs
exevution of additionsl skilled work force, and CMO's contracting sietus 10 expand
memfictu ing capociy. NS QTR

Suck Down Peyment Progress Reports shall be provided by each of Sanofi Pasteur and GSK for

W Rt A S 1 i Ak O SR 6kgut M) WiCN the firs: ome net later them end of October 2020 gnd for the 3sc0nd by nd of Deccmber 2020,

three separate Ninancinl milestones, wherchy the first financial milesione will be split o

I ::-:-3“ mmmulmmm&ﬂmmr«mmm
i ; e i Total Purchass Amount is superior o1 squal 15 the Down Paymeet (see illss
- _ canmples undar Articke 164) The Down Payment by the Commission shall he taken info
161 In order to enable Sanofi Pasteur wnd GSK 10 initiste full scade production of the scooun’ in equal terms per dose purchased by the Member Sties and tae price per dose 10 be

Adjuvantod Pundemic Vaccne for the EU Murkst [t te peid by cuch Member State siall be e same.

mamufactunng
loiger be avoided) until the peeliminary resslts of Phase VIl of the slinieal tria of the
Adjuvasted Pandomic Vaccine

_hummmummw
Such expenditres will sllow Sanofi Pesteur and GSK to be in 8 positon 1o prepene production

i1 2020 and s MWl seale in while simulaneusly cosducting
Thase [

The Commissian will suppor these hrough ¢ financial contribution oS
exdusive of VAT (the “Down Paymznt”) sccording

-

1 the fullowing types o expendinres. _— ————
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* Project costs, including technology transfers to indumnal sites ) CMOs, e——— S

qualificamion hatehes, aad develpmen * scale up L= & S A o = g

» Buw maberials snd primary components (viels, stoppers, propeietary media for cell ] F S O W s
culiure, by ged, ruw for adjirvand bulk production), These

and primary
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= Direct costs, including hiring and tainng of sdditionsl skilled work Forve in
Earope;
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L.6.5 Abandonment of the project

L.6.6 Post-Marketing Study Costs

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

“EMA™) could require Sanoli Pasteur and GSK to perform Post Marketing Studics (“FMS™) on
vaccine safely, efficacy and eflectiveness, In the pandemic context, the accelerated
development timclines for COVID-19 vaccines with short follow up periods in clinical tnals
will likely lead to PMS requests with a scope and size far beyond PMS requested for regulac
vaceine projects and may include longer ternm effcctivencss studies, studies in special
populations (e.g., studies in pregnant women, frail elderly people, HIV or cancer patients,
patierts with underlving autoimmune diseases) as well as additional studies addressing real or
percerved safety signals. The last point is a likely consequence of products, which will be
rapidly relled out to very large populations in a pandemic setting resulting in higher {requencies
of spuribus signals which have to be formally studied. The costs for such PMS have been
estimated at an smount of | s For clarity, regulur expected post licensure
acliviies, which come with any licensure of a new product (e.g. lowering age indication
{pediatric pnpu.latmns) longer term follow up of a suhset of the phase [11 cohort, regular

These estimated costs have been agreed by the Parties lo constilute a maximum lump sum that
would be paid by the Participating Member States through the allocatien of an additional
amount of upw | eaclusive of VAT) per dose of the Adjuvanted Pandemic Vaccine,
invaiced 1o the Participating Members States (the “Additional Costs™).



L23:5.

1.23.6.

L23.,

1.23.8.

L.239.

1.23.10.

1.23.11.

Indemnification pursuant to Article 1.23.3 will only be available for Lesses that consist of; (i)
liability towards the injured Party for death, physical,
mental or emotional injury, illness, disability, cost of care, property loss or damage, loss of earnings,
and business interruption; and (ii) all rcasonable and nccessary costs related to such Losses
including legal fees, expert fees and other litigation or settlement expenses.

In casc liability has been incurred by the Indemnified Persons for Losses, the contractor shall give
the participating Member State in question, or an independent expert as referred to in Article 1.23.8,
access to all information reasonably necessary for the participating Member State to indemnify the
Indemmnified Persons and to verify whether the above mentioned conditions are fulfilled.

The participating Member State shall be allowed to access the information through an independent
expert in the field of damage claims, in particular in the field of public health, subject to an
obligation of strict confidentiality. In that case, the participating Member State shall notify the
contractor in advance of 1ts intention to use an expert and the identity of such expert. The
contracter shall be allowed to object to the use of an expert within 30 days counted from such
notification, if it puts forward reasonable grounds on the basis of which the specific expert in
question should not be permitted access to such information, such as conflict of interest. In such
case, the participating Member State shall be allowed to appoint a new independent expert and
notify that expert to the contractor.

The contracter shall promptly inform the relevant participating Member State of any damage
claims brought against any of the Indemnified Persons (a “Third Party Claim™), stating the nature
and basis of the damage claim in question and, if possible, the estimated amount of damages. The
contractor shall use reasonable efforts to keep the participating Member State informed of any
developments relating to such Third Party Claim, including updates on the estimated amount of
damages.

The contractor shall ensure that the Indemnified Persons take such commercially reasonable
actions to avoid, defend or settle the Third Party Claim and to mitigate the liability incurred. Within

calendar days of the submission by the confractor of an invoice for such actually
incurred Losses (also when they arise during the course of legal proceedings or settlement
discussions), the participating Member State shall provide written confirmation to the contractor
that it will indemnify such losses, subject to the conditions set out in the present indemnification
clause, in particular the conditions set above.

The contractor shall keep the participating Member State reasonably informed in relation to
the Third Party Claim and the contractor may scttle the Third Party Claim only with the prior
consent of the participating Member State (such consent not to be unrcasonably conditioned,
withheld or delayed).

Alternatively, the cemtractor may request, to the extent possible under the applicable rules of
procedure, the participating Member State to assume (with its own counsel and at its own costs)
sole control of the defence or settlement of the Third Party Claim; provided that: (i) the
participating Member State shall rcasonably take the contractors interests into consideration and
shall not settle such Third Party Claim without the prior written consent of the confractor (such
consent not to be unreasonably conditioned, withheld or delayed); and (ii) the contractor shall have
the right, but not the obligation, to participate in the defence or scttlement of the Third Party Claim
and to retain its own counsel in connection with such Third Party Claim at its own expense.
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LS, COMMUNICATION BETWEEN THE PARTIES
1L5.1. Form and means of commuaication
Any communication of information, notices or decurments under the APA must:

{m) be made in writing in paper or clecironic format in the language of the contract;
() bear the APA number and, if applicable, the Veccines Ovder Form mnvber;

{c) be made using the relevant communicstion detsils st out m Article 1.8; and

(e b senit by mi] or email.

IF a party requests written eonfirmation of an e-mail withat a ressonable time, the other panmy
must provide oo originel signed paper version of the communication s so0n &5 possible.

The parties agree that any communicaiion mude by ermail has full logal effect and is sdmissible
=s eviclence in judicial procoedings.

11.5.2. Date of communications by mall and email

Any communication is deemed o have been made when (e recgiving parly receives it saless
this APA contrisct refirs 10 the date when the communicution was seat,

E-mail is deemed to have been received hy the receiving party on the day of dispatch of that e
mail, provided that it is sent 0 the e-mail address indicated in Anicle L8, The sending pamy
must be able 10 prove the date of dispatch. In the evenl thal the sending party reccives o non-
delivery report, it must make cvery ¢ffort fo ensure that the other pariy actually receives the
commumication by email or mail. In such & case, the sending pany is nof beld in breach of its
i 10 send such commumication within a specified deadli

Mail sent to the Commission or the Participating Member State i deemod fo have been
received on the date un which the depariment responsible referred W in Article L8 registers it.

Formal notifications are w have been ived by the iving party on the daic of
receipt indicated in the proof received by the sending party that the message was delivered 1o

106, LIABILITY TOWARDS THIRD PARTIES AND INDEMNIFICA TION

ILG.1. IT & third parly brings any sction against the C issbon of 4 P o
Shate in ctinn wilh the fmpl o the APA, including any action for alleged breach
of imelloctual property nghts, the contractor must assist the G issiom or the Participali

Member Siate, including by imervening in suppont of the Comrmission or the Panicipating
Member State upon roguest.

SANTE00CI042 SENSITIVE
1LA2Z The wse of the Adjuvanied Pandemic Vaccine will aceur in coaformity with B and
nalional legistation povernng such use and the inistration of those will be
condected under the sole resp ility of the I ineting Member Simes, Due 1o the speeific

Panidemnic Visceane sme nod vt Fally nomn i
sddition, the virs for wikch the Adjuvanted Perdemic Vaociae is intended o immusize is
likely 10 b¢ highly vinulent.

[L&A, Under such circwmstances, sheend a specilic indemnilication clause, Sanoft Paster"s and
(5K poiformance under this APA would sabject Sasofi Pastours and GSK w increased
Tiatsility risks for which Sanofi Pasteus and (5K in all faireess should be beld harmless.

1164 Each Partizipating Member Stae shall, directly or through any of its agencics amd/or
exigling indemni Hcathon funds indemnify and hold harmiless each Sanefi Pasicur asd G5K and
their fespoctive A Tilines (ihe “Senofi Pasteur Indemnified Entities™ and (he “G5K Indemnifiat
Butities™, respectively] for ary snd all labilicy, and reasonable dismel exiemnal legal cosis.
mecessary W the defensy in Third Party Claims, (1. law finn’s fecs, external experts foes)
meurmod and nommally borme by them relating to harm, demages and bosees (togethar, the
“Lasses”) ussociaed with the death, physical, ment) or emetional injury. (llness. disakilicy.
property loss or demage or business interruption of a perty igjered e result (“the Injury™) of the
s or deployment of the Adjuvaated Pandemic Vaceine in the jurisdiction of the Partic pating
Member Smie in question.

Such indemmification will be svailable to the Sanofl Paswer Indenmilisd Estities and the OSK
Inderunified Entitics for the Loases arising from the ase sl adménistration of any Adjuvanied
Pandemnic Vaccine doses sold during the indtinl duretion of the Down Payment asd Advance
Putchase Agresmient which ieem will be of 1] months (the “Covered Doses™) (even if delivered
angbor used siter) eod will apply o Losses ansing from vaccinanon with such Covered Doses
regardless of when the Injury |eading W the Losses ocows of is reparied.

In the event the Parties mutually agree o extend the Advance Purchase Agreement afier its
initind durntion and ten mutoslly sgree 1 sepply additions) doses of the Adjuvented Pandemic
Vaccine under such extended agresment, the Partics will discuss in good faith whether any
armendment i the above ndemmification provisions i warmnted.

IL&S. There shell be no asligation to indemnify and hold Sanofl Pasteus Indemnlfied Emities
end GSK Indemnified Entities harmdess where it is demonsinated

[
-



for any Participating Member State to conclude such a contract on the basis of the APA. The
APA shall contain a clause to this end.

Article 4: APAs containing an obligation to acquire vaccine doses

Where the Commuission intends to conclude, in conformity with the present agreement, an
APA containing an obligation to acquire vaccine doses, it shall mform the Participating
Member States ol such intention and the detailed terms. In case a Participating Member State
does not agree with the conclusion of an APA containing an obligation to acquire vaccine
doses or its terms, it has the right o opt out by explicit notilication to the Commission within
5 working days afier the Commission has communicated its intention to conclude the APA.
All Participating Member States not having opted out within the period of 5 working days are
deemed 1o have authorised the Commission to negotiate and conclude the APA with the
vaceine manufacturer in their name and on their behall

Article 5: The legally binding nature of APAs

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

Article 6: Responsibility and lability

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

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

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

Article 7: Obligation not to negoliate separately
By signing the present Agreement, the Participating Member Siates confirm  their
participation in the procedure and agree not to launch their own procedures for advance
pinchase ofthat vaccine with the same manufacturers.
In case an APA containing an obligation to acquire vaccine doses has been concluded with a
specific manulacturer, the Member States having made use of the opt-out provided under the

present Agreement can enfer into separate negotiations with the same manufacturer afier the
APA under the present Agreement has been signed.

Annex

Initial considerations
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