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EUROPEAN COMMISSION 
DirttlOlllt.(itntr1I ror Htlllh Ind food Sift.I)' 

ADY ANCE PURCHASE AGREEMENT ("APA'11 for the development, production, 
priority-purchasing options and·supply of a successful COVID-19 vaccine for EU Member 

States 

SANTE/2020/C3/043 - S12.838335 

I. The European Commission, acting on behalf and in the name of the ~ember States 
set out in Annex llI (hereina~er referred to as "Participating Member States")/: 

·•· being represented for the purposes of the signature of this APA by Ms Stella Kyriakides, 
Commissioner of Health and Food Safety 

on the one part and 

2. Pfizer Inc. 

Incorporated in Delaware (Registration Number 0383418) with its registered address at 235 
East 42nd Street, 10017 cw York City, NY (UNTTED STATES) 

appointed as the leader of the group by the members of the group that submitted the joint tender 
(hereinafter referred to as "Pfizer") 

and 

Bio Tech Manufacturing GmbH 

Registered with the commercial register of the lower court (Amtsgericht) of Mainz, Germany 
under HRB ~}~~'81 with its registered address at Ander Gold8Nbe 12, 55131 MAINZ, 
GERMANY 

(hereinafter referred to as "BioNTech") 

as a member of the group ~S~~ 'the Contractor'), represented for the purposes of the 
signature of this APA which has the form of a framework contract by Nanette Cocero, President 
of Vaccines, Pfizer Inc. 

on the other part, 

This APA is b>sed on "1• 1grccrnen1 b•hw•n the Commission 1111d tl,, M,mbtr Stilts as opproY<d by Cornmiuicn D«i$ioa 
C(2OlO) 4192 final on approving lht lgrttmull wilh Mtmbt, Sllld on protuci:lg Covld-1~ <rtttincs an b,b.llr llf'lh, M,mbtr 
StD1c, 111d rd11td proctdurcs. 

As provided for in Miele •(S)(b) of CoU11Cil Reil"t11ion (EU) 20161369 of IS Much 2016 on lht povi$ion of m,cr~ncy suppo~ 
wilhin the UniDfl as ,mmdod by Cow,cil Regul1llon (EU) 20201521 or 14 April 2020 11t1m!ing lht cm,11mey 111pport unda 

ltciiilation (EU) 2O16m9, and amendillc its provisi0111 llting into t«OWI! the COVID-19 ou 1uk. 

c: Crowell 
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HAVE AGREED 

to the ,pecial conditions and the general condition, of this MA and the following A~xes 
and Attachments: 

Aono I - Model for Vaccine Order Form 

_______ ..Annt -.A~erneoLbet\'l«IIJbc__C.omm' • ~_Member States O)l rQ£u_!in Cov_id_-1_9 __ 
vaccines on behalf of the Member Stalc5 and related procedure$, annexed 10 the Commission 
D«ision C(2020) 4192 final of 18 June 2020 

A1111eJ1 III - Participating Member States 

Anon IV - Subcontractors 

Annt_x V - Panicipating <Antractor Affiliates 

Attach.ment I - Specifications 

Attachment 2 - Delivery Documentation 

Attachment 3 - Deliv~ry Sp«ification 

Attachment 4 - Labelling and Packaging Spceifieations 

Attachment S - Return and Disposal of Product Materials 

which form an integral part of this APA. 

The full content of 1he Anaehrncnu will be provide~ as soon 11$ possible after Authori$ltion 
has been obtained and prior to the first shipment and may be updated by the <Antraetor and 
communicated to the Panieipating Member States from tim~ to time, it being understood that 
any changes made will be of a practical nalllre and will not materially alter the risk, eost or 
liability of the parties. In ease any substantial amendments are sought to be made, the par1ics 

• 

will discuss the impact thereof in good faith. • 

This APA seuout: 

I. the procedure and eondition.s by which the Commission and the Participating 
Member States will pay for the services and/or supplies from the Contractor; 

2. the provisions that apply 10 any Vaccine Order Form which the Participating 
Member States and the Contractor may conclude under this AJ>A; and 

3. the obligations of the parties during and after the duration of this APA. 

All documents issued by the Contractor ( end-user agreements, general tenns and conditi~ns, 
etc.) exetpt its tender arc held inapplicable, unless explicitly mentioned in the special 
conditions of this APA. In all circumstances, in the event of contradiction between this APA 
and documents issued by lhe Contractor, this APA prevails, rcg1rdless ofany provision to the 
contrary in the Contractor's documents. 
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I. SWiJA& CoNDmoNs 
I. I ORDE.I OF PRIORITY OP PROVISIO 

If there is any connict between different provisions in this APA, the following rules must be 
applied: 

(a) The provisions set out in the special conditions and Article 11.6 of the general 
condi1ions (Liability) take precedence over those in the other parts of the APA. 

(b) The other provisions set out in the general comlitiun.s lltke precedence over those 
in the Annexes and Attachments. 

(c) The provisions se1 out in the APA I.Ike prete<lenet over those in the Vaccine 
Order Fonns . 

1.2 DtrrNmo s 

The following definitions shall apply to this Afl A: 

• Additional Order': has the meaning set forth in Article 1.6.2; 

'Additional Product': has the meaning set forth in Article 1.6.2; 

• Adjusted Dtlinry Scbtdule': has the meaning set forth in Articlr l.6.3(ii); 

'Advaoce Payment': has the meaning set forth in Article 1.8.1 

'Affiliate': muns in relation to a body corporate, any olhcr entity which directly or indirectly 
Controls, is Controlled by, or is under direct or i11di1ee1c.ommon Control of that body corporate 
from lime to time; 

• Authorisation': means a Conditional Marketing AuthorisatiO!J and/or Marketing 
Authorisation that pennits the Products to be placed on the marlcet in the European Economic 
Area; 

'Out Reasonable Efforu': means, with rcipcct to the offoru to be expended by the 
Contractor to achieve the objective, the activities and degree of effort that a similarly situated 
party (with respect to size, resources and assets) in the phann!IC.f •tlcal industry would use 10 

accomplish a similar objective in similar circumstances, in particular taking into aocowit the 
following factors: current urgency of the COVI0-19 crisis and the Contractor's desi,c to 
address the crisis; the C0VID-19 vaccine landscape; lhc novclry, ufety and efficacy of the 
Vaccine; 1he costs, liabilities and any external and internal r~ourcca reasonably necessary or 
useful to achieve tho rcleva._nt objcc1ive; the specific challenges of developing, manufacturing 
and supplying this novel Vaccine; and all other releva_nt risks, uncertainties, limitations and 
challenges. The Commission ecknowlcdgc.s md agrc,s, and Oest Reasonable Efforts does not 
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require, thal the Conttacror be obliged to take any action prejudicial to the Contractor to meet 
such "Best Rc.1SO!lable Efforts" standard, and the Contractor in tum acknowledges and shares 
the Commission's desire that the Vae(ine be made available to help addrm the pandemjc; 

'Condilional Marketing Autbori ation': me1ns a conditional marketing authorisation 
granted by the European Commission 8$ referred to in Article 14-a of Regulation (EC) No 

------nmo~- - - - ---- - --- - -------- --- - - - - -- - - -- --

'ConJldential Information': means any information disclosed to or obtained by one party to 
the other party, either direcrly or indircetly, or which rhe disclosing party indicates in wriring 
at the lime of disclosure to, or receipt by, the recipient is to be considered confidential or 
proprietary, or which such recipient knows or ought reasonably 10 know is infonnation of a 
confidential or proprietary nature, including the terms of this APA and any Vaccine Order 
Fonn. Confidential Information shall not include any information (i) the receiving party can 
prove was known to it prior to the dare of disclosure; (ii) the receiving party can prove was 
lawfully obtained from a third pany without any obligation of confidentiality; (iii) is or 
becomes part of rhe public domain other than through any act or omission of the receiving 
party; or (iv) is independently developed by the receiving party without use of or reference to 
the disclosing party's Confidential Information, as evidenud by the receiving party's records; 

'Conm« or interest': a situ11tion where the impartial and objective lmpltmtntatlon of the APA 
by the Contractor is compromised for reasons involving family, emotional life, poli1ical or 
nalional affinity, economic interest, any other direct or indirect personal inrerest, or any other 
shared interest with 1he Commission, the Participating Member State or any third patty related 
to the subjec1 matter ofrhc APA; 

'Contracted Do es': has the meaning set forth in Article 1.6.2; 

'Control': means the po~cssion by I person or an entity, directly or indirectly, of the power 
to direct or cause 1he direction of the management and policies of the other person or entity 
(whether through the: ownership of voting shares, by contract or otherwise) and "Controls" 
and "Controlled" shall be interpreted accordingly; 

'Delivery Price': has the meaning set forth in Article 1.8.2; 

'Ddivtry Sthedule': means the interim Delivery Schedule or the Adjusted Delivery 
Schedule, as applicable; 

'Effedive D1te': has 1he mc1ning sc1 forth in Article l.4.1; 

'Force majeure': any unforeseeable, exceptional situation or event beyond the re-asonablc 
control of the parties tha1 prevents either of 1hcm from fulfilling any of their obligations under 
the APA, such as acts of God, natural disasters, flood, severe storm, earthquake, civil 

6 

• 

• 



• 

• 

WjfE/2020/0/043 • Stl.ll83JS 

SE SITIVE 

disturbance, lockout, riot, order of any court or administrative body, embargo, act$ of 
govemment (other than the Commission or a Participating Member State), war (whether or not 
declared), acts of terrorism or the impact on a party of an outbreak of any diselS( or an epidemic 
or pandemic or other similar causes subject to the clarification set out below. The situation or 
event must not be anributtble to error or negligCllce on the part of the parties or on the part of 
the $ubconrractors and must prove 10 be inevitable despite their exercising due diligence, 
Defaults of service, defects in equipment or material or delays in making them available, labour 
disputes, strikes and financial difficulties may not be invoked as Force majeure, unless they 
stem directly from a relevant case of Foret majturt, For the avoidance of doubt, (i) failure to 
make payment cannot be qualified as Force majeure and (ii) the parties agree that, although 
the current COVID-19 crisis is in itself no longer an 'unforeseeable' situation, it may still result 
in circumstances which arc unforeseeable and beyond the reasonable control of the panics and 
therefore within the definition of For" mojeure; 

'Formal notification' (or 'fonnally notify'): form of communkation between the parties made 
in writing by mail or email, which provides the sender with compelling evidence that the 
message WJS delivered to the specified recipient; 

'Fraud': an act or omission commined 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 or incomplete $1atements or documents, which has as its effect 
the misappropriation or wrongful retention of funds or assets from the Union budget, ii) the 
non-di~losure of infonnation in violation of a specific obligation, with the stme effect or iii) 
the misapplication of such funds or assets for purposes other than thos.e for which they were 
originally granted, which damages the Union's financial interests, it being understood that the 
Unioa's financial interests a.re impacted under this APA only by reason of the Advance 
Payment; 

'Good Manufacturing Practice': means the c.urrc.nt practices for manufacture required by 
the standards, rule$, principles and guidelines set out in Directive 2001/83/EC (a.s amended 
by Directive 2004127/EC), Dir«tive 2017/1 Sn, Directive 2003194/EC and Eudn!Lex • 
Volume 4 of the Rules Governing Medicinal Products in the EU entitled "EU Guidelines to 
Good Manufacturing Practice Medicinal Products for Human and Veterinary Use"; 

'Implementation or the APA': the purchase of services or supplies ,envisaged in the APA 
through the signature and performance a/Vaccine Order Fonns; 

'lndeu,oificd Persons': has the meaning set forth in Aniclc 1.12.1; 

'Interim Delivery chtdult': has the meaning set forth in Anicle l.6.3i 

'Irregularity': any infringement of a provision of Union law resulting from an act or omission 
by the Contractor within the meaning of Article I (2) of the Council (EC, Euratom) Regulation 
298819S of 18 December 1995 on the protection of the European Communities financial 
intercsu (in OJ 23.12.9S, L 312/1), which has, or would have, the effect of prejudicing the 
Union's budget, it being understood that the Union's financial interests are impacted under this 
APA only by reason of the Advance Payment; 

1 



Wlrf./Jeio/tl/1)0 • Sl2.8:ll!13~ 

E ITIVE 

'l,,ate11t Dtfect': means a defc:cl cau.sing tile Produe to not oonfo11111 10 the applicable 
Specifi tioas lhat the ~ltvant Participatin& tembc-r State can show was present Bt the 1ime 
of d~Jivery af1hc Product end which could not have ~endetcOled by the ?articlpa1ing Member 

tate, its deiignee, or their pcrsoonel at delivery throu&h visual inspection; 

'l,,aw(s)': m1;,1ns, collectively, all ipplicable l\lpranational, nal1ona'l andl l~at laws, common 
- - - - -- -11ws;-s,arute , ordin3nces; codes;,ults:-reiul tioos, oo~ dee<eu-o~thc p:ronounwncnt 

of any g1m:mmcnt, administrative or judici11I authority h3vif'lg the effect of la 

'Los ': has lhc mc~ning et forth in A11iclc 1.12.1; 

'Marktlin, Au1bori itlOn': m~.n~ the nutkcting outhori lion (other thin Condi1io113I 
Marketing Auihorisatioo) in re&peel oflhe Product gm1t~ by th~ European Commission., as 
amended or uied f110m time to time, that allows tbe Prl)duct to be pi ctdor1 the inJtket in (he • 
Europcm Economic Area aoe-0rdins to applicable Law; 

• on• omplying Product•: h the mwiin let fort.h in Article 1.6,I~; 

' otilltalion (or 'n rify' ); Comi of communication bctw«n the p.111 cs ma.de in writinQ 
incl udilig by electronic mean-s; 

'Putitipating Contractor Affiliate': means an Affillatc of i>fuer or Bio Tech as 
identified in llMCIX V; 

'Produtl': means the accinr; 

'Produd Materiab': means all packaging rn3terials and componems needed for delivery of 
1hc Produc1; 

'Profmioaal connictin& ln1cru1': 11, s1n.i uon l.n whlch the ConlJ'Actot's pl"llvious or ongoin& 
professional activi1ies 3ffect its capacity to implement the APA or to perform a Vactinc Order • 
fonn to n 1ppropri111e ()Ulllil)' s1~d1rd; 

'Rttnrd': n1t11ns bookt, documents, and other da11, of all mauc:rs relating to per(OnMnU of 
obliga1ions undcrthi$ APA; 

'Relaled pmon': a.ny natural or leg.al person who is ~ mcmbc:r o the ;idministrativc, 
ma.natemtnt or supcrvi;e>ry body of Ilic ContriietOr, o, who has powers oi represen~tion, 
d«itiOII or control with regard to lhe Contractor; 

• 'pecifaations : means the specifications for the manufa<turc, tesling and t~ting piooedutes, 
and pplyofthc P'tcdu~t as set out in Attachment I ( ~ilications~ and u such spec:;ificati.ons 
may be amended, supplemented or othc.wise modified by 1h~ Comuctor and conunu11ici1lcd 
LO th0 Commission; 

•Taxe,•: has the illeanmg SCI fonh in Article II.IS.I; 
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'Tum': mew the tcnn of the APA set out in Article 1.4 l of the APA; 

'Tbcr1111I bipJXr'; hu lhc mu.ni.ni scl fQt\h in Article 1.6,8: 

'Tbird Party Claim': has the muning Kl forth in Article 1.12.4. 

E ITIVE 

' accint': BNT162b2, a nucleosidc-modificd mcsscnacr RNA (modRl A) veccine that 
encod an Of)limizcd SAR .CoV•2 full-Jeng1h spike gl)Wprotein ( ) for "ilieh a rolling 
submi ion for BNTl62b'l has been initiated with the European Mcd"inu Agency; 

'Vacdoe IP Rip ': has lhe m«nin et form in Mklc Error! Reftnnct source not f 
ound.; and 

' acci■c Order Form: has the meu,ing set forth in Article I.S.21.3 . 

Exccpl where the c.on1eiu c,cpres ly requires olherwise, (a) the use of any ;ender herein II 
be deemed to cncomp JS references to either or both genders, and lhc use of the singular shall 
be deemed to include the plw I (and ice versa), (b) he words "include", "'includes" and 
"intludiog" shall be deemed to be followed by the phrase "without limimtion", (c) the word 
"will" !Sh1.ll be cons1rued to have the same m~ng o.Dd effect as lhe \1 rd •·shall", (d) .my 
definition of or reference to M)' •vecmcnt, in$1rument or oehcr dowmcnt herein ,hall be 
construed as rcfuring to such agreement, insrrumcnt or other document as from time 10 time 
amuided. suppl mented or otherwise modified (subject to any mtrittions on such 
amendments, supplemen or modifications set fonh herein), (c) any reference herein 10 any 
pcrwn sl1all be construed to inc;ludc the pcmm's SU°"5Soo 110d signs, (f) the\ rdi "herein", 
"hereof' and "bem111dtr", aod words o 5imilar import, shall be construed to rtfa lo this APA 
in its entirety nd m,t to any pG1rticulJr provision hereof, (a) ■II refcnnc:es hcn:in to Articles, 
Annexes or Auachments shall be consuucd to refer to Articles, Annexe.~ or Attachments of this 
APA, and rcfcrcncu 10 this APA include II Annexes a_nd Awclun<nts hereto, (h) the rd 
"notice" me.ans norice in wriung or by email (whether or not specific.ally stated) and shall 
includcnotiCC'S, eon,cnts, ,pprovats and other wri"cn communications eontemplaled under this 
AJ>A, (1) provisioos that rcquuc that a party or parties "a;,ce", "c-OnSCnl'' or "approve" or the 
like shall require that such agreement, consent or pproval be specific ond in writin whc.thcr 
by \l.'l'inen •pmcot, letter, approved minutes or othemise (including e-mail), G) n:fercnus 
10 any spci;ific liw, rule or rc;vlotion, 0t article, section or Olher division thereof, hall be 
deemed to include the then-current amendments thc.n:to or any replJCtmtnt or suCGCSsor law, 
rule or regulation thereof 

JJ U8J MAntR 

The ubjett of the call for renders A E/2020~ 3/043 is securing th purchuc of certain 
vacciM doses for the Participating Member States, 

By Decision C(2020) 4192 final of l 8 June 2020, the Commitsion 1pproved the agreement 
with Member llt~s on prowrin COVID•l9 viocines on behalf oflhe Member States C'thc 
Decision"), Tlus aa;rcement is based 00 Miele 4(5)(b) of Regulation (EU) 2016/369 or I 5 
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March 20 l 6 on the provision of cmuic~y suppon within ttu. Union' ("(be ESI ReQUlation~) 
whic.h provides tha1 the Commission may grant emergtncy support in lhe rorm or procurement 
on bchllfoflhc Mcrnbe:r !Ates based on an agrecmml between the Commission and Member 

tales. In order to implement such aciion, the ormnission is running prooorcmtnt procedures 
on bclulfof Pmrticip~ting McmbcrStatcs, with a view to 1i,gn1ng EU•1cvcl APAs with vaccine 
manufatruren. In iew of i1-s imponanee., dlis APA will be ~pprovcd for $isnaturc on behalf 
ud in the namo of the Pnt1.ieipttina Mcm\ler ·11te5 by n St-l)llrllle individu11I ommi~sion 

-----~ar--cc:1s,on. --- ----------------------------------· 

'The Coou-actor is currently in Phas.c clinkal development of the Vaccine and i111,sing its Best 
Reason ble !fort$ to ~cure Au1horis1don or such vucine ndldltc by th~ Commission, 
expected at lhe earliest i11 ~mbu 2020. 

The Commission, on bc:ha:I for the: Participating Membu States, wishes to !)lltchac,e tm Vaccine 
dw-ing dx pandemic period through thls APA, II adcnowkdges thnl the diniul de~lopment • 
might noc be SIIC~ssful or regulatory approval may not be obc.ained and rubseq11enlly an 
3uthorised Vaccine m3y not be avail~blc. 

On the basis of this APA, tl,e European Commission commissions the nit ctor 10 c.ommi1 «> 
produce and delivesr in priority 200 million doses ofthe V ceine Y.ti1ch hall be ordered by lihc 
Ptrticipatin& Member tales (via specific Vaccine Order Forms) 1 the J)fice and eondi1iol\ , 
induding limeframe, agreed 11nderthis APA. 

ln Cll.\lC the Contr:ac-tor sucoe.ocd$ to develop a safe and effel:tive Vaeeine tee-Ording to the terms 
l~id d vn in this APA, Iha Contnictor or an Affiliatt of the Con1111ttor sh•II supply 10-the 
Participatlng Mcmba-St.1tc:s the: a~cd doses of the Vaccine pursuanl 10 the V~ccine Order 
Fomis. 

The Vtiecine OrdCJ fom,s sh3II be siRJled by the CAln~ tor lllld shall in.c«p0rate by reference 
thi$ AJ'A. 

U f.NTitY INTO! r0RC& D D RATION O THE APA 

T.4..1 The: APA enters into force on cht date on whioh I.he last pai1y signs it ( Effec,tive 
Dile"). 

J.4.2 he APA is concluded fort period of2A month with effect from lhi.l l:IT«\ive O~te 
{"Term"). 

l.4.3 Con1r.ictor .l!nd t11e Patticip:.ting im1ber IJltCS may not sign a11,y Vac.cinc OrdcT form 
ilf:ltt lht APA e pires. 

The APA eontinui::Sto applyto1',1ch Va<:cine Order Form:s ~ficr it!C piry, The Scrviw relating 
lo such Varoinc Order Fonns mug be perfotmed no 18tcr th,an six months after tile expiry of 
the APA. 

01 L ,O, IU.»14. p I. ~ .,_ Ccutd l< f. !O'lll/S?I of 1• ~·' Jall)j IM <ffl<llfl<f ,.,p.,, 

.,,;1c Jupilllico◄ElJ► )qW)H.1..i -J f\l "ll ,, ... ,.."" ~ ln1HCtoWII "" CO\llD· 19 o,tbrc.i., OJ L .. ,. I s.mo, 
J} 
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U.4 Renewal of the APA 

The APA will cJCpirc au1.orn11ic11Hy ~t the end of I.he Term, unlc.Ss 11 iS: cittenckd in mulu 1 
written agreement between die parties. Rcnl:Wlll does not cha_ngc or pim:pone any existinij 
obliitn.tfons. 

l.5 ~ll'Wt NTATIONO THEAPA 

1.5.J Period of provL,ion of thuuppliu 

The period for the provision of the supplies~ to run u fo~scen in Article 1.6,3, 

I.S.l J111pltme111a1io11 or lbe APA 

The APA s~ll be implemented followins .sig,itturc between the Commission and lhc. 
Contractor as follows: 

In order to go nmtec the right of lhe P,rti0ip11ing Member 111cs to ,cquire Va.ccinc doses Jn 
a given umcfiamc and al a ccrta.in plfoe and oonditioM, the Comminion will pay the Advance 
Paymc111. 

The Contractor shill use Besi Re,sonable Efforts 10 bulld m•n~facruriJ\g e,paciry or u1mse 
oxisling eapatity to bo capable of manufacruring and supplying the ~oduct to the C<JfflJYliS$iOn 
in accord nee with the provisions of this APA. 

The Contractor agrees to supply an initial coml number of 200 millloo V11«ine doses to 
Participating Member iates «illectively. 11pon their order, in accord3.noe wilh dlis APA mcl 
the r-espccti ve V aecint Order Forms. 

he: J}articipatins Member Sutcs shall place <>nlers Cor supplies or200 million Vaccine doses 
in tor al in accordance with the a I location cornmunJuled by the Commission to the uinlnietor 
pursuant to Article 1.6.3, by sending the Coninetor • completed copy of Annex 1 ("Vuclnc 
Ordu Form'j in paper format or emailed pdf within 10 bl.lsinecss <bys following the 
Commis.sion communic111lng the allocation. This Vaccine Ordtr Fom, shall be siii,icd by an 
authorited representative of the P"fcipa_tir,g Momber Staie 3nd the Conbac:tor. 

Within 10 business days ofm:eipt of the Vauinc Ordc;r Fonn from a Partic(palins Mcmbc-f 
State, the Conm1cior ffli,1$1 scnc b k to the Pfflicipating Member States lh0 duly signed ind 
dated Vaocine Order fonn ln paper fonnat or emailed pdr. 

(.6 SIJl•f'l.V ornm VACCIN 

U.1 Creation of the Vacciile 

During lhc: Lenn or rhls APA, and S1Jbjec1 to the successful development and authorisation of 
the V1eclnc at set oui in 1hi APA, lh.t C~ntr 10r shall use Best ReA$0n~b!c Effort 10 supply 
Ql'have supplied the Produ.ct to the relevant Partkipating Mtrnber States, and IM Participating 
MCt11b~r. tales $h.all purchase the Product, 5Ubjecl to and in •ecordanct with the tctms and 
conditioru of this AP'.A. 
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U.2 Product upply 

Al the Effective D~te, the Cornmi ion orders 200 million dosu (" ontncttd l)o5n") or1he 
Produa on behilf of the Particip ting Member tates to be dcliveml i(thc Contfllci0r$ucettds 
10 <levelop a safe Jnd effective Va inc ~cording to 1hc lrrm$ laid doWll in this APA. 

The ~rtics Kknowlcdgc that 1be Commission m y wish to place 1111 additional binding Ofder 
the "A"C!ditioaal·Ordu") for-e-ma~mum-Gf-up-to..1-00..millicm .. doses or the Yac-eine..Ihe._ _____ _ 

parties lso agree lh, t such A{ldi1ion I Order m y be: pl";d by th CommiMioo only aflcr (i) 
being advised by thc Contra tor that the Concractor has a ai lability ofaupply of such IJl!d itional 
requested doses At the lime of1he propC>1Cd Additional Order (1hc "Addltlooal Product~) (ii) 
the Contraclor agrees, in iis sole discretion, to alloe1te the Addition a 1 Prodmt to the 
Commission (iii) the Contra~tor confirms how many doses ean be delivered and by when (iv) 
the Commission confirms the required allocation between Participating cm er t3tu and (v) 
the Controetor confirms the delivery i ~du!c basod on a pro-nu1 split of the 1.vmilable doses 
ac-ros~ the Participating Member States woo wish Additional Prod11e,1. The Additional Order 
w;11 be plo«d by w y o( an additional V cine Order Form and, u sllth, be $ubjtCI 10 the same 
terms and conditions set forth in this APA. 

• 
The Commission ,h.ill CiOmmutiicate to the Contrxtor the: allocation of the Cootraacd Doses 
supplied pur$u11J1t 10 the initial order and any Additionil Produc1 among the Sovernmcnts of 
thc Participating Member States. E:,cti Porticipating Member talc will have the ri hi to re-sell 
ordoollt them to in need third countries or public ins.tit1,11ions, conmbuting to a glob I and fair 
aecus 10 the Vaccine ~ross tile ~ rid The righ1 10 rc5ell or domte cx,cs~ doses undc:r the 
pnieedinjl Untenee shall lie subjw 10 the Co111roetor's con-senl 1111d be oontmgmt in parllcular 
on re(cipt or (i) written indcmnific"3tion by the rc.:iplcnt third country or public institution of 
the Contractor on terms satisfat101)' to the Coritractor, •nd (ii) written confirmation that the 
Participating Member 'talc and the receiving third countric or public inttiMions as the cue 
may be shall, 10 the extent rel.cvant 10 their tlttions in respect of such rC$Sleordonauon, comply 
with ,pplt able $1or:ige, transport and produe1 acc;cpt nee rcquircmci!I.S, H well llS condition 
of further resale 0c' clona1ion, 10 tile tisfoction of lhc Contractor. otwith$tanding the 
foregoing, excus doses may be resold or rc•alloca1cd by the P r1icipaLing Member S141t.S to 
other EU Member 'tales or resold lO EEA Member tale$ pro,•idcd, as. the case may be, that 
any re eiving E!U Member S1t1c his executed Va«inc Order form and shall agree in writing • 
lo be bound by the s me lem'I$ for suc:h reallocated doses and that any EEA Member late has 
executed an gru.ment equivtltnt to B Vaccine Order Form In case of direct delivery from the 
C-Ontractor, lJld s~II (i) agree in writing to t>c bo~nd l>y the inckrnniric.ation c u,e in Article 
1.11 and (ii) provide a wri11en conrim,ation that it shall eomply with applic@lc storage, 
transport and product acceptance ~q~iremcnts, as well as conditions of further re~ale or 
don tion, to the satisfaction of the Contractor for $Udl resold (tosC$. Any such re.sale by a 
Participating Member 11110 shall be a a price no higher than it paid the Contraclor. The parties 
aclcno"'iedie that should resale to tty third country lake place, the PaniciP3hng Member lace 
reselling doses has n obliaation to rcimburol) the Commission the Advance Paymc-nt p«dose 
p11d by the Commission to the Conu tor. 

l.6.3 uppty mtthanism 

Vaccine supply in EJUropc will primarily come from Pfizer's Mlltlllf&.(turing site in Puws, 
Belgium and shall incorporate RNA p~uced at B10 Tech controlled manufoc111rina sites 
induding sites operated by d)C following sub-contractors in Gcrm&Jly: 
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• Polymun Seimntilie lmmunbioloii,che fol'$Chung OmbH 
• Detmaphann AG 
• Ren1tchlcr Blophanna ; 

however the Conu.1c1or may mMuf~cture ~I an.d s11pply from f1cili1ies OU1$idr Europe, where 
oppropri tc 10 hucen supply, with prior written notke 10 the Commwlon, and S\1-bje<i 10 1hc 
Contrac,or obtafoing any ne~sary regulatory ~pproval. 

Subject to points (i) to (v) bel.ow, ii is estimated that the order will be delivcrod as set out in 
the table below (the "Interim Otllney Scbedul11") mssumlnt Au1horis111tion being granted by 
IS December 2020. The Interim Delivery Schedule and logistiu will be further relined into a 
month I y sehedu le by the Contraclor after the Commis!ion bms con\municated how 10 apportion 
the 200 million Vacc,ine doses .amongst the Participating Member 1:11cs pursm11t to the 
provision!. oflhis Article 1.6.3. 

• The Jnlcrim Oolivef)I eh.cdu!e is u follows (subj~ to the limitations set forth belo1 ): 

• 

2021 
Doses million 60 15 

(i) No doses wi II be shipped to the Member States prior 10 the Conlrac:tor receMns 
Authorisation. 

(ii) li Authorisation is received after IS Dcumbcr 2020 then e Interim Oelwcry 
hedule will shift according!)' and be "djusled to rdtct t:he del11y between 15 

December 2020 and the dtte of Authorisa1lon ("Adjlllted Delinry 
Scbtdult"), 

(iii) If Auchorisotion is nol re«ivcd b)' IS August 2021, the Commission ~nd the 
Contrac;tor will have the righl to terminate the APA. 

(iv) If Audlonsation is received prior to 15 Augus,t 2021, and the C-01111ac1or i$ able 
10 m,mufi cturc: and deli Yer a ccrtoln number of1l:c Contra~ccd Dosecs, bul there 
is insufficient supply to deliver the full amount of Contracted Ooscs on the 
Interim Dolivcry chcdulc or the Adju~ed Deliver)" chodulc, then the 
Contr,a(;tor will abide by allocation guideline.$ ba$C'd on fair and equitable 
principles under the then c is;ting circurnsi.nc.cs., taking, into account, 1mon11 
odlu things, the cornracted volumes and 1he c rimatcd or adjusted delivery elates 
across all commi1mcnu of the onlfl(tor and its Affiliitcs. The c>ritnc:ior will 
dcmomtratc its allocalion acwrding to the fair and equitable principles 
n1entioned before 10 the Conwi ,ion, ;peei()'i11g in panieul r the ~·niW,i.e 
611ropcan production capacity in the relevant lime-period, the on11..«ot's 1Lnd 
lls Mnli tcs· ggrcgitc dose commitments llnd Cilimated delivery dates for 
dosfS from such E ropean facilities duri115 the rclcvanl time period ill1d a 
su mm ory ex pi nalio,n of corresponding delivery 1imcll nc odju stments. 

(v) 1r Authoriw.tion is rtc.eived by IS Au.gust 2021. bul by 1 S Dvembe-r 20211hc 
Con1raetor is unable to deliver any Contracted Doses for 1echnical or olhcf' 
reasons, the Commi$3iOn and the Contr~ctor will h ve the righ1 U> tcmunate the 
APA. 
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(vi) In the event ttlc Contra(tor is UMble to deliver the full mount of the Contracted 
Do~ by 31 May 2022, the Commlssi n and lhe Contraetor will have the right 
to temiinttc 1ht I\P , 

For the avoidance of doubt, the Participating ember tales will nOl have the right to lcmiillitc 
the Vaccine Order Forms in ,ecnarios (iii), ( )or (vi) above in the event 1ha1 the Commission 
h11$ ni;>t rxcrcised ics right 10 tcm1inatc the APA. 

---------- - -- - ----- ---------- ----- --- ------------ ---
If the accinc is successfully dcvcli.>pcd and obtains Auchorisation in the fo cen time-line 
(between IS December 2020 and IS August 2021 ), the Contractor shall use Best Reasonable 
Efforts to en.sure that the dosc:s uc supplied in acurdancc with the Interim Delivery S<hcdulc, 
or if applicable, 1hc Adjusted Delivery ct,edule. Alloca1ion hall be made pursuant to Anicle 
l.6.3(iv) m cue of insufficient supply to deliver the ull amounc of Contracted Doses. 

Within 20 days following the EfTccth·c Date, the Commission shall communicate to the • 
Contractor a table how to allocate the 200 million Vaccine do.ses amongst the Panicipatinfa\ 
Member tat , 

Etch P1r1ici~ting ember tatc sh II ha\·e m commitment to purc~sc the number of Vaccine 
doses as set out ln the above-mentioned allocation qblc and to sign a V8"inc Order Fonn to 
this cffce1 u set out below. 

To Opc:tlllionolisc the orderin of the V cine, ea h P111i ipatini Member tale will enter into 
a Vaccine Order Form. Each Va«ineOrder Fonn will specify in ~ieula.rthe number of doses 
that lhf Pir1i ip ting Member State will purdlll.Sc from !he bove-mcntion.:d 1llouti1>n table, 
the priu of all Vaccine doses pursuant 10 Arti le 1.7, and the liability and indemnification 
undcrt in;, by the Pnr1icipating Member Stale (whi h will be in«>rporattd byrefercn c from 
the APA into lhe Va«inc Order Fonn). Deliveries of doses to each Participating Member State 
sh II be done on a pro-rata basis throughout the delivery period. For the avoic!Ancc of doubt, 
the Contrae1or shall ha~e no obligation to supply any Vaccine dose& 10 any P&rticip ting 
Member tate where there is not a Vaccrne Ordc-r Form , ineluding provisions rcl11tcd to liability 
111d indcrunil}' (which will be incOf'J)Orated by reference from lhc APA into the V cc:ine Order 

onn cxcwlcd by the Participatin Member tale and the Contractor). It is 1grcc-d that the 
Con1rac10r may discharge its obli lions under lhe Vaccine Order Fonn acting wiui one or • 
more Partici~ting Contra tor Affiliates. 

U.4 1aou(acturing 
• I 

The Contractor confimu tht1 11 is in pOSSesslon or all nc« ary man'Uf. ciuring autbon 1ions 
to undertake the manufacturina of the VKdne. 

l.6.S Ltj(al and tt&ulatory flliog and requ :sf 

The Contract.or shall ensure that all Product is properly labelled and packaged in a~rdance 
with the pro~1sions o Article 1.6.8 d Good I nufacturing Pr e1icc and m cordanec l\lit_h 
the applicable EU legislation on infomiation on pacl<aging (Title VorDircctivc 2001/113 C). 

N04Wilhstandmi the abo~·c, prior lo delivery, the Contractor sh311 comply with all eondibon.s 
(in the relevant time c lcs) set out in the Authorisation (where appliul)le), subject to any 
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exemption, exception or waiver of n:quircmcnts for the Product ifV1ted or pcm,itled by lhe 
Parcieipa1ing Member 1&1e (includu,g but noi limited to serialization). 

U.6 linical tria ud liceo!>un 

The Coniracior will use Best Reuonable fforu to obtain Authorisation. lfthis is• Conditional 
Marketing Authorisation, thereafter the Contrae,tor also commits to use Best Rcasonible 

fTorts to seek the Mllllccting Authorisanon once ll neussary additional data and other 
information i av1il111blc 

l.6.7 Waiver 

The Commission acknowledges 111d agrees that the Conll3Ctor's effon 10 develop and 
manuf lure the V ccine are aspiratiolllll in nature and subjeet to s1gnJf1U11t ris and 
unccr1ain1ics. Notwiths1anding the cfTort.s and any estimated dates set forth in lhil APA. the 
pieties recognize that the Vaccine 1s in Phase 3 clinical 1rials at the date of signarure or this 
APA and that, despite the dili~nt efforts of lhe Contra tor in rt h, and dcvelopn1cnt and 
mmnufa:c1uring, the Vaceinc may not obtain Au1horisa1ion or may not be delivered (despile the 
Contractor's obligation lo use Best Rcasont1ble Effort., pursuant to Articles 1.6.1 and 1.6.6 of 
this APA) due to 1echnical, cliniCJ~ regul 1ory or rn4nufQcturing, shipping, sioragc or other 
challenges or failur<.S. 

Accordingly, the Commission and Participating Member States a knowledge and agree lhD.t, 
in such circu.msianees, the following remedies: 

• obtaining rcplawncnt Products pursuant lo Articles 1.6.14; 

• payment Of reimbursement of the costs u proY1dc~ form Article 11.6.?; 

• the right to terminate IJYcn by Article 11.17; and 

• lhe right 10 a refund ofthc Advanced Payment pursuant to Artlcle U. I 

are reasonable and consliMe the Com.mi ion' nd the Plrtici~1ingMcmbcr tales' 1emed1cs 
for the ContractOf' s failun: 10 obtllin or procure the obtaining of Authorisauon or to 
rnanuf•crure, supply or deliver the Products in compliance wi1h this APA or Vaccine Order 
Forms, for whate er reason. 'olWitJutandi_ng 111( forcaoina, the panics c pl1citly agree thlt the 

ontractor is liable if found by a coun of compe1cn1 jurisdiction to have bruchcd its obligation 
10 use Best Reason ble EITorts as set out in th' APA within the limils of Ar1itlc 11.6. ln 
addition, the provision on no limita1ion ofHabilit}' set out in 11.6.5 prevail,. 

Any failure lo dchvc.r dMc:s in accordance with I.he estimated deli cry cb1es as set out hove 
shall no 9ivc the Participating Member Slates My right to can«I Ol'dcn for any quantity of 
Produeis cx«pl as expressly set forth in Article L6J. 

1.6.8 Parka;in&, lab Illa& and 1hlppilg 

A1 the date of execu1ion of thi APA, the V~ine is cxpcc1cd 10 be supplied in a thermal 
shippin bo in accord ce with Schedule 4 (Labelling and J>ackiging pccifica1ions) 
(''1'bumal hipper") ~nta1nmg up 10 S tr11)'$ of multid05c 2ml v,ali. Each 1ray will e,ontain 
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195 via_ls. Each vial con1ains multiple doses of ormulatcd Vaccine. The cosu of pa-ckaging, 
picking m1tcri1ls, ddrusing, labelling. lotding and delivery IO the agreed Panicipating 
Membet States' delivery point of the Vaccin.e shall be borne by the Contractor. 

All deliveries shall be accompanied by the doc;umentation specified in Aiaehmcnt 2 {Deli ery 
Docu~ntaoon) (wtuch may be pd tc:d from time to time by die Con111etor upon noti e to the 
Commission), and hall be in accordance with, and subject to, the dcli.•cry spccilication set 

___ , ___ f.otth.in.Anacluncnt l(D(Ji.v~l')'.SJi«]fi.ctl.lon) .h ucuhall be l3bcllcd and ~k ed in _____ _ 
aceo1dance ·m the packa,ging specifiutions SCI fonh in Altachmcnt 4 ( bcllin and 
Packat111g Specifications) 

Final spcciflutions including pack e sir.c nd labels will be communicated to lhe 
ommission and to the Partic1patms Mc:mbcr States prior to delivery. All sp~ilications shall 

be consi!rcnt with 1ny condi11011 set out in the Authoriution nd applicable I..Aw. 

1.6.9 u1ngr, lnia1port aad product a«tplaa« 

8 ed on c1.1m:nt knowledge: and subject to updatin based on Authori ation, the V ccinc is 
cxpcc«d to be a two dose regimen in a concentration liquid fonnulation lhtl needs to be stored 
froicn I rcmpcmurcs between • 7S • (+/. IS• ). The V cine muu be thawed on lhc day of 
$dmimstration and $10rccl a1 2-3 • untrl administration. The: conccntntc will need to be diluted 

t point of 11st prior to d ing Vaccinators will nud 10 oblllin locally sourced 0.9% odium 
Chloride Injection (Normal line) for dilution. synn es and needles, as the Contrac.tor will 
not be wppl)'mg such item , ith the Va c,nc 

Th nort-prcstrved mult,dose vial must be di ded Iler 6 hours of use. To enwrc cold chain 
compliincc the Contractor will utiliu a GPS enabled temperature monitoring device until the 
point of deli,rry. The Parti ipating Member t te will s11,i1ch off the tcmpcranirc monitonng 
device whe11 opening 1he delivery package (which must occur within the timefnmc set out in 
AttBehmtnt 3 (Delivery peeif'ic111on)), nd upon rcques1 by the P1rtiei~1ing Member me 
prior to the end of Sll(h limeframe lhe Cont111otor will provide conformation of tbc 1cmpc111turc 
data from lht temperature monllonng device nd shall III ony event infonn the Panicip,11ng 
MembCf State about any temperatwe non-compli•ncc Chat oocurrcd pnor 10 delivery. Jfthcrc 
has betn any tempernture non-compliance, the P1rticiP3ting !ember mte 5h II rcjecc the 
Product in ac~rdallQC ~ ith the provisioM of rticlc 1.6.14. Final 1onigc specifications, based 
on the Authorisation received, will be communicated to the Pat1icip11ing Member t te prior 
10 delivery. 

1.6,10 Ddinry 

The Contraccor will deliver the closes ordered by Qth of the Participating Mmibcr States to 
one or more locations scleetcd by the Pani 1patin; Member tale in aeeord3n t with the 
procedure set out in this Article 1.6.10 and 1hc Va cine Onkr Form, The Participating Member 
1atcs w, decide whcthtT they wl$h to have the Vaccine ddi\•rrcd 10 a rc.uonablc number of 

si1cs wh<rc the Vaccine will bcdirectlyuscd and .idminiSlercd or to one rsevcral tcntral hubs 
per P1nicip11ing Member talc rom which Participating Member tales will ensure 
themselves the fu.nhcr delivuy to die sites of use ofth Vaccine For the avoidance or doubl, 
the PamciJ)lhng Member tales shall bur all cost nd expenses ror opcratin these 
di.$trib111ion hubs and for use orthc Vaccine, includina, but not limited 10, those ror tOf11Jl~ nd 
distribution of the V.accinc after delivery, local duties nd loeal QA testing, 
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The duly authorised rcpmmtativc or lhc: P1rticip11ina Member talc shall sia,i to confirm 
reccipl of delivery (the current proposed format of which is as set out in Attachment 2 (Delivery 
Documtntalion)). The pmon signing for receipt must ensure the content, of the delivery match 
lhc: accompanying shipping documentation proof of receipt.. 

The Contraclor ~hall dehvcr the Produel OAP lnco1cnn 2020 to the location agreed purtuant 
10 this Article 1.6.10, 

The Co.n1r1cl0t and the P rti ip ting ember to.le shall grce the location(s) ~ r delivery or 
ipmcnts of the Produca; provided that (i) e eh locaiion meets the requirements set forth in 

Anachment 3 (Delivery pecilict1ion), 1nd (i1) all locations shall be •ir«d upon by the 
Connactor and the Participating Member Stale 1t lea,1 eight (8) we prior to shipment of the 
Product no1ing that the ontr,K,tor will look 10 upcd11c these timcsc~lcs whc:re it un do &O, 

and, in iwti0ular, may be able to shonen the eight (8) we lead tinic 10 four (4) weeks or 
soontr (or locations lhlt have bctn prOpO~ed by the rcleVAnl Panicip ting Member tAlc in 
early dialogue with the Contractor hence allowing the Contractor IO pre-plan deliveries, The 
Contractor shall ha,•e tht abiliry, tcting reasonably, 10 restriet the number or I tlon.s where 
shipmenlS of Product shlll bedeliveml. provided that it is still ,greed ro deliver to a reasonable 
number or situ where the Vtccine will be dire 1ly used and o.dmlnistertd or to one or everal 
ctlltrlll hubs per Participating Member State from which Partieip11m11 ember tales will 
enrure themselves the furthcrdelivuy 10 the sites of use oflhe Vaccine. 

All shipments o(Produc~ shall have minimum volume or 975 dow (one tr y) 

U.IJ Product h111dll11g 

Upon delivery orthe Product, the J>tnicipa11ng Member ~tc shall flote nd h ndlc the Product 
io lhc manner set forth in the Specifications set forth in Attachment I ( pecificati0fl$), 
instruc1ions in Anachmcn1 3 (Delivery . pccifieation) and the i11$truetion.s provided by the 
Coo1TBctor to en urc stability and intcg,rty of the Product. 

The Pllticip ting Member Statc:s shaJI be solely responsible and hable for the proper stonge, 
handling, di tribution, tnn por1 tion, adminiur tion, u c and dis,POUI of the Ptoduet in their 
country following delivery of the Product 10 the Participating Member tate or itJ dcsi~. 
Without prejudice 10 the generality of lhc: (01cgo1ng. the Panieipa11ng Member tales ensure 
lhtt: (a) r«ipicnts ofthc Product $hall iollow the return and disposal instructions in Attachment 
S (Return o.nd Di pos I of Product Moteti I ) (a up<brcd by the Collu t.or and communicated 
10 lhe Participating Member Ute from time to time) when duposinii of opa, and unuied 
Pnx!uci and its pae ging eompone111S; and (b) suoh return and dispoStl complies with Ltws 
regarding plumia utic.al wa c, medical waste, or hazardous 1,1,.utc. as appro natc. 

Participating !ember States shall be responsible for and $h11II ensure that any equipment used 
10 dcli\'er the Product, fo, example the Thennal hlppcr(s) and monitoring dcvice(s), arc stored 
in an appropri.tte clean and Stcure location to protect Jnd mainc,in the functionality of such 
equipment (in controlled eondi1ioru, with no exposure 10 w ther or pe.,ts, ete). Within '20 
busmcu days of rcceipc of the Product, ubjec1 10 Article 1.6.14, rhc Partic.ipatin Member tale 
shall take lb.: necessary mwures 10 ble the eollec.1ion by the oorrwor of 111 such 
equipment, in hiding the Thermal Shipper and tempeniturc 1noni1onns dcvic~, m accordance 
wi1h the Contractor's instructions, con istcnt with the proYisloM of An ehmc:nt S (Rerum and 
Di~o al of Product M11crials), 
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The CootraCUlr may provide • afcly Data Shca.s and other agr«d informatiori 10 Pa11icipali.ng 
Member le.le, to "sisl 1hcm 10 develop proce::.sei; and p~cdures, including training, to handle 
the Proc!utt and Product M111«i11ls in :a yfc m~rum and in compH:ancc with laws, including 
occupatiOMI Ilea h and safety Laws, While rile on1rll«or is resJ)ONiblc for the ronttnt or 
s11Ch tr,inin1 malcrfals. 11d Pf0po$1lS for handling procedures, Particip,ting fomkr States 
acknowledge that it is lheir responsibility 10 implement s11.ch tr•ining progtaFN and procedures 
to c11ible proper t!Jndlin • ofth~ !'toduc• and Product Materinls in• ~fc and l1wful manner. 

---------

- ---- - - --- - - -- --- - - -- - - - -- -- ---- -

J.6.12 Tille to P1od11rt and risk or lo 

Title to the Produ~• nd risk ofloss ord~~,c shall poss to the Participating Mmibcr Stale on 
ddivcrypLirSuant 10 Article t6.IO and Partitipa1Jng Member States sl@II be responsible fonhe 
un!oadi:\g of uch Product from tne tmu:pornition ca.rricr. For the s.11<c of clarity, tl,c 
Con!ractor's liability shall cease, and riskoftossordamage shall transfer, upon carrier's atrival 
~1 the poln1 of dcllvery ~nd immedi1tcly prior to lhe unlo.ading of the Product, Witllout 
prejudice to du: generality of the foregoing, follov.-i.ng delivc'1'yof the Produel lo Participating 
Member Statc.\S, the lane, sh II be fully rciJ)OIISiblc ror and liable in relation to any Produc,t 
W'iSlage, end for ensuring appropriate di posal in accordance with lh.e relevant provisions of 
this APA, 

The ParticiP3t.ins Member States ac:knowlcdge 1h111 t~e CM1uctor or the P~nicipuing 
Contrtctor Artiliate will not other than as provided in Article 1.6.14, accept any rctuTM of 
l>n:,duct (or y dose). In panicul111, following receipt of1h Produtt In 1eco1'1tnec with this 
paragraph, oo Product rerums mayuke plaee other than as pro ided in Aniele 1.6, 14 (inclu ivc 
or fultlk clia~ge in stock., change! tn Prodll(I flO( 1iM, deliYCI')', demand 0t new prodlN:4 
l1unch). 

U. U Quality te,t, and ch«ks 

• 

The ContraeiOr shall perform all bulk holding stability, manufatturing trials, v-alida1ion 
(inchiding, but not limited 10, me1J1ocl, pl'OC($s Md equipment le.n.ning v Hd ion), raw 
material, in,proccss. bulk finished product and stability (chemical or microbial) tests or checks 
..-cquired 10 mure the qualiiy oftlle Produet allcl tem ordl«ks required by the pecifie11tion, 
and Good 4•m1focturi11g Practioc. • 

J.6.14 Rcjtclion of Product; DispoS'ill of rejtcted s.hlpmen 

A P.uti,ipating Member Stale must viMII}' inspect the Product within 24 hours of delivery 
following the ins1ruc1ions set oot in Attachmmt 3 (O.:liv«y Spe~ilication) and m.'l.y reject any 
spc:cif11; dcliVCl)' or the Produet or dos.es therein 1bat does n.O1 •confonn to pe:cit'iro1io11s or 
Good Msnufa lurin& Pr et.ice ("Non•Comp1)'1ng Product") by providing notice to J>fazer 
Customer Service: following an agr«d prol.0(.01; (i) wilt1in 48 hours after delivery of uct, Ort• 

omplymg Pro ucl 10 the Pm:icipallng Membc-r S1a1e for ~ny i~ues whlch would be apparent 
on visul in.w«tion of the Product; or (ii) within 5 business days after ils first knowledge of a 
Latent De CCI. The Con!raetor shall r~pond to any rcjec;,tion and notice of such Non•Complyin g 
Produtl rrom th~ Pnticipa1ing Member State in a 1imely manner. For clarity, th( Participalino 
Me-mbcr State shall no, be en1Jlled 10 n01iry rejection of any Prod llct ba,cd on se,viee 
CQmplaints unlus :., Prgduct in ils view docs nqt confonn to pccif1i;.a1ions Qr Good 
Mam1f!tturing Practice. 
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The Contractor shall condoo an llllllysi s of the crMcs of 1ny wch qu l11y•rcla1cd complaint, 
and shall report 10 t:he Participaring Member Slate on any 00rrective tct'ion t1Jcen. If the 

on1rae101's inspcc1ion and testing rcvctls, io 1hc Contraetor's rwonablc tisrtction, IMI 
such itmu of the Product arc on·Complying Product and that ,ny s11d1 no1Hionfom1ity or 
defect w not bern caused or contributed 10 by any abuu, misutc, ncg.lccl, ntgl.igencc, 
accident, improper testing., improper storage, improper handling, abnonnal physical strcs.s, 
obnorm I environmental condi1ions or u5e by 1he Puticip41ing Member Seate con1ttry to any 
io~ctions issyed by the Contractor in a«ordance widl dli~ APA, the C,ontractor ,hall replace 
such Noo•C.Omplyinl!: Product :S soon a, pmcti bleat no additional chArgc to 1bt Por1icipa1ing 
Member State. 1n such eirtums1anccs, the Co1nra.ctor will furthtr amnic for reverse lo&istics 
for Product collcc1ioli and mi\ilagc the destl\l~Joo of die on-Olmplying Product. Until 
collection, tht Participating Member State shall sto.rc am! mainuiin dte rclcvilllt Non, 
Compl)'ing Product in ppropriat.ely s cure loca110ru and in a"8rdanee wi1h 1he 
manufacllltffl' spe,cificalions . 

If the Participating Member State disputes lhe Contraetor's finding and thil cannot be. resolved 
with the ConttactQr, !Upon the Participating Member S111te$ request, u stmple of the reje t(d 
Produot will be sent to a lhird party lab (which will bt ,elected by murual agreemen1 between 
the Conlractor and the Pu1ici113tini; Mcmbt.r Swte) {or 11111lys-is and the pllllies agree that they 
will use reasonable efforu 10 discuss an appropriate resolution on lhe baR of the third party 
la!>' s =lysls. For lhe avoidance or doubt, the {oreg.olng is without Pftjudiee to eilheT party's 
righ110 refer to the dispute resolu1ion procedure set out in Article 1.13.2 i11 order 10 establish 
whetha any o{the dclivc.rlld Produc1 constitute! Non-Complying Produe1. 

Without prejudice lo the risht to refer the matttr to lhe dispute rcsollltion. procedure set out in 
Article I. ll.2 and the provision on no limitations on liability under Artick 11.6,S, rcplacc-ment 
oi on•Cornplying Product shall be the 1>11r1icipa.1in.g Memb;!r Smtc's sole and exc1Lt$ivc 
remedy for Non•Complying Product (as defined in lhis Article 1.6.14), The provisiow of this 
Article: 1.6.14 shall survive 1em1ination or expira1ion of this APA. 

U.15 Mainienuce and te!eotlo11 of Record 

Each patty shall iMintain dtt#ilcd Records ~ 1h rupeei to iti a01ivi1ic;s under this APA M 
required by Laws. 

The Partki~ling Member S1ate will maintain a qu31it}' ystem for receipt, inspeaion, storage, 
il'I eab1lity to furthn delivery p<iints, and re.tall aeih-itles [f the Partieip11ing Member Slate 
dOC8 not ha,·e a quality system for the acii ities defi"ed, the Conmicto may share deuils of a 
propo5ed qu.11l1y ~ystem ror the Participating Member 1e1e's eomplilllu. 

1.6,16 Divers on JU 

All Product dclivesrcd 10 11 Partici~tlt1g Member State shall be: ( ) stored scc11rcly by the 
Participating tem~r tat0; and (b) without prejudice lo Article t6.2, disttibuted by the 
Partici113tlng Mc,ribcr Siatc in tl secure manner tpprOf)(iitc to the transport,1ion route and 
dl:$\irn,tion, in each ca~c (a) and (b) lo guard agaiosl and deter theft, diversion, tamperin_g, 
substitution (wlth, for e ,mplc, e.oun1crfcits) o.r 11nau1horiscd !'C$111Q or export out of the 
Particil)'ting Mc111b(r l~te, and to protect and preserve tm: integrity 111d efficacy of the 
f>rodue1, The P1u1leip ting Member l3tiC shllll promptly notify the onir.ctor in writing (and 
in any event within 5, business days) it at an)' 1irt1e the P:micipating MembC)r talc believu or 
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becomd awne 1ti.1 mny of the Producl ha.s been stolen, diverted tampe:red with, substituted, 
or otherwise subJcclcd to abuse, misuse, neglect, ncgltgtoce, e.ccic!mt, improper tes.ting, 
improper s111ragc, improper handling, 1b11ormal physic;al stress, abnomi~I environmi:ncal 
conditions o.r use QOf'ltm)' to any iniffllClions issued by the Contractor. The notice shall provide 
all information relating to 11\e Pco<Juc1 di\t(rsion, im;luding. but not limiti:d to, detailed 
infonnuion i!!i:luding 1M due, time, location, number, batch numbcr(s), expiration date, 
cireums1ances, and cont.tc-t perSOt1(s} inform31ion. - -------- -------- __________________________ .., ____ _ 

1.7 PllJCt:S 

TI • price ofdle V ecine to I.he Commiffion 1111d lhc P~nicipa1in3 Mcmoor tatcs for the 200 
millioB Contracted Doses will be £1S,SO per dose excluding VAT, 

The unit price for each dose oft Vaccine is volu~-bBSCd as set out in lhe following table: 

Volume tier (doses) 1,100 million 101-200 miUion 

Total price ptr dose with.in €17,SO €13,SO 
•each ~olume Ii«, cllch,ding 
VAT 

To the extent that, contrary to the c-0mmitmcnts se4 Out in Article t6 2 and m lhe table set Out 
in A11icle [.6.l, fewer di n 200 million do e:s are ordertd undu this APA, then the price per 
do e of the Vaccine will be adjusted acawdiBgly. Por example, ir11i<: APA is for I SO million 
dOlcs, lhc awnge price will bt: ((100 million x €17.SO) + (5-0 million x €13.50)) / 150 million 
• €16.11 pa dose. As another eJCample, if the APA is fo, 70 million dost$, the average price 
will bcc (70 million x €17.SOY'}O milllon • €1.UO per dOie, 

In additiol1, if an Additional Order is requested by the Commission 1111d a.~ed to by the 
Contraccor, me pric~ or1he Additional f>roduoi will be: 

i.. €1 S,SO per dose for any AdditlooaJ Order plaocd and 1greed by •he 011tractor widlin 
direc (J) montns of the dace drnl the Contl'l!clor fuit obcains Authori$lltion; 

ii. £17,SO pa dose for any Addicioa.al Older pJtced an,eed by the Co11cractor the~fler 
but pnor to tcnnination or lhc APA. 

1..8.1 Advance P:a.ymtnl 

Tlw Commts.1lo1, graes to pay an upfFont payment of €700 milliM (ca.lculMcd s €3.SO ptr 
dose multiplied by 200 million doses) 10 1he Contracior (the MAdvaore Paymeot''), The 
Advan c l'aymenl shall be a down payment to suurc die volume orderod 11s per An[ele LS.2, 
a11d shall be coun1ed u a payment towa.rd:s Lhe Delivery Priee as defined below. 

The C(Jlllmission shall pay 10 Con1rat1or the Advil.Jltoe Paymen1, on behalf of tbe Participating 
Member Sta1n, within 20 businessdaysaftcrtbo date ofContrattor's im-oi~ in respect th rtof. 

The pirties ag,ee 111 t, 1u a sole and exclu,ivo r~mcdy for the C,mmis~ionllllcl II Par1ieip,1in • 
ember States, one-hundred percent (100¼) of tile Advance Payment will be n:l'undcd lo the 
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Commis.sion if either party terminates the APA pursu.1n1 to Aniclc 16 3 (iii) and (v), 1nd one­
hundred percent (100%) of the Advance Payment for Contratted Doses not delivemt will be 
refunded to 1M CommiHion if either party terminates the APA pursuan1 to Aniclc 1.6.3 (vi). 
For the 111oidallce of doubt, unless e pr~ly siated in the Al' A, lhe Advance Payment will not 
be refunded in ny other case 

1.8.l Dclivrry Pr ce 

After the Adv11nw Paym<:nl i~ made, the rcmail'Mkr of the contracted price per d e (the 
''Ddn•try Price") fOJ tht Contracttd O<>lC"$ i,& 10 be paid by the Participating Member Sllltc to 
the Panicipating Contr1ctor Affiliate upon dclh·cry, The: Delivery !>rice iJI equal to I S,S0 
cxcludir,g VAT pee dose (w,uming a purcha.,c of200 million does) minus the Advance 
Payment per dose, multiplied by the number ofdo a supplied in the relevant limcframe. 

The full contnoted price per dose for any Additional Order (u set out in Aniclc 1.7 above) is 
to be paid to the Participating Conlnctor Affil' te upon delivery. 

If the Contractor is unable lo manufacture and deliver any Conln!cted Do es, the Del iYery Price 
and/or the price for any Additional Product would not be pa ble or due to the Patticipatina 
Contractor Affiliate for the undclivtn:d doses. 

The P1111cipating ontractor Affiliate may clmim the payment of the balant-c in accordance 
with An,clc I 8.2. The P111leipatlna Contn1ctor Affiliate muf\ send an invoice 1n p per format 
or emlliled pdffor payment oflhc balmnc~ due under a Vaccine Order Form for each iwovision 
of iupplics 10 the Pan cipa1ln Member 1tte 

Invoices shall be established by the Participalmg Conlnctor Affihate for • given order or 
supplies and for an identified dtlivcry $C-hcdulcd wilhm the Va.ccinc Ord'cr Form. 

Thc Panicipating Contrac1or Affili 1e may not send n invoice to a P r1icipa1ing Member State 
before ii receive from lhc Participating Member lalc cooo:mcd the proof or delivery a 
referenced in Article I 6.10 and Ana<hmcnl 2 (Delivery Doou~1na1ion) notifymg amptance 
of the delivery in rtSpccl of which 5uch invoice is cslabhshcd, which proof or delivery shall 
nOl be unrea.so~bly withheld or delayed and in ny event be provided within a 1mn of five (S) 
business days from delivery. 

The Participa1ing Con1r1 tor Aflili It mu sctld an invoice in paptt formal OJ r,mailc.d pdf or 
b electronic systems for p6)'men1 due under the Vaccine Otder f<lrm aecomp&nitd by the 
followin : 

Proof of delivery of the supplie 10 the places of delivery indicated by the Participa1ing 
Member Sl4te in ccordancc wilh Article 16.10. 

Each invoice must conlain the followin informal ion 

amc oft he Ponicipaling Mcm~r tatc conccmc:d 
APA and Vaccine Order Form numbcr/refem,ce 
Order reference 
Billing address 
Product delivered 
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Any applicable taxes, tt3.Mportation charges or other charges proYtdcd for in the 
V1oci11e Order Fonn 

The ship-10 destinntion 
Actinl date of shipment 

-------rtieipeting,,CentraElDfA.f:Tma1e-n .me.and,.bank.aQCOun1,. ____________ _ 

The Panicil)'ling, Member S1a1es m\l t appro,•e lhe submiued doc:umen1s or deli~etables as 
cont'onnina 10 the ~bovc rcqui~mmt, and pay within thin)' (30) days from receipt of the 
invoice.. Any payment which falls due on a date which is not a business day may be made on 
the next su«:eoding businen day. Any dispute by a Particip&ling Member State of an invoi e 
shall be pro ided to the Partkipating Cootra01or Affiliate in writing (alomg with substantiatint 
documenuuion •nd ~ n1bly detoilcd des«iption of the dispute) within lcn (I 0) days fi'om • 
the date of such invoice. A Participating Member Slate ·11 be deemed IQ have accepted all 
in oie~ for which 1hc Particip;ith, Contni tor A flili3le doc noire« ive 1ime no1if 1ation of 
disputes, and shall pay all widisputed amounts due under such invoices within tile period set 
fonh 1n this Article 1.8,2. ~ J)Dl'lics shall seek to moh·c all such dispute$ cipcdi1iously tnd 
in good faith. 

In addition to all other remedies a.vailable under dus APA or at Law, if a Participating Member 
1ate fails to pay any undisputed 1unounl$ wticn cl11e under this APA. lhe Contrnctor may (i) 

suspend the delivery of the Produot 10 that Participatin Member State or (ii) tmninate lhe 
n:lcvan1 Vn.cclnc Order r<>n11 if the po.ymcn1 ha no1 bc;c;n mnd( wilhin an 11ddi1ional 30 d~ys, 

The Commiuion and I.he Ptrtiei))lting Member 1 1et sh1II not, 1nd ~cJcnowlcdse 1ha1 I.hey 
will have no right. under this APA, any V~cdnc Order Fonn, any order, any other agreement. 
documtnl or Law, to withhold, orr: et, recoup or debil any omounts owed (or to become due 
and owing) to lhe Par1icipati g ContrKtor Affilia1c, a inst any Olhcr arnoont owed (or to 
btcomedue 311d owing.) to it by the Conrraetor or an Affili tc. 

To •~otd d0t1bl, if any P rt1c1paling Mtmbtr States do n0I accept deli cry of ony ordered 
atclnc doses in .icc;ordanu with the provisions of1his APA, lhe Contractor shall be entitled • 

10 invoice such Participatin Memlk,r States for the balance of 1he ptice of 11\c ordered do$os 
nol $0 m:cptcd. 

Paymef!IS by the Com.mission mlJSI be ll'.llldc lo Pfilcr's bank account denominated in euro, 
idc:n1Uitd as follows: 

ame ofb1nk: ltiba.nk Dublin 
Exact denomination of account holder: Pfizer, (II(. EUR Accoun1 
full c-eounl number including bank codes: A COIJnt 24208001 
LBA : IE 5CITI9900Sl24208001 
win: CJ 11!2X 
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1.9 CoMM NICATIO, 0£1'AJ 

For lh J>llrport o(this APA, communications muS1 be Stnt to the following oddtes cs: 

If to the Commi ion: 

F.uropean Commissi n 

Dlti IOfate.<Jcnctal for Hulth nd Food Safcry 

mail: SANJJHRQCUREMENT@ce,eur;Ojl .eu 

lflo a PMtjcjp01in1 Mnnbcr $1115 - cc dc:tail1 in Vaccine Order Form 

IC!o Pfh:er: 

Janine mall 

IOM V <Ninc.s Regional President 

Pfizer Inc. 

E-mail; Janinc.sm II fiw.eom 

By deroption from this Arli le 1,9, different cootact details for the Commiuion, the 
Panicipating Member tales or the Conl.rlctor may be provided in Vaccine Ord« Form. 

1.10 PkOJECTMANACEM 11' 

Plittt, Bio Tech d the Commiuion will each nominate a project manager that will be rhe 
sole contaet point for and rtlponsiblt for managing the ovC011I relationJhip between the pll!tics. 
Each Puticipating Member State sh•II in addition appoint an cxpen to work on APA 
implcmtnlltion 11 Panicip ting Member tatc lc\'cl. Project mectinp with the Commimon 
and Participating ~ember late cxptns ·11 be held regularly on a rimcn:amc to be determiMd 
following cx«~tion of the APA to n:pon. mongst other thing$, on pro!im' or clmital studies, 
licensing activities, manufacturing tat~ forccast and delivmc.s. Detail$ spccif1t to e.a(h 
Pani ip ting Member St 10 such lS logistics nd payments shAII be handk4 d11ct1ly by the 
respective P nicipning Member tale cxpem. 

1.11 XPLOITATION OFTK£R£SULTS Of THE AP 4 

The Comnu»ion 11.ckno ledges and agrees that lhe Contra tor shall be lhe sole owner or ,u 
intcllC(:1\131 property riQllu generotc:d during the development, m11nu(a tlm:, and Jupply o the 
V1CCine or otherwise n:latcd to the accinc. Including all knO\ •ho (collectively, the 
" accloe IP Right,"). The Contrattor shall be entitled to cxclusivclytxploit 1111ysu h Vaccine 

n,,,_.,.,..., Id.,...,... .. ,, io,,..,,..,..,.KW l'WC"!fttl:OCt....,, loa•a .. ,...,xi w.,.,..IJl-n• 
..,.. ~ of tot - re,, -ntt lel > 111-pll .. uo~aa • • 
.... 1, -- I 1.-...i, .. 1, "' .. (.ql,A>IOI)' • .,. en IJ'I °" 
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IP Rights. cc:pl c:xprc~$ly Sci for1h in chis APA, chc: Conu-a~or docs not gran1 to the 
omm~,sion by implication. estoppel or otherwise., any righ1, 1ille, liccme or intcrffi in the, 

Vaccine IP Rights. All right noc c prcssly gn.nlcd by lhc: ontractor hereunder arc mcrved 
by the Contractor. 

l.12 lNO Jn TIO 

tt . 1-TheCommission;-on behalf-ef-the PeRicip11ing-Member tales, dee larei 1ha~1hc U$e of - - - - _ -· 
V ines produecd under this APA will h ppen undu epidemic cond111ons requiring 
such use, and lhac the administration of Vaccines v.•ill therefore be conducted unoer the 
olc mponiibility or lhe P1111i ipalins Mcmlxr Scates. Hence, each Ptu11cip ting 

Member late shall indemnify and hold hannless the Conl.rictor. their ffiliates, sub• 
contractors, Hc.cnsors and sub-hccnsecs, and offi crs, directors, emplo)«S and other 
agcn and rcprcsentallvcs of uch (together, lhc: WJndtmnifltd Puson ") from and 
galnsc My nd a.II liabilities ul<urtcd, settlements as per Alticle 1.12.6, nd re 0111blc 

direct cxlcmal kgal co ts incurred in he defence of Third Party Claims (including 
reasonab c nomey's fees and other expcllSC'S) rcllllng 10 harm, damages and losses 
defined in Miele 1.12.2 (coacther, the "Lo m") arising rrom or n:la1ing to the USt" and 
deployment of the Vtcci11C$ in dte jurisdiction of 1he Pan1cipa1i11g McmbCT State in 

qvasion, This Article 112 pplics 10 cs which arise from or n:la1c co the Vaccine~ 
supplied in ccordance with this APA during the in,· I duration of thi~ APA of24 
months (for the • void noe or doubt, rcg.udlc$$ whelhcr the sc or 1hc 3"inc or 
Losses occur within or tflcr soch lnnial durarion). !JI the: evcni 1ha1 additional doses of 
the VIIC(:ine ore supplied und(r this APA following its renewal, 1hc panics will di~$ 
in good [tith whether Ille grounds jus1ifying the existence o this clause m st1 II prmnt. 
If this is not chc case. the indcmnifteation p1ovisions will cease 10 pply to doses 
supplied pursuant to illld after that ienewal 11grecment. If those grounds arc still 
(J)lirt~lly) PfC$cnl, the pllJ1ics will discus~ in good faith whether any amendment 10 !his 
clause is warTa.nted. Such indemnification will no1 be available to the Indemnified 
PclJOllS to lhc c t nl 1h31 (1) the Lostcs were caused by 1hc Wilful Misconduct, as 
defined in Miele I. 12.3, ohuch Indemnified Pcr$0n; or (ii) the Losses were caused by 

m11cri1I bre eh or Good M nufac11.1ring Practice (ts pplicd at the time of 
manufKture) ~fore cenification of batch-rclc1$1: of the Vaccine according to the 
rcqui menlS set out in Tille IV or Direicti~c 2001183/EC, leading 10 a Qu lity Dcfec1 
in the Vaccine at the time of *h delivery and rcsultin in a dctermiruition by the 
competen1 n:gulatory 1u1hori1y to rteall or iuspend the supply of the "ine• or 1n a 
11,oithdrawal or suspension of lhc A llori$ation by the uropcan Commi 10n. The 
Paniclp 1ing M=ber State shall, n0,1Wilhsianding the ~mpetcncy and rcsponsibilhy 
of the competent rcaulatory authority. invol~c the CH.Ml' of the European Medicines 
Agency (lhe "EMA '1 in any case of a recall or 11.1Spc:n.,ion of supply of the Vaccine 
beet~ of iuspected CiMP failure, and ,hall c withoot delay• scientific opinion of 
the CHMP whether a rec,11 or S\I pentton of supply of 1.he v,ccl!'le by the competent 
regulatory 11:1thority was j11$lilicd, and shall subrmt 111 necessary mfonnalioo to che 
CHMP. The Contractor shall be in\o)vcd in the proces.s in accordance with 1he 

pli ble p :edur For the: purposes of 1pplymg the provisions under poinl (it) 
above. ,cg rd $hall be had 10 the CHMP opinion. for the avoidance of doobt, 
indemnification under cond11ions loid down in llns Ar1iclc L 12 include, $ 

ising from or rcla1od to actiol\$ or omissions of any pcrnin receiving chc Vaccine 
dircccly or indirectly after Indemnified Person deli,·c:r the V inc to Panicipating 
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Mcmbtf States or their designated carriers, including, but not limited to, any transpon, 
storage, distribu1ion, handling, u~. dminisuation. or change in die condilion of 1hc 
Vaccine. 

1.12.2 Indemnification pursuantto Article 1.12.1 will only be available for the following losses 
suffered by a third party: death, physital inJury, mentaJ or cm lional illjv , illness. 
disability, propcny lo5S or d.lmagc, economic lo»cs or business interruption. 

1.12.3 For the purpo e of this Article 1.12, the following term shall be defined 11.'l follows: 

(i) ~wilful Misconduct" shall mean: any wrongful act. willingly lllld knowingly 
committed, with the intent to cause harmful effects: 

(ii) "Q~lity Defee!'' hall hm: the meaning defined in Volume 4 of lhe EU Rules 
govcmi11g medicinal product • EU Guideli11cs 10 Good Manufacturin Practice 
Mcd1ci111I Produc.ts for Human and Veterinary U c. 

1.12.4 If any lndcmnificd Person incurs any l..os cs as defined en Anic:lc 1.12.1, the 
Indemnified Per10n(s) shall notify tbe Pill1icipating Member lllte in question promptly 
in writin describing such Los.scs in reasonable dcail, intludmg the 11110unt or 
estlm ted amoUJlt, if known or reasoruibly capable of cstimalion. If any action is 
instituted or claim is uscr1cd by third par1y with rc.spec.t to which an Indemnified 
Person intends to seek iJidemnifi~tion for any !..cmcs that may ultimately be inelll'l'td 
("Third Party lmlm"), 1hc ContractOI' shall notify the Pan,cipat111 Member ttte m 
question promptly in writing, stating the nllture and basis of such Third Party lau11. 
Any delay or defic:icney of the Contr c.tor in informing the Partiel tin McmlK:r talc 
of such Third Party laim sh 11 not hmit the right to indemnification pursuant to Article 
1.12.1, unless such failure ma1criolly p,ejudiecd the Panicipllins Membt"r $!Ate. V.'hcrc 
permis.sion from a third person is necessary lo share c.erttin infonnation with the 
Partie,pati~g Member tatcs, the Contr ct0< will sere o!lllblc efforts to obtain Juch 
perm1s.sion. 

1.12.5 The Participating Member Sc.11c shall be tlowcd to utilize an independent expert to 
cv luate any notice or in orm 110n provided under Anicle 1.12.4. In th11t case, the 
Participating Member talc $hall noufy the n:lcvant Indemnified Person in advance or 
its intention to use an expert 11nd the identhy of such expert. 1 Indemnified Person 
shall be allowed to object 10 the USIC or an cxper1 within thirty (30) business da)'$ counted 
from such notifi lion, if it p'Uts forward rea.sonablc ground$ on the basis of which the 
specific e~pcrt in queS1ion $hould not be pcrmiucd access to $uch information, suc:h as 
,onJli« of in1cmt, In $UCh me, the Participaung Member talc shall ~ allowed to 
■ppoi.nt , new independent oxpc:rt and shall pro ide the idmtity of !hat expert to the 
Indemnified Pe1'$01\ who will have the right lo object lo the use of that npcn in 
ac Ofd net with this Article 1.12 5. 

1.12.6 The Conu-.c.tor ~hall ensure tha1 the Indemnified Per on($) control the deferu.c 1g1msl 
the Third Party Claim, using legal counsel chosen by the Indemnified Per10n(s) and 
1pp vcd by lhe P~rticipotin.a Mcmbcf Stolc(s), 5uch con cnt not 10 be unreasonably 
v,ithhcld. For the avoidance of doubt, the lndemnified PetSoo(s)' control of the defensc 
or the outcome of the claim hall not affcc.t their ri&Jit to indemnification for tcsat eosu 
as provided i11 Article 1.12.1. The Indemnified Pmon(s) may compromise or settle the 
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Third Party Claim, provided 1h11 lhc lndcmnifiod Ptr$0n(s) sh II give the Puticip.ating 
Member 1e reasonable advance IIOl:icc in writing of any proposed compromise or 
scttltmcnt d sttk tht PA111cipating fcmbcr 1ttc:'1 co~nt, h conwit not to be 
unrwonably wilhhcld The Contrac10r all ensure that the Indemnified Person(s) 
provide reason blc updates to the Pa.r11cipating Member late concemin11 thc dcfcn 
of the Third Party Claim either directly, or if the Participating ember late ro chooses, 

________ tltrou~ COWi el choS<~ the Panici ting M mbcr '!le, provided that the fees nd 
expenses of such coun5el shall be bcme by t e an1c1pating - cm -r State. fhc 
P rticipa11ng Member tate shll cooperate with the Indemnified Person(s) for acu 
to documcn and other infonnation required for the defcnse of any Third P Jty laim, 
using reaS()n ble efforts, The Patuctp!llng Member tatc(s) m y further coop rate in 

the defense of any Third Party laim where appropriate, tlvouQh i own counsel. 

1127 The panics explicitly and im:vocably aa,ee that each of the lndcrMificd Pcr5011s, to the 
eJuent that uch person 15 not a party, 1s a third-pany beneficiary (within the muning • 
of Aniclc 1121 of the Belgian Civil Code) of this Al1iclc 1.12 and shall be rotitkd to 
invoice and cxemsc 111 righ , claims 111d waiverS und r 1his Article 1.12 gainst any of 
the Panic1patmg Member late,. 

1.12.8 The paniCJ explicitly aarcc that: 

(i) any Wllrrantics givro by lhe Contractor, 1,hcthcr cxp<cs or implied, undcr this 
APA as regards compli111cc: "'ith Good Manuf(l(IUring Practice or confonnity 
of die Product with the Sp«ific11io11s shall be without preJudKe to the 
provisions of this Article I 12, which sti.11 pply independently of and prevail 
over such wamnli , includln any (claimed) breach of such warranty; and 

(ii) a 1'1rtic,pa1mg Member talc docs not ha~c the right 10 suspend and/or 
otherwise not perform iu obligations under this cl use I 12 excep1 wher the 
Participating Member talc pu rorw d reasonable evidence 1h11 or.c o the 
siru:ition.s Ii ttd in this Article 1.12.l(i) and (ii) i applicable lAd them ner is 
brought for dispute n:solu1ion under Arti le 1.13, in \\-'hich c1se the Participating 
Member tate's obligation ID make any indemnity paymerll v.hich is the ubject • , 
of uch di pule ruoluuon hall be suspc:ndcd til the rclOlution of such 
dispute; and the amounts paid by a Participating lember re under 1Jlis 
Aniclc 112 arc not rccovc~blc from lh( Contrac1or(1rrcspcct1vc ofv.hcthcr or 
not the Third Party laim resulted from a contracnul bread\ by tile Contractor) 
bucd on• claim of breach by the ntrtCtor or the provisions ofthi APA or 
ofa Vaccine rdcr form cxc;cpt where there is final adjudica1iOT1 by competent 
couru that no 1ndcmn1flc rion is nail bk to the Coolltctor pursu Ill 10 this 
Aniclc 1.12, in which cue any corTtSponding indemnifi~ ion already paid by 
• P rtie1 un Member tAtc shall be fully reimbuiscd b}' the ContrtclOr, 

1.13 APl'U AIL L W D CTTLL';fH O 01 P 

113.1 ThlsAPA,h llbe o cmcdbyt:h I-. o(Bclgium, 

1.13.2 Dispute R lut10n 
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( ) In the cvtnt ofa dispute ariJing undCf this APA or the V ine Ord r Fonns, as 
applicable, between the parties, the par1ies shall first 1refer such dispute to 
inform•! d1SpUte resolution di,cuuions between their respective 
representatives. The Contractor or the Commiuion on behalf of itself or oflhe 
Particip tins Member States mA)' initiate such infomial d1 putt resolution by 
sending written notice of the di~ute to the other pany. and, within twenty (20) 
days of such notiec, the rcprescnllltivcs sh II mett and artempc to resol~e the 
dispute b)' good faith negotiations. 

(b) he Commis.sion, the Participating Member I.ates and die Contractor each 
1rrevoe bly submit to the exclusive Jutisdiction of the courts located in Brussels, 
Belgium to settle an)' dispute or claim which may arise under or in connection 
with this APA onhc legal relationships CSIAblishcd by this APA or any V11ccine 
Order Form . 

I.I ◄ OrlltR r. !At.CO .OITIO 

The CoatraClor shall keep the Commission and the Parti ip ting Member tes infonned about 
any significant afcty signal detected during the phann covigilll!ICC or vaccine monitoring 
programmes in n:lation to the Vaccines wltich ilre the objc t of this APA within S business 
d.\ys from notifying the EuropeAn Medicines Agen y. 

( i&naturc page (ollo ) 
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For ibe Cominiasioo, on bdialr and in the 
came of d)e Participa1lllg Mcmb11r Smtcs, 

'mctteCcccro-- - --- - - -- --SteU.ifyriakid .. ---- - -- --

Global l'miclfflt, Vaccinei, Comm.hsiaotr ofHeallb aud Food Safeiy 
Pfim Olopbarm,.ecuticals Group, Pfim Inc. 

S(BJ1atllr« 

Doout 20 oiNovembe,, 202b 

In d\Jplfoalt ill B.cgli&h. 
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II. 

Il.1 DEFOOTIO. 

All definitions arc contained in Article 1.2 

ll.2 ROL AND R£Sr0 BI Ll11£S 1ll £VENTO A JOl)l"f T £ill 

In the event of a join1 tender submiued by• group of economic operators and where the group 
dOd nol have lc&JI pcr10nali1y or legal up city, one rmmbcr of lhc group is ppointcd A.t 

leader of the group. 

U.3 Yl:RABIUf\' 

Each provision of lhis APA i C\'erable and di 1inct from 1hc ochcrs. 1r a provision 1s or 
becomes illegal, invalid or unenforceable 10 any exlcnt, ii mull be scvci,:d from lhc remainder 
of the APA. This does no1 affe(I 1hc legality, validity or cnforc.cability of any Olhcr provisions 
of lhc APA, which con11nuc in full force and effect. The illegal, invalid or uncnforce.blc 
provision must be replaced by a legal, valid and cnforce,Jl,lc su 1i1utc provi5ion which 
corresponds 15 closc:ly pOS1iblc ith the actual intent oflhe po_nics under the illegal, Invalid 
or unenforceable provision. The replacement of such a provmon m11St be made in good faith 
bc1w en the p nics The APA mu11 be interpreted if1t hid contained chc ubs1i1u1c p,ov11ion 

from its entry in10 forte. 

n.'4 PROVISIO 'OP S£R IC A.~ IJPl'LJES 

11.4. I All periods s~ified in lhe APA are calwlated in calendar d:a)s, unless od1tJWisc 
pccifii;d. 

II 4.2 o Con1ne1or mus, immediately infonn the Commission of any chan in the 

o.s 

exclusion situations as dcdarcd, according to Article 137 (I of Regula1ion (EU) 
201 1046 . 

O~I.\IUN"I ION I TH P RTI 

11.S.I Form and men, of commHk■tion 

Any communication of infonn111ion, notices or dowments under lhe APA must: 

(a) be made m writing in ~ or c:kwonie fonn11 in the langv gc of 111( wn111K;1; 

(b) bc:ar the APA number and, if applicable, lhe V■ccmc rdcr Form number: 

(c) be made uJing !he relevant communication de.tails m out in Article 1.9; and 

(d) be sent by ma11 or email. 

If a party reqlleSts written confirmation of an e-mail wnhm a re. nablc time, 1hc Olhcr pany 
mw1 provide n original signed paper 1·ersion or tile communication as soon as possible 
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The pat1ies agi-(t thol 1ny oommunic,tioi, rnadc by email hn.s full legal clfec.t and i] ■dmisjible 
as evideuce in judicial proceedings. 

U.S.l Date of C-.OlillillllllCilioJIS by ma!I and ,mail 

Any communcc1wtion is deemi:d to have he,en m de wben 1he receiving pffl}' re«ivcs It, unless 
this APA refen 10 1he ditc when thi: oommuni~tion w sent. 

- -------------------------------------· 
-mill is dtfflltd to h,ve been ~ivcd by the receiving pany on the day of di!p tch of Chit e­

mail, provided lha1 ii is sent 10 Che e•mail address indic.ered in AJ,icle 1.9. The ,ending party 
must ~ able 10 prove t e d~t( of d i,patch. In the even! that tile cndmg party n:cclve.s m non• 
delivery report, ii mus1 make every effort to ensure that the olh.er ~rl)' JelU.'!11)' rer;civci rhe 
oomm1mio11ion by email or mQii, In su h !I ~. the sending party i$ nQI held in breach ofi1s 
obligation to~cnd such oommU11ieatioa within a specified deadline. 

Mail sent to the Cornrnis&ion or ltle Partidpatif18 Mcmb« late is deemed to have been • 
reteived on the: do.te on which t.hc dcpanmt:.nt rcspon$tblc rcfcn-1:d to in Aniclc l.9 .registets it. 

Formof rrot(flcttl/011.1 are coMick.red to h,ve been r~eiv~ by the receiving po.rt)' on the d~tc or 
rcceip1 indicated in the proof mleived by the sending patty tilat the mesSige was delivered 10 
the ~~citied rc:cipic:nt. 

IU LLUILIT\' 

IUi l Duri11g the t~rm orthil APA, the Conlrllc-tOf or its Affiliates shiH sclf•insun: or proe;urc 
and maint, in such types and ~uni$ of insurance to cover liabilities rel atcd lo its 
uctivitiC$ under this APA as is 110m11I and cuscomary in the: phlrm1J.ccu1ic•I l11d11Stry 
generally fotcompanie:i ttui, aresimiluly sil\l~tllQ ,ml providing similarmanuflJ.ciuring 
lnd supply scrvi.es. F« 1b.fol1.11e cl rity, this slull not include, f'Of c~iutitute, produ,ct 
li,~bility lnsurMce to eover 3ny third party/patients claims and 1ud1 gen~ral insurance 
shall be without prcJudlec 10 the P~rtieip 1ing Member 1111.es' indemnifiution 
obligation as SCI OUI in chis APA. 

11.6.2 Pfiztr and Bio ITech are joinlly and severally liable to the Commission or the 
Participalin Member Stotc for the lmplemmtalion of1he APA. 

11.6.3 The Commission 111\d the Particip.31ing Member Wes h II use commcreially 
rc3.$ona.blc efforts to mttigat< bolh (I) the damages that would otheiwise be recoverable 
frM1 the other pursu~l\l lo this APA !Uld the Va«inc Ordtt Fo!Tl'I$, and (2) any wsts, 
fees, expenses or losses that may be incurred b)' 1he Commi$.Sion or Che PanicipalinB 
Member Selle, or for 1 1hich the Conm,etor m~y Ix rcs-ponsiblo, undtr this APA nd/or 
any Vac.c;inc Order Form, by taking appropriate and reasonable actions to redu<e or 
limit the amount of such d_amaJlt$, cots, fees, cxpcnse.s or lossts. 

U.6.4 Llmilson liabllicy 

(i) Taking rnto accoun1 the unprecedented narure of che c11n-tnt COVID•I 9· 
sit1Jalio11 and ,~e exceptional circumstanc-es uJMlcr wtikh, lhe Vac.cinc s.hall be 
deli~ered. the partie pli<itly gree dia1 the Contr~~or and ii$ AffiliJtos 
cannot be htld liable for an~ damages excopt or proven damages which arc 
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su crcd by the Commission or 1hc Pal"lic1p ting Mcmbu !ates as a dt.r«t 
con1equencc of a breach by dtc Contractor or its Affililles of its obligation 
under dus APA or a Vaccine Order Offll, and lhat lhe Con1rae1or and its 
Affili3ttS shall in any ta$C not be liable for late dcliverie (subjecl 10 lhe 
Contr 1or's obligauon 10 use 8cs1 Reasonable EfToru as contame<l in Miele 
1.6.3). 1~ ofrcvcnuc, lo of an1icipated savings, loss or busine , loss of proft1, 
loss of goodwill, repu1a1ional damages.. loses from economic d1sruptl0fl or C0$1 
oflltemative supply 

(ii) Taking in10 aecount the Pal"lici ling Mm1bcr tales' indemnlfica1ion 
obhption as stt ou1 in thi.s APA, 1hc panics also explicitly agree that the 
Contraeior shall ha\e no liability to the Commi ion or the Participaung 
Member States in rtspeet of IMses or d magcs suffc:m! by rho Comm is ion or 
the P1111icip~ting Member States as a lffllll of any claim by a third party rclatina 
to the distribution or use of the Vaccine, ave in cireumsWICcs where the 
Contractor would llOI hi,e been entitled IO indcmnifK.11.tion under Aniclc 112, 
had such claim by a lhird part)' been m de against the Con cw. 

(i,i) The aggregate liability of the Conll"l.t'tor and its Affiliates to1 ds the 
Commission arising out of or relating to this APA and/or the Vaccine Order 
Fomu (whether arising contractually or extracontraeiually), shall not e eetd a 
sum cqu1valcnl to the Advance Payment 1ct1.11lly received by the ConlTacto: 

(iv) The :iaarcsatc liab1hty oflhc Contmtor and its Affiliates towards any of th 
P nicipating ember ta~ arisin out o( or relating to Ibis APA tnd/or the 
Vaccine Order f'orm concluded with that Par1,cip ting Member State (whelher 
rising conrracrually or cxuacontracrually), shall not e:itcttd a sum equivalent 

to SO¾of the sums actually received by the Cont/I tor under the V ccine Order 
Form concluded with that Participa.llng Member St te. 

(v) For the a oida~e of doubt, this proviJion does not in any way affect the rights 
of an injured third party (excluding the Commission or any Panicipaling 
Member tatc) 10 claim damag<s under the applicable Law . 

U.6.5 i o lln1it1rion orliabUJty 

(i) ochina in this APA excludes or limits the 11 bilily of either p rl)' for 

(a) wilful intent, fi ud or fraudulent m1ucprcscnt lion: 

(b) any br;:.1 h of Aniclc 11.9 (Confidcnu liry); 

(c) in the c.1se o(the Commission,(; ilurc to pay the Advincc Payment, 

(d) in the we of• P&n1cipat1ng lcmbcr late, ~ ilurc to y the pri c f01 1hc 
Product or an other sums properly owing to the Con~r or a Panicipanng 
Con ractor Affiliate under this APA nd Vaccine Order Form, 

(c) in the C1$C of I Panicip11mg ember t&tc, the indemnity ai~cn by 11 under 
An,clc 1.12; 
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(f) in the case of 0111rac10r the circunuunccs in which the in<kmnity under Ar1ielc 
J.121s 001 avail,ble 

n.6.6 Wainr of sonre.ign immunity 

Each ra11idpating Member S1a1c t'fprc,cntS that it has adequue statutOI}' or regulatory 
authority and adequate funding ippropri1tion 10 undcrt&l:.e tnd e.mpletcly fulfil lht 
1 emnilic t 110151fgll!ionfjiurw1,mcntniclc Hhfthis1rPA.- --- - - --- -- -------

U.6.7 Recall 

In the event ofa ..«all of the Vaccine, the Par1k:ipating Member tatcs shall be responsible for 
11 ~OS1J ohny ~c.11 or n1nrket withdrawal of the V1KCinc, in.eluding re• n~bk cow incurred 

by or on behalf of the Contractor and its Affiliate,, except 10 the extent that such recall or 
mirkct withdniwal rcsults from one o(thc s:itu lions described in points (i) and (ii) of Aniclc • 
·1.12.1 of this APA, in which event the Conlrttlor shall be responsible for 111 co.ts of any recall 
or mltl:~1 withdrawal of the Vo<:cino, including rc.1son.1ble costs incurred by or on bchtlf of 
the ommi»ion and Participating ember States. 

0.7 CONFLICTOflNT£.R.£ST l'R0Fl:l 10 ALCO.'IFLtC'Ttl'iG INTERFSTS 

IL 7. I The Contractor must take all che necessary mca~vrcs 10 prevent any s11ua.tion of co,iflict 
of f11m St or profuslom,J co11j11c1lnK lnrerrst, 

11.7,2 The Contr1ctor mu I notlf, the Commission in v.Titins 1t1 sooo as pos.,iblc of any 
snuation that c-OUld constitute a c~mflicl of mtertsl or o pi·ofuslor,ol conflicri11g 1111e1es1 
during the Implement 1ion oflhc; APA. The Con1r3 tor muJt immediately take action 
10 rcc:ri y the siruation.. 

TI1e Commission may do any of the (allowing: 

(a) verify that the Contrtctor's aotion is appropriate; 

(b) require the Conlmtor to lake further ac.ti.oo within a pecified deadline: 

(c) decide not to award 3 Vaccine Order fomi to the Contrnctor. 

II. 7.l The Contrtctor must pass on all the relevan1 oblip1.ioM in writing to: 

(a) its pc1'$011nel whicJi is directly involved in the ptrformanee of this APA; 

(b) any namr.il person with rhe power to represent ii or uke dc.cisions on its behalf; 

(c) thl,d !)arties involved in 1hc lmplcmcntallon or the APA, includin~ 
subC-Ontrattors. 

The Contractor must also ensvre that the pers:on.s referred to above ,re no placed in a $it~tion 
which could give rise 10 connictJ or interest 
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JUI Rtpre eo1 tlooJ and warrmntltS 

ll.8.1 Mutu.al rqireseatatlons and warrilndllil 

The parties e h represent and warrant to each other tne following: 

(i) Orpnizotion end authority. '.lru)y htvc full right, !)()\\'Or 111d authority 10 dnt~r 

into this APA and to pcrfonn their respective. obligations llnder this APA· 

(ii) o c:onflkts or violitions. l"hc execution Jnd delivery of this APA by such party 
mnd the perfonn~n« of such ~•s oblig,ulons hereunder (l) do not eoniliel 
,viii\ or viol ace any laW$ exiS1ing as of the date of entry into fon;c of the APA 
Bnd 1pplietlble 10 such ~rry tnd (ii) do not ~nma with, vio1,1e, brmh or 
col\Stinnc a default under, and are noc. prohibited or materially restricted by, e.ny 
eon1n1c1ual obligatJo11s of such party exiSling u of Ille da1c of entry in10 force 
oflh.e APA;~ 

(iii) Valid execution. Such party is duly authorised to exe(UtC Md deliver I.his APA, 
and the person extllllltinithis APA on bduJrorsuch pany • duly Bulhori$td 10 
execute and bind weh paity to the terms set forth herein, 

The above wmantics sltall also be given by the Participating Member States in respect 
of the Vaccine Orders Fomu and their obligations conlllined therei11. 

O,S.l Warrant of either party 

The Con1n1e1or warrant to !he Commission and the l'artielp 111111 .. cmbecr tat.CS that: 

(i) at~ time or d.ell\•er)', 1he Vac.clne (e)(eept for ~ny non-compli~.nce or failure 
to meet die relcvan1 &iandard or rcquircmc:111 thBI could noc be re:uonably 
disc-overed glv~ the state of medlea1, seicnlitic or tcdlJ'lical lcnowlcdgc at the 
time when the Con1m:tor deliver«! ltlo Vaccine): 

(1) comp I lcs with I.he Speei fications; 

(\i) has bllCfl muiufac:tur,cd In 1ttordantc: with cumnl Good Manufacturins 
Pm1iee; nd 

ii) subject to the Contractor's disclaimer of non-inftingcmen1 of intellectual 
property riah1$ of a third party, it has aood title to tlr Contracted Dom 
delivered to the Participiting Member tates pursuant 10 thls APA and shall 
pau $Uch tltlc to the Part1cipatin& Member S1atcs rr« and clc,ar of any ser;urity 
interesu, liens, or other cncumbr1moes. 

In the event or any breach of the C4ntracior's warranties or u.ndertaldngs relating 10 the 
Vaccine, I.he Commission's and the Pen:icipatina Membtt States' sole Ind e elusive remedy 
will be for th.c ConEra tor 10 deliver replacement Vaccine in the circums111nces provide-cl in 
Article 1.6.14. 

The Commi$$ion w.imints t~t 1hc APA is awarded and each 11ccinc Order Form i concluded 
in accordanee with applicable L:iws, 
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Jl.8.J nlhl>ribery/antl•corruplion 

The pmiC$ rcsprer;cnl and warrant that, beyond the mutual co11sidtntio11 set faith in this APA, 
ncillte~ rhey nor lhcir agents have provid~.d or requested, or will provide or request, any 
additional incentive' or benefit lo or from Ille other party or its agents to induce either palty to 
enter into this APA or petfoffl\ any pan of1his APA. 

• -- - -1'hc-Coo1.rae1cr h1!'-no.t-m4de,and will nol maktr•in-lhe performllnc-e o.f this APA-directly..or. - __ . ___ _ 
indirectly any paymcnl, offer., pmmisc, or aulhorisalion of pt)fflent of money or a.nything of 
value 10 a govmimenl officia-1, pol11icat party, c.andidate for political office, or any other pel"$on, 
tnd hw nol sought ond will not seek improperly or oom.Jptly co influence any i;o cmmcnt 
official, political pany, candidate for political offic-e, or any other person, in order 10 gain an 
improper business • dvn.nu,gc. 

n.8.4 o 01bcr•arruty 

ccpt 10 the cx1en1 tct out c~pre.ssly in this APA, QI! condition.1, womnticS or other tcfil'ls 
, '1ich, might ha~e effect bcrn'con the paniti or be implied or in£orpQrated into this APA 
(whctbcr by st.11nnc, common law or olbel'I !e) 11.rc hereby c,ccludcd 10 the: f\Jlle.st c•tcn1 

permitt~ by appliC3ble L~w-W ilhout prtJud~e to the general oalU!c of the pm•iou$ $Cnlcncc, 
unless 1his APA s,pccifically s1a1es oihciwbe and 10 the m~,cimum oucnt pcrmirtcd by 
applic:able Law, tile Con1rac1or e,cpr11.Ssly disclaims any represcritatior1$ or warranties with 
re~p et 10 I.he Vaccine, including, b111 1101 lim11ed to, 01,y w1un1.n11es or 11ndc111ldrig ~ 10 non• 
infringement of intellecm~I prope11y rig.Ills ofa third p~r1y. 

Il,9 Co:-.TJDElfflALlTV 

11.9.l eilhcr the Commission, a Participating MemberSLate nor lllc Contraclor shall, al any 
time, wilhout the disclosi11g p$1't)''s prior Mitten consent, di~l'O$C to llllY third fl311Y 
any of Che olhcr party's Confidential lnfonnation. 

11.9,2 The Commission, the Panicipating Member 'tale and the ontractor shall: 

(a) ~ such Confidential lnformalion solely for the purpose5 for wilich it was 
JXO ided; 

(b) t e all rnsoMble prec•~tioris 10 ~vc:nt siy ~urhorisod 11$C or disclo111re; 

(c) not cUsclosc or disrribu1e y Confidcr1.1iol lliforrn11tion 10 any third party excep: 
as and lo the cxlcnt llllthoriscd in writing to do so by the di.sclosing party. 

IJ.9.3 n1e ,ecciviog_ party shall be pennined to disclose Conflckntial Information tha1 is 
required or requested 10 be disclosed by governme-n11I .iucliori ty pursu11J11101pplic~blc 
law in eoo11Cction with ~ny 01J1er leg.ii or admini$trativc pro«eding, provided cha, i, (i) 
notifit5, the diselasing party of any !illCh disc1os1A1t rcquircm.:111 or requ.es1 as soon as 
pr.ieticable and (ii) furnish!:$ only 1h11 portion ofc'lle Confidential Information whieh. 
in rhe opinion of the receiving Ji ny or d1clr !cpl counsel, ii 'rcsponsi~e 10 such 
rcquimnent or rcquc:s.1 and (iii) asks the court or other public body, if applieable, to 
1re.i 1he Conficle.ntifll l~fornmioa s con11dt111iJ1. 

• 

• 
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11.9.4 The rceehiing party 1h1II disc.lose Confidential Information only to ~uch of its 
representatives who have a need IQ know su.ch C-Onlld·cntiil lnforma.tion to fulfil its 
obllptions undtt this APA; provided, however, befo~ Bny disclosure orC0t1fidcntial 
Information, the rca:ivmg party shall bind ils rcprcsentatives receiving Sl:Ch 

onfi1fon1ial ln(orma1ion toa wri~n agreement of conliclentiality at lust as rcc5tricti~e 
as conhllncd in lhis APA; md prior to any disclosure, the receiving party shall inmci 
ir., rcprc;sen1111ivci oftl\c, c-0.nfidential nature of, and to maintain the confidentiality of, 
the C-Onfidcntial lnforcmalion. The rccci,ing party shall be rdporuible for all acHons of 
ir., rcprescniati'\'eJ, inc~udi11,g any breach of me terms hereof, resudless of whethc,r or 
not &uth rcprcscnhltive,o; remain cmplo)'cd or in c;ontnctual privily with U'le receiving 
party. 

Il,9.S otwithstw,.ding 11\e fiorcgo.ing, in all am, (3) the Participating Member S1a1e;s may 
not faclosc ,myoftlit financi~I or indtrn11ilica1ion provisions contained in this APA . 
including the price per dose ofVaecineor refundabiliiyof1he Advance Payment or any 
in(ormotion th11 could rcllS()nably ascc:n11in the price per dmc of Vat(inc, wfthout the 
fJ(ior wrinen coosent of tile Contractor, amj (b) lhe Co11tractor may disdose 
Confidential Information to their Affiliates without prior written consent or lh 
Participating Member S~~. 

IJ.9.6 The confid.entialiry obligations set out in this AJticle 11,9 are binding on the 
Commission. the Pll'ticip ting Mem'ber State and chc Cootractor durins the 
lmplementalion of the APA and for as long as che inforrnation or document rem1in 
onlidt11ti1I 11nlts1: 

() lht di,clo,ing p ttya recs to rckaselhe rcccivins p,arty trom thec.onftdcnti31ity 
obl i.gatiOJ1 e.irlicr; 

(b) the Confidcn.tuil Information or documenlS bcoome public through other me.ans 
than bm.c,h ofthi: conlidcntiallty obli lion; 

(c) the pplicablc Low requires the dlsclosutc of 1hc Cenfidentilil lnfom11nion or 
doeume:nlS . 

11.9.7 The C-Ontractor must obtain from any n~tural pemlll with the po\1ier to represent it or 
lllkedclcisi0t15 on ita bchBlf, u well as rrom 1hird parties involved in the lmple:ment1tion 
of the APA • commitment tha1 they will comply with this A.rti.cle. At the re(jues1 of the 
Commission, the COlltrottor must provide a documen1 providlnt evidence of thi$ 
eomrnitmenl. 

11.9.8 either this APA nor the perfornianee by either party hereunde. shall min5fcr 10 the 
rcui ing party a.ny proprietary right, tit.le, intereSl or claim in or to 11nyorthc di.seioslng 
party's Confi.dcntial Infonnalioa (including, but oot li:mited o, any intellectual pro~rty 
rights subsi$1ins therein) or be construed as granting fl license in its Conficfenlial 
ln ormation. 

lt.9,9 The provision$ or this Article 11.9 shall survive the 1cmtint1ion or e.xpinition of this 
PA for ~ period of ten (10) years, except with rc.spea to any inronn1tion th t 

constirutes a tnidc iec-rel (as defined by 1hc applic.ablc Law), in which ease the rccipicnl 
of sueh information will continue to be bound by its obligBtion.s under this Article 11.9 

JS 
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for so long as such inform11ion continues 10 cons1itute a tnide secret. but in no event 
for a period of lw tt»n the ten (10)-ycar period specified above. 

11.9.10 The Contrattor acknowled&es tha11heCommission is subjec.110 requirements 1d down 
under Regulation (EC) 1049/2001.The CocMlission committ that ii will consuh wi1h 
the Con1ra.c1or on any dLSclosure request conuming dorum n conia ining Confidenu•I 
Information as provided fOf in Article 4(4) of said Regulation. 

II.JO 

The putics shall c~>nsult togc1her on the timing, conten and m.aMer or any prcu release 
rclatin,g to the execution of1his APA. Other than the foregoing, no party sh II m ke, or permi1 
:any person to ma kc, :any public 1111nounccmcn1 concerning lhc existence, ubje I matter or term 
or 1his APA or a Vaccine Order Fom1, Ille wider lrans.actions contemplated by them, or the 
rel;1i0Mhip between 1he parties. without the prior written comcnl of the 01hcr patty (ivth • 
consent not to be unreasoiubly withheld or dela)cd), cxcq>1 (i) as required by law, any 
govemmental or reaul tory uthority (including. without limitation, any rclcv~t swuritics 
exchange), any court or other aulhoricy of competent JUriSdDCtion; or (i1) on terms that arc 
consi~cnt 11\d do not go furthc th n the matters covered in any ag_rced pr release. For 
clarity. unless content is granted pursuant 10 this clause II 10, no announcement or disclosure 
,.. ill include or infer 1tic price pu do,c or lhe Q4 2020 volumes ag,ecd m tile Delivery chcdulc 
or contain infomwion 1ha1 woo Id be material 10 the Contraccor. 

A pany shall not U$C the name, trade name, serv,c;e marts, trademarlcs, trtde dress or logos of 
chc 01hc:r p.any in publicity ttlcase,, dvc11is1ng Of ny 0U1er publicatioo, withoul Ille other 
party's prior written consent in each insrance, provided, however, t consent is granred for 
pubhe innouncc.mcnt pursu n110 bove ub•cl use (ii) in this Article II 10. 

IJ.11 PROCt: I GOl'P ONAl,OATA 

n.1 I.I Pro« lng of ptnonal dala by Che Comm slon 

Any pcr1on1I d 10 included in or relatin to the APA, includina it, implcmcnta11on, shall be 
prooes.scd in tcordance with Regulation (EU) 201 I 72S. Such daa. shall be pcocessed sokly • 
for the purposes of the implement 1ion, man cmcnc and monitoring o the APA by the data 
controlltr. For the purpose of this provision the dtta controller for ttte Commission shaJI be 
1hc Oirtctor•Qcncrol of the Ellropcil-ll Commission's Dire torate-Oroc:ral for Health and Food 

fcty. The data protection notice is available II htt /. ec I 
pybhC:C!' rsmcnt-prcxcdurcs tn 

The Ccntr (IOr or any other per on whose per nal dat• u processed by the dalll controller in 
relalion 10 1his AP h8$ spcdtic rights as a data subject under Chapcer Ill (Articles 14-25) of 
Regula110n (EU) 201 1725, in p n1culmhc righno Cfl, rectify or eruc their pu-son Id 1 
and the right to rcsrnct Of, where applicable, the right 10 object 10 processing or the right todat 
ponabil11)'. 

Should th Contractor or any 01hcr person who1c personal da11 is processed in rtl Hon to 1his 
APA have any queries conccming the processing of its perSOnal da~, it shall address itself to 
the data controller cy may al o address them elves to the D1 Protection Offi er of the data 
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controller. They lta e the right to lodg~. a complaint at any rime: 10 the: European Data P'ro1cction 
Upt!l'\li~r. 

ll.tJ,l Procn in& or~N011tl d-ta by lh~ Cootl"atlor 

The pr01.essi11:3 of persona I d11a by 11\o Coner~clor shall mce1 lh.e requir,cmen1:s of Regulation 
(EU) 2016/679 al\d be pr«csscd solely {or the purposes set ou1 by the Controller, 

11.tl SUBC11NTIUCTI C 

II.12.1 The Con1r1cloT may not subcontract Md have lhe A.PA implc111cn1cd by third paJTies 
be)·ond the third pattiu alrel!.dy mentioned in it:s tc.nlkr wi1hou1 prior wrincn 
no1ificatlon to the Commission. For the YOidanuof doubt, it is agreed that the entities 
me:nlioncd undc:r poinu 1) to I) or s«tion 2.4.2 or the Commi1Sio~· 1ci1dcr 
spccilicstions sha.11 not be considtred subcontractors for tlte J)llrpOSI.' of !his A11icle 11.12 
and l~t they can be in olve<l ln tJ,o, sctvicc: delivery by the Contr&aor, 

H.12.2 In the case of subeontr ctini;. the Connctol' rem•ins bound by it, contrti«u3l 
o\lligations and is solely respons.ible for lhe lm.pltmen1011on of tire A PA. 

H.12:} The ContrKtor lllll$l en,urc that the subcontract docs nOI affect the righlS of the 
Commission nd the PM1icip11ina Mtmbcl' 111tts ijndct 1his APA. 

11.12.4 The Commis:sio11 mn)' reqw:,t the Contr.1e1or lo replace a subcon1n.c1or found to be in 
a .ih1&tion p1ovided foe in points (d) and (e) of Article II. I 6.1. 

IJ.13.1 Ariy amendment to the APA or a Vaccine Order Forni must be made in wtiling before 
ill eot1tm1u:il obligt1ion.s have bun fuffillcd. A Vaceine Order Form d<>CS nt>I 
coll$11tutc an amendmcml 10 lhe APA, 

[I, I ) .2 o amendment Cll/1 ma.kc chanscs to the APA or a Vaccine Order Form that m1&Jit alter 
the ini1i~I conditions of the ptocuremi:cnt prooc:dure or result in uncquol l.reatmenl of 
tendmrs or conlTBctors. 

11.14 AsSIG~l rr 

Neither this f',.PA nor a.ny interest hereunder will be as:si,gnable by a p,any witliout the prior 
writtc.n cons:.cnt of the othtt p 11y. txcept as follows: (1) Pfiu, mny •uign its ri~ls ~nd 
obliga1ions under this A.PA by way of sale ofiuelf or the sale oft~ ponion ofi1s business to 
which !1,is APA 1dn1es, through merger, sa.le of use11 and/or ale of stoek 01 ownc~hip 
interest, provided that the assignee will exprusly agree lO be bound by Pfuc:r's obligations 
under11lis APA {jl'!d that 1uch sole is no! prim1rily for the bcnefi1 of ii, creditorS, (b) Pfiu, ma)' 
wign ii$ rights and obligations under Chi s APA 10 any of its Affilia1e$, provided that the 
assignee will exprc:oty agree 10 be bound by Pliur's obliB,lllions \!Ader this APA and 1ba1 the 
Contraclor will remain liable Cot all of iii rights and obligacions under !hi$ APA. Jn addition, 
the Con1ractor may assign its rights and obligations unde, this APA ro II third party where the 

ontraclor or its Affilltte is rtquirtd, or niake:s a good (1ilh dc&cnnination based on advi(c of 
counsel, to divest • Product in order to comp! y with Law or the order of llAY go,·emmental 
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authority as a result of a merger or cquisi1ion, provided that the asSiBJleC will cxpmJly agree 
to be bound by the ontrae1or's obli ations under lhis APA. The ContractOf will prompcly 
notify the Commission of any assignment or lrtnsfcr. This APA will be bindin upon th 
suc~fflOrs and permitted assigns or c parties and the name of a party appearing herein will 
be d«med co include the names o such pany's succcsSCKs nd pcrmi11cd usill" to the extent 
necessary to (atry out the intent of this APA. For the purposes of this Article 1114, any 

- - ___ _rcferenct! .t0,:.'lhc Cont c10:r'.:sb&l~ !Alt~~ fcrcnce, 10 "Pfi.ur and/or BioNTi:eh". ______ _ 
For the purposes of the Vaccine Order Form, any refermces to the "A.PA" in this Anicle 11.14 
shall be intcrprcled references 10 tlte "Vaecinc Order Fonn" 

0.15 F0RC£ IMAJElftu, 

II.I 5.1 If a p,rty is affc kd by Foret MOJ 1rr , it must immediately '1011/y the other party, 
st.ting the nature of the circ.umstancu, their likely du ion and fon:sce11blc cffecu. 

II I 5 2 A ptrty is not liable for any delay or failure to perfonn its oblig1tions undei the APA 
or Vaccine Order onn if that delay or failure is ,tsuft of Foret m0Jt11u. If the 
Con4nctor is unable lO fulfil it$ contractual obligations owing to Foru mo.jtrm, it has 
the right to remun rttion only for the services ctUally provided. 

11.15.3 The p rtics mu like 111 ncccsslr)' mcl!llJrtS 10 limit any dtm gcduc to Foret mojturt 
Blld shall use commerdally rea,onable efforts to avoid Of minimize the delay in 
pcrfonn11ncc of their n:speeti\•c obligations arn eted by Foret mo)ti;rt 

11.16 rtN tONOYTH,t;t\lPl,t:MliN'f TIOitollfllllAPA 

11.16.1 u,sptnsion b)' 1h11 Co11n1ctor 

If the Contr tor or a Participatini; Contractor Affiliate 1s affected by Force majawc, II may 
suspend the provision of th scrvictl under a Vaccine Order FOflll. 

• 

The Contractor or the Pamcipatmg Contractor Affiliate must immediately notify the 
Commi sion of the suspc1l Ion The 1>0tlj/CJ1llon muu include a d<:$Ctip1ion of' the For" 
mojelht and state when the Conlrllclor or the Participating Conlrlletor Affiliate expects to • 
rc.5umc the proviiion of scrv1c . 

The Contractor or lhe P rtitiJ).lting Contr et Of Affih~tc muJt notify the Commiuion u soon as 
it is able to resume ptrfonno1:u of tire Vaccine Order Form, unless the Commission bas already 
1cnninated lhe APA or the V cine Order FOITTI, 

11.16.l u pension b)• tht omm Ion or the P1rtkip11lnc Memb r t It 

Pursumt to the Fi ncial Rcgul4tion, the Commission or th P rticip.iting Member Slate may 
s\Jspcnd the Implementation of the APA or pC'rformancc of a Vaccine Order Form or any part 
0 it: 

(a) 1(thc procedure for awgrdina the APA or• Vaccine Order Form or the lmplcrr.en111ion 
of the APA proves to have bee~ subjea to lrreg\Jlarities, Fraucl (in the sense of the 
Finllltial Rcsul11ion) or lmach of obligations, 

3 
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(b) in order to verify whether the presumed lrrcgulJritits, Fnud (m the sense or the 
Financia I Rcgu lation) or breach of obligatiOl'ls have actually occu:rred, 

The Commission or the Participating Member tale in question must formally notify the 
Contra«or or the suspension and the reasons for it. uspcnsion takes effect on I.he date of 
formal notifiation, or a a later date if the fomial notir1cation so provides 

The Commission or th Panicipating Member State in question must notify the Contractor s 
soon as the vcri f'i tion is completed whether: 

(a) it ii liftin the u pension: or 

(b) it intends 10 tennin~te the APA or• ccil\c Order F0tm under Article 11.17 I, ({) or 
(i) . 

The Conuaetor is not crtlitlcd to compensation for suspension of any part or the APA or a 
Vaccine Order Form. For the avoidance of doubl, the Contractor shall not be under any 
oblig1tion to deliver any Contracted Doses during 1hc $USpcnsion period, and the Dchnry 

hcdulc shall be lldju~ed to tike m10 1°'°'-!nl the period of such pcmion, Equally fOf the 
• a, oidll.n« of doubt, the Conuactor shall complete the delivery of any Contracted Doses tha1 

were alrody in lrlnsit on the date of1he form I notification or II the I let date indicated in the 
fonnal notification. 

Jl.17 TF.R.MINATIOS OFTII£ APA 

U.17.1 Grounds for termination by th, Commission 

The Commi ion may rcrminue the APA orthc Participating Member State may terminate any 
on-gomg Vaccine Order Form (depending on "'ilcchcr the cv~t affects the APA or the VaC(inc 
Order Form) olcly in the (ollowing circumstance&: 

(a) in the evcrtt any of the circunmanees referred to in Articles I 6.3(iii), L6.3(v) or 
l.6.3(vi) occur; 

(b) if the Contr ctor docs not implement die APA or perform the V■c.c.inc Order Form in 
accordanu with material aspccu of the APA or the V ccinc Order Form (as appllublc) 
or is othe i.sc tn material b(cach of anothc,r substantial contntc1uil obligation; 

(c) if the Contractor repeatedly rerusc 10 sign cine Order Forrns without uusc, 
Termination of three or more Vaccine Order Forms in these cin;umstanocs also 
con~itutcs s,ounds ror tcrmmatioo of c APA; 

(d) if the ontractor or any person that assumes unlimited Ii bility for lhe debts of the 
Con1n1c1or 11 in one of the si1ua1,ons provided for in poinls (a) d (b) of Art,clc 136(1) 
of the Financial Regulation'; 

(c) ,r the Contrutor or any Rcl tcd pc on is in one or the situationqwovidcd fotln point 
(c) to (b) of Artie-Jc I 6(1) or Article 1 6(2) of the Financial Regulation; 

aqµI- ff;U. &,-) l01 C46 el Ill< e.,op,&n ~I l ol ill< CcWKa o( II ,.., IOI& '" eh, "-cul 
lffll 101/,cpncr,J di;,1411 "• ,... ,n;Rta,11......,[M, llKmll,(tUlr-i.llOlflOll.([.\ltl'fo llDl/1O1), 
1ru1 !4o llOl'20U, lll1) 1)~11, ( 1116/201). (W) No llll!Olt, (1'1J) lUlltl-l, w 0cc, 
S41n0141'eU ... ,q,eil~. R~• (EU, EIIIWm) ' 9Wl012 OJ L 191 el 10.72011, pt !':Mb••ln raqro ct!atl 

Rl~lkh/;'C'f\CX VPl!R/"5 
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(f) 1f1he proudure for awarding the APA or the Implementation oflhc APA prove to h.we 
been subject to Irregularities, Fnud (in lhe ense of lh Financial Regulation} or breach 
or obli,ations; 

(g) if the Contractor is in a situation !hat dots constiMe a Connict of interest or a 
Professional connie11ns intc.tc t which would h vc • m tcri I advcrK imp et on the 
pcrfomnanceofthe APA; 

.flll. 1n cue ofa eh n e rg.ardinuhccxelus1on situ.ations listed inAn,clc 136 of Regulation 
(EU)201811046 that calls into ques1ioiiihc dccf5,on to awird the contrac ;-- --- --- - --

(i) m the eveni of Force ma)i-wt, where irhu retumlng implementation 1t lmpo.nible or 
die necess ry ensuing amendments to lhc APA or a v,ceinc Order FOITII would mean 
1h t this APA is no Ion~ fulfilled 10 a subsuntial dcgru or resuh in a sub.stAnti lly 
1111equ I ueatmcnl of lcndcn:n or conuaetors 

ll.17.2 Grouads for tuminatl.on by tht Contrutor 

The Contraetor may 1emiiru.1e the APA or any on,going Vaccine Order Form solely in the 
followin circumstances: 

(•) 1( the Comm is ion or the Puticipatlng Member rate does not implement the APA or 
perform the Vaccine Order Form in accordance with material aspl:'15 of the APA or the 
V ccino Order For,,i (as applicable) or is otherwise in nutemJ breach of another 
sub~ntial contractual obligation, meludrna the Commission's obligation to 
communicate the Uocation of the Coorracttd Dose , the ommission's obhant1on 10 

pay the AdYancc Payment, the P1nicipa1rnsMcmbcr tales' obliption 10 ubmit a duly 
completed Vm:ine Order Form in accord!nce with the allocation, the Participating 
Member Utcs· obhption 10 ,1"cp1 delivery of the ContrKlcd Doses, and the 
Participaung Member tale$' obbg 1101110 pay tbe price of the Contrac~cd Doses; or 

(b) in the event anyofthccircumstanccs referred to in Articks l.6J(i1i). 1.6.l(v) or l.6.3(v1) 
occur. 

11.17.3 Prortdurt for tcrminJtion 

• 

A pa11y must formally not(h,lhc other party of ii$ intention 10 1cm1i11Jtc the APA or a Vaccine • 
Order Form and lhe ground for 1erm ination 

The other party has 30 days fol owing the date of receipt 10 ubinit obseMtions, including the 
mcasllftS it has taken or will I kc to continue fulfilling its cont11ctu•I obliaatioru. Failin th t, 
the dccuion to termin&tc be.tomes enforetllble the day after the tim limit for submitting 
ob crvations h s dap cd in the cvcn1 the Grounds grvin; ri$t to termination have not bc:cn 
c.urcd. 

lflhc other pany submits obscrvat10ns, the !)llrty intending 10 tcrrninJtc mwt/ormal/y norify it. 

n.11.• Effttl$ of term nation 

ithin 60 days ofme date ofttrmination, the Contractor must submit ,ny invoice required for 
scNi~ that were provided before the date or termination, The Adv111GC Payment will be 
refunded to the CommiMion if either pany tcnnine1es the APA pu~Ullnl to Anicle l.6.3(iii) or 

40 



• 

• 

SANT(/202C/CJ/OO • Sil 13UJS 

SE SITIVE 

Article l.6.3(v), and the Advance Payment ro, Contracted 00$e, not dcliYtrcd 1vill be ttfundcd 
to the Commission if either party tenninates the Af>A pul'$uant to Article: L6.3 (vi). 

The termination or expiration of this APA shall no4 dfcot the survival arad eontinui11g validity 
of Anieles I.I. 1.2, l.4, l.6.7, 1.6.9, 16.1 I, 1.6.12.1.6.14, 16.16. 1.7 to 1.9, 1.1 l to 1.14, 11.3, 11.S, 
11.6, ll.12. IJ.8,4, 11.9 to II.I I, II.JS, ll.17.'1, 11.18 to 11.2 , Attachment 3 {Delivery 
peeification) nd Atuehmcnt 5 (Return nd Difpo,al of Product 3terial ) or or ny other 

provision which is ex:pressly or by implicalion intenck<l to continue in force after such 
1ermin11ion or e pir tfon 

Expiry or terminllion of this APA for any reason sh II b< 1111thout pr judicc to either party's 
other rights and mnedies or lO any c.cn,ed rights and litbilitits a.s the d&le of such expiry or 
tennination; provided that the Contr11ctoc !lull have no Ii bility for any failure to deliver the 
Contracted Dose& in accordance with any estimated dcli~ery dates set fonh herein . 

11.18 LWOtC , V L ADOtO TAX AKD E~tNVOICINC 

Il.18,1 lo okts and alue added 11 

Invoices must C-Ontain the Contraetar's or the Participating Contractor Afliliate's (or leader's 
in the case of a joint tcndtr) idtnttfi at ion dll!J, the mount, the cumncy and the dtt.e, u well 
as the APA reference and refe,enoe to the Va«ine Order Fonn. 

Invoices mu.s1 indic.atc the plmcc of taxation of the Contrador or the Particip&ling Contractor 
Affili te (or leader in lhe cue: of joint tc:nda) for value ddcd tax (VA l) purpo cund mu&i 
specify separately amounts not including VAT and amounts including VAT. 

The ConimiS$ion i$ exempt from all taxes 111d duucs, mcluding VAT, in accordance with 
Aniclc 3 nd 4 or 1h0 Protocol 7 or the T~aty on lho Functionin of the Europe n Union on 
the privileges and immunities of the European Union. 

It is understood and agreed betw1tn the pamcs tha1 any price.s siated 1111dcr this APA and 
V c.cinc Order Fom, arc exclusive of any AT or simibr tax and all od1er ta es which re 
incurred as a ,csuh of manufacturing and pplying the Product (including custom du1ies, 
levies and charges and 1111~1 taxes) ("Ta tt"), which shall be added chereon as applicable. 
Where T es arc properly chargeable on any amounl5 payable under thil APA Of Vaccine 
Order Form, the ~rty making the ~ymcnt \,111 pay the mount of Taxes, u specified on the 
invoice. in acco~ncc with the laws and rcculations of the country in which the Taxes are 
chargeabl. 

In the event any paymcnt.S nude pui u111110 this APA become S11bjc t 10 withholding taxes 
under the laws or regula1ion of any jurisdiction, tile party making wch payment shall deduct 
and withhold the 1n1ount of such taxes for the ACCOunt of the payee to the extent required by 
applicable laws or regul tioos ~nd such amounts pay~ble to the p~)~e shall be reduced by the 
amount of taxes deducted and withheld. Any such withholding tllJ(CS required under apphublc 
laws or regulations to be paid or withheld II be an expense of, and borne S()fely y, the 
psycc. 
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fl,19.1 Dlltorpaymtnl 

SE SITIVE 

The da c of payment is deemed to be the date on which the ommission'$ ccount or the 
accounl of the Participating Member State ln question is debittd. 

------ - --------

Jl.19.2 Curren 

Payments a,c made In euro or, for non•Eurozonc coururic,:, the loe I func~ion I currcn y or 
the Particip.atins 1ember t•tt. For non-Eurozonc countries, the Vaccine Ordtt Fonn shall scl 
fotth the Deliveiy Price In the local fun«ional currcnty convened from curo al the exc-hange 
rate exi.lting one (I) day prior to the Effccti~c D1tc of the APA 11$ of 4:00pm London lime • 
publi Md in Bloomberg FX FiKin~ (DFIX), such rates being found via Bloomberg or the 
-'Cbsite M1w,bloomberg.com/mar1<ets/cvrrcneicslfx•fi_xings. 

0.19.3Co tsofCnm ftr 

The costs of the tnnsfor arc borne as follows: 

(a) the Commission or the Participatine Member talc m question burs the costs of 
dispu h charged by iu banlc; 

(b) the Con rKtor or the Participatin Con1ne.tor Aftilialc bears the '°sis of receipt 
clla.1ged by IIS bank; 

(c) the party cau.s1ne rcpdition of1he trall$fcr bears the cosl$ for rcpc.atcd transf«. 

U.J9.• u pen ion or tbe tlmullowed for~ ment 

The Commission or Lhc Putitipating Member State in question m y suspend the payment 
periods sp fied m Article I.& at ny time by notifying the ContraetOJ or the Pa.nicipating 
Contractor Affiliate (or leader in the case of a joint tender) that its in oicecannot be pro e sed. 
The rea$0ns the Commi$S1on or the Patti iJ)ltin Mcmbu tate in question m4y cite for not 
being a le lo pr°"'55 an invoice arc: 

(a) bc«wo 11 docs noi comply with the APA or Vaccine Order Form; 
(b) bccau e the Contractor o, the Panicipating onu tor Affiliate has not produced the 

ppropr1atc d cumenlS or deliverables, as rcqu1r1:d by the APA or a Vac-einc Order 
Fomi, or 

(c) bcc&uso the mm1$Sion Of the Partic~patina Member tatc m question ha, reasonable 
observations on the dooumcnu or clehverables submitted with the invoice as not 
complying with the APA or Vatx;inc Order Form 

The Commistion or the P rticipating Membet State in QUC$llon must notify the Contra~or or 
the Participating onlnlctor Affiliate (or leGder ,n the cue of joint tender) ,s soon as possible 
of any such svspension, giving the rwons for 11. ln cues b) 1111d c) referred above, the 
Commission or the P rticipa1i11g Member tale 1n q esuon shall notify the Conuac1or or the 
Pmici ti11g Contr11ctor Affiliite (or lc~cr in ca5C of ■ ,oint tend«) the time limits to submit 
additional information or e-0nection or a ne version of the documents or dcl1vcrables. 
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uspc,uion takes erfect on the d te the Commission or the PflrticipAting Mcmbtr State In 
qUC$tion sends the ,iotifica11on 'Tht remaining payment period resumes from the date on which 
the requ,:51td information Of re\lised documents are received or the necessary fu:nhGr 
verification, including on-the• pot checks. is eanied out. Where lhe wspcnsion period cxcccd5 

mooths, the Contr1etor oc thc Participating Contractor Affiliate (or leader in the ease of a 
joint lender) may request the Conunis.sion or lhe Participatina Member ·tatc in question to 
justify the continued $uspcnsion. 

0.19.S lottn::st on lalt payment 

On expiry of the pa,yment ptfiod spccil1ed in Article LS, the Contractor or the Panicip ting 
Contractor Affiliate (or leader in the case oh joint ttndcr) is entitled to into:n:st on late pa mcnt 
at the higher or (a) the rate pplied by lhe &iropcan Central Ban for itJ mam rcf111aJ1C1ng 
operations in curos (the reference rate) plus live points (or such ecnlTllli1cd bank reference rate 
set forth in the Vaccine Order Form) and (b) 2¾. The refercn« rate is the rate in force, 
publimcd in the C series oflJ1e 0/flclal Jor,rnal oftM &ropt01t U,,!<)n, on the first day of the 
month in which the payment period end 

uspens1on of the pa~nt period as provided (or in Article JI.I 9.4 is 1101 consid redo gMn 
n~ lo late payment. 

lntcrt~t on late J)lymtnl co,•crs the period running from the day follo11.ing the due date for 
payment up to and including the d 10 o payment as defined in Article ILl9. I. 

11.20 RECOVER 

U.20.1 RtCOvtl')' proctdure 

ln all c~ 11,,hcn: I.he r«ovcry procedure ms described in the Fin ~fol Regulation applies, th 
parties shall follow the: procedure set out in this Article. 

Defore l'(Covcry, the Commm1on or the Participating Member Sure in question must fonnally 
notify the Conlactor of its intention to rccovtt the amoonl it claims, specifying the mount 
due and the rcas011$ for recovery and inviting the Contractor 10 make any observations within 
thirty (30) days of re~ipt. 

lf no ob crvations ha,c been submitted or if, de p11c lhc ob crv 11 ns submitted, the 
Commission or the Participating Member Staie m question decides lo pursue the recovery 
proccdun:, 11 must confirm recovery by fonmlly notifyin a debit no<c 10 the Con1ractor, 
specifying the date of payment. c Contnc:lor mu.sl pay in accordance with the pro,•is_1ons 
specified in the debit n e. 

If the Contractor does not pay by the due dlle, the Commisst0n or lhc P rticip ling Member 
1c in qucstiCln may, after informing the Contractor in v,,Tit11111, recovcnhc amounts due: 

(a) by offsetting them against any amounts ov.,:d 10 the Contrae1or by the Commission or 
the P 11icipating Member St11te in question; 
by ukina legal action. 
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Ll.20.l l■ltrtsl oa lalt p~ymtnl 

I( the Contractor doe1 not hono r the obligation 10 pay the amount du by the date ut by the 
Commission or the Panicipating 1cmb« talc in question, the amount due bears interest at 
the rate indicated in Anicle 11.19.S. lntetCJt on late payments w,11 cover the period startin on 
tl'le day after the d c date for pa)'mtnt and cndina on the date when the Commission or the 

____ _ _ _ nic.iJ,,a1i~~.1m...!>e1 Sute_in_ uesgo.!' receives the full amount owed. ______________ _ 

Any panial 113ymen1 ii Ii I entered gain I charges and interest on I tc payment and then 
against the poncipal amowit. 

n.21 CHECKS 1\'1l AUDITS 

11.21.1 ThcCommi$.SiOn and the European Anti-Fraud Office may check or require an audit on 
the Implementation of the APA. This may be carried out either by OLA.F's OWTJ stafT • 
or by any out idc body aud10riscd to do so on its behaH, provided that the auditor may 
not be 11 competitor or the Contractor. 

S eh checks and audits m1y bt initiated at any moment dunng bluiness hours during 
the pr0vision or the services and up 10 five yc,rs tarting from the payment of the 
balanc.: of the last specific tontm:t ls.sued under lhls APA. 

The audi1 procedure is ini111tcd on 1hc date or rc:uipt of the relevant lener sent by the 
Comm1ss1on. Audits 11c carried out on a confidential sis. 

11.21.2 The • ntraccor mu I ccp all oriainal documents stored on any appropriate medium, 
including digitised originel ir au1horistd under national law, for a period of five years 
starting fo m the payment of the ballncc of the last spc'lfic contract issued under this 
APA. 

D.21 J The Contractor must gr~nt the lppropriace rigJlt of access 10 sires Md f)ftmises where 
tlte APA is :implemented. and to all infonnation, mduding mfomiation m electronic 
format, nec-0ed to conduct eh checks and audits. The Co11tnctor mus, ensu e thar the 
infonn tion is readil)• vail le allhe mommt oflhc check or audit nd, if so rcquC$tcd, • 
that inform.uion is handed ove,-in an ppropriate form c. 11,e 111ditor niust, in~far 
pouiblc, comply with all 1ppli ble nd tt sonablc security mcas111cs notified to 
Commission by the Contractor subject to this not creating any mat«ial ob$ue:les for the 
~rfonnanc, of the auditor's t11Sks. 

11.21.• On the b s, of t1\c findings made during the audit, a piovision■I r port is drnwn up. 
The Commis.sion or its authorised representative mu&t send it to the CoatrKtor, who 

30 days following tho dJte of rcccipi to submit obmv uons. The Contractor must 
rcc:cive the final report within 60 days following the piry of the deadline to submit 
observ iions. 

On the ba.si oru-:e final udil findings, the Commiu1on or die Patticip31in& Member 
talc m qUC$1ion may recover all or ~rt of the payments mnde in aCGOrdance with 

Anick 11.20 and may 1:11kc llll)' other measures which 11 considers ncc-ess f)'. 
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11.21..S In accordmee with Collncil Regultlllon (Euratom, EC) 1o 2185196 of 11 November 
1996 concerning on-the-spot checks and inspection carried out by the Commissio11 in 
ordc-r io prottct the European C.Ommunlries' fmllllcial interests apins1 fraud and oth(r 
im:gului1ies1 and Rcgulation{EU. Eut1tom) No 883nOIJ oft}lc European Pailiamen,t 
and of tht Council of 11 September 2013 concerning lnvestig;lliOfls conducted by the 
European Anti-Fraud Office, the European Ailti-Fr:iud Office may cafl')' out 
inv~igati01Js,, including on the spot ehccks and inspeciions, to eNblish wflcdler there 
has been fraud, corruption er any other i.llegal aotivity under the contract afrcc:1i11g lhe 
financial int«csts of' the Union. Findings arising from an invenigation may lead 10 

criminal prw1icu1ion und~n Uonal law. 

The invwigacions may be ~anic:d 0111 at any moment during I~ pwvision of the 
KNim ind upto five year~ starting from the payment ofthebalan«of lhe last specmc 
contr.lltt iss111t-0 under this APA . 

11.21.6 The Cou_rt of A1tditor, and Ille Europ,c:ao Public Prosecutor's Offioc cs1.ibltd1ed by 
Couneil Regulation (EU) 20]7/19398 ('die EPPO') havt the same rights as the 
Commission1, particularly right of le«$$. for lhc purpotc of chedcs, 1udi1s and 
inves1igations. 

n.n Rtl .TIOlf DlrOFTIIUARflES 

The ~litiorooip t,crcby cs!B-blishcd between the Contraclor and the Commission is solely chat 
or i11dcpendm1 con1tac1ors. Ncitlk:t pany h.s o~thority to cl 01 nlakc any agr«menc, or 
rcprC$enlations on behalf of the other party, This APA is not intendt.d to crej1e, and sllall nol 
be construed u cmting, bel\',ecn Ilic p 11ieJ, lilt rdntioiuhip or princip.al llnd agtenl, employer 
i!!ld employ«, joint vcnlureis co-partners, or any olber such relalionship, UK' existenc.e of 
which is eicprmly dcnie<I. 

11.23 W41 £R 

Aw iv•~f by any party o ny ccrm or c0fldl1ion of1his APA in ~ny insh1ncc 3h3II not be d~mcd 
or constr11ed 10 bea waiver of,uch term or c0t1dition for the rucure, Of of any subsequent breach 
thereof. All remediu specified in lhis APA sh!!II be cumulativ,; and in addition to any 01hcr 
remedieJ provided iJlt J..aw or in cqurty, excepl when: expruslyoth«wisugi:ecd. 

IJ.2,4 .fURTIIER DOCUMENTS 

Each party hereto agrees 10 cxeculc such further documen1s a.nd lake sucl! further steps as may 
be r~ason~bly nccu,mry or ddirable to tfT< tu~t~ Ilic purpO cs or this AP/1., 

IJ.lS HC.tDl • GS 

Hc1dings of Articles orother~rtsof1hisAf>A. nrc in.eluded herein for convenience or reference 
only and shall nOI constitute a pan of lhis APA or ch~ngc the meaning or this APA. 

U.16 Et,OCTROlflC DEUVE.R\' AND STORAGE 

Delivery of a sig,1ed Af>A by reliable electronic means, induding facsimile or email (with 
radpt eltclronically con finned), sh~II be 3n c(fceti~e method of dclivel')' ofll1ecxtwted APA. 
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This APA rmy be stored by clcclronic me1111s and either _ original or llli clcclron~II y stored 
copyo(this APA cairi be ust'd for all purpose$, including in any proceeding to enforce the right.-s 
or oblig~tlons of the parties to thil APA. 

U.27 ENfllUAGRt tNT 

Thi, APA, together with my Annexes illld Awi.climcn , which m: hm:by inoorporated by 
----e e~c-;-constilllt~1:he-enriTe 3gJ'Ctmcnt--of1he-parties-wlth rc,pN11-to-;i1s-511bjcet-malter-.and---­

mer cs and ,11pcl'l(:OCS 11 prior dis,u, ion~ and writingJ wilh n:~pccl lo lhcr,10. 

(US OSTS 

Ea.eh ~rty will bc:.,r iU own leg~I costs in pre.paring 1tnd conclllding thi$ APA. • 

• 
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SEN JTlV! 

A.'0\1.l .l: cg.~ OIDWOBU 

This Vaccine Order Form 1s submiued by: 

to: 

(TM Ga,•trntfftnl of{•/) (the "P■ rtitipatlng Member _ 111e"), n:prtsented for the 
purposcsofsignin this Vacci11C Order Form by [fnrenamt, s111·na111t,fimct1on, chpartmtnt 
of authorulng offictr), 

[Add details for ontractor] 

The Participating Member State and Contr.mor are together referred to as tile "Partin" and 
e eh tnd1vid ly u "Party" 

WH REA 

- Contnttor md the Europeill Commission, ac.ting on behalf of and in the name of 1hc 
Parti ipatt11 Member States, cnlcred tnlo an Advance PurdulSC A~emcnt for the 
purcmsc and supply of Conuactor • s Vac.cine for EU Mi:mw Slil.les dated [ •) 2020 (the 
"APA"), the terms o! which ll.re bindin& on lhe P411i ipating Member St11tes and musi 
be rud in conjunction with this Vaccine Order Form. 

- The APA provides tha1 each Participating ember late will submit to Cootraelor a 
VA«ine Order Form through which Coo111cior sh II 1mke •~ailab e and dtli\er to the 
relc ant Participatin& Member t.ate a proportion oft he Contracted Do or Addition I 
Order as applicable, in accordance ·th the !location provided by the Commimon 
purs1.1an1 co Art~le 1.6 3 of the PA and 11 the price and conditions as et I in the 
APA . 

- In accordance 11,11h Article 1.5.2 of the APA, 1he (name of Participlling Member tate) 
hereby pl1ccs 11$ order for it, full alfog1cd portion of the Contracted Oo$C.$ or 
Additional rdcr (as applicable). 

Artiel I 

ubjttl matter 

I. his Vaccine Order Form is submiued by (name or the Pllltlcipatlng Member State] 10 

ontr1Clor in accord111cc with the lttm-1 of the APA, . d forms an integral J)3rt of the 
APA. The terms and conditions or the APA arc inC01pOratcd into this Vaccine Order 
Fonn by n:fercncc, In the evc.nt of contradiction betw«n this V C(ino Order Form nd 
the APA, the terms ofth.c APA prevail n: ardless of any provision to the c:.onirary. Any 
capiullscd ccnm in 1h1s Voccinc Order Fonn will have the mc.:i.ning anributed to them 
in the definitions list included in Article 1.2 of the APA. 
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2. This Vaccine Order Fonn relates to lhe order for the Participati.o Mem~ i&te's full 
allocated por1ion of the Contraetc.d Doses or the relevant Additional Order (u 
applicab c) as set out in the allocation provided by the C-Ommission 10 Cont!lctor 
pursuant to Aniclc 1.6,2 of the APA. The submission or this sig11cd Vaccine Order 
Form y the Member late to Contrictor constitutes a binding der by the Member 
t1Uc...for .Jhc.pu!-'balc.,of lts.JuJu~ruruu!fJb.L~ntl'!letcd OS(S or lht ____ _ 

celevan1 Additional Order (as applicable) as follow 

a [N meorthcMemberSt tc]willpurchiiC{ill$Crtamount)numbcrofdosesof 
[Contracted Doses! (Addition J Order) of the Veceinc, on the basa o( 1hc 
following delivery schedule: [insert details of q1,111rta::rly alloc.arion). 

b. The Delivery Price of Contracted Doses is [insert price here) cur0s per dos 
excl. VAT. • 

The tota_l amount 111yablc by the P r11cip111ng Member tale for the [ Contrt(tcd 
Doses) [Additionll Order] is (insw MIO\lnt), excluding (imert appltcablc 
percentage)% VAT. 

By signature of this Vaccine Order Form, the undersigned Member State Wll'Tlln to 
Contr etor 1h11. 

a 11 is irrevocably nd uncondi1io111lly bound by the t~nns of the APA (as 
concluded by the ommis ion on behalf and in the name of the Par1icipating 
Men1ber 1atcs), 1nclud1ng lhc indcmnifica11on obligations and the liability, 
hmitation of liability and cxtlu1ion1 tcnns set. out therein; 

b the provisioru of the APA l!C enforceable ag.,inst 11 in aecor~nu w,th 
its temu; 

c 11 shall indemnify the lndcmnificd Persons in secordanec with Anielc 
1.12 (Ind 11111tficotion) of the APA: 

d 11 h8$ full ria/lt, power and authority to enter into this Vaccine Order 
Fom, ar,d to perform its re pcctiYc oblig lions under it; 

c the ptrson executing this Vaccine Order orm IS duly authori7..ed to 
execute and bind the undersigned Participanng Member tatc 10 1he 1cJmS set 
forth h rdn and incorporated by rcfc.cnce 

4. The P rticip;iting Member State cknowledac that the Veccmc and matcnals related 
10 lhe Vaccine, and their components and cons1inm11 maccriJls re being rapidly 
dc\·etoped due 10 lhe cmcr1cncy circunntancc of the CO ID-19 pandemic and will 
continue to be snrdied after provi ion of the Vaccine 10 the Par1id ting Member talc 
under the PA. The Por1icipatina Member tate rur1hcr acknowledges that the long-

◄8 
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term efTec:c and effic.1cy oflhe V ccine arc not currently known and that there may be 
ad\·crse effects of the Vaccine that are not cunenLly known. Further, to the exlent 
applicabl , the Participating Member u1te ~knowledges thl1 lhe V4"ine hall not be 
serialized. 

5. The Participating Member Stale represents and warrants th31 II necessary pcnnissions 
and approvals have been or will be obtained prior to the time fof perfom,tll(C by the 
ParticipatinJ Member State, to authorise penonna.ncc of all of the obtiaations 
contained herein. 

Article ll 

Deliv ry, uppl 

The Orlivcry Addre for the Participating Member talc is as 

[ • • Mt111bllr S1t11e 10 111ter loco/Ion of Its disrr1bwto11 lrub 1 

2 Supply of the Produ«s 

The Contnic-tor shall supply the ProductS 8$ further described in the APA:(, ote: 
Include any additional dcuils conccrrnna the ,upply here.] 

Aruclelll 
l11voices; orku 

lnvorss a:nd Payment}, ontractor shall invoice the P11r1icipating Member talc in 
ccordilllce w11h the terms of the APA. All pa)'fflents to Contr1ctor or its designated 

A ffiliatc all be made in 1ccordancc with the tcnns of the APA . 

Pa)'fflcnt shall be made in the following currency pun.uint to the prov111onsof Ankle 
11.19.2: [to be completed). 

2. ~- Any norice given under this Vaccine Order Form must 1) be made in wrinng 
in Engli h in piper or clcc1ronic ronnal; b) beu the APA number and the number or 
this Vee ine Ordtr Fom1; c) be made u ing the relevant communication deia1ls et out 
bclo with respect 10 the 1cmbcr talc and Contrac~or (o pplicablc); d) be $cnt by 
m ii t1d email: 

Participa.1ing Memb~r State 

[Name ojlPanicipati~g_Afember State) 
[ Fil// officio/ oddrtJI of f(lr1tc,port11g Member SI ore I 
f FtJ/ 11111t1t of oddressu plrysrcol ~,son (con/act ptn-On)J 
[ Fllnctron of oddrtuo phy, /c(J/ pmon {contact J"llOn)J 

-ma1I: (complele email of oddressu. physical person (CIJn/Ocl person)} 
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contos12r: r Add dclfii!II 

Artid« IV. 

ntry into Force aad D1.r.111011 

I. Thi Vac;(inc Order Fonn shall cnlcr inlo force on lhc dare of si'1) rurc by lhc P&11ics 
----- - - - - -and-wtll·rcmain mto.force linltl~cnnina~i:the-AP..A,.or.if'..thc A~A..cxpires,..until.tlte-- __ _ 

I r delivery of Product which in any eH,nl must take place within 6 months of suc;h 
expiry. 

Artklc V. 
pplicable Law and ettleme.■ t ofDispulu 

I. For lhc avoidance of doubt, Ar1iclc I.I (Applicable law ar.d Seulemtnt a/ Disputes) • 
of the APA ,all apply 10 .uiy dispute ui,ina out of lhc 1mpkmcniation of or in 
connection with thi Vaccine Order Form and the Panicipating Member talc 
mcvoubly agrees to be bound by the provisions set out therein, 

(Slg,i: ,e e follo,i; ) 

• 

so 
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ICNAT RE.S 

or the Puticlpali■: Imber liltc, 

lfort11a111tlswntr111tlposfmm) 

Signature: _______ _ 

Done11 IPl«tl, ldo.ttJ 

For tc<cpllUICC oftll.c Vactinc Ol'dcr foml, 

fConu1etor], 

Vorcr.omtl1:#ttmulpo1U111n] 

i&n1Mc, __ 

Done 11 [ploc,), [dolt) 

E SITIVE 

The invoice will be paid only once lhe Contraetor ha returned lhe signed Va ine Order Form . 
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Ag_ntm"°I 

-------Prumbl.e- - ---- ------- ------- ------ ---------- ---

Having n-gard to Article 4(S)(b) of Council regulation (£U) 20l6/J69 OCl tbe p,ovltioo ohrnerge11e~ 
$upport whhin the U lOB I amet1dei! b~ C.Ountll ttJ1Jl1tion (EU) 2020/521 of 1 ~ April 2-020 activa.tin& 
lhe emrrgmey su;ipM un®r rtil)la.tion ( lJ) 2016/}69, Md amendlni hs provlflons uJcl11g Into 
-oum Ille COVI0· 19 outbrw. {he~lndlcr ill:SI" or "!'.SI reiulatign"), 

••• 

ihc European Co.11mission ("the Commission") 

The following Member St;it~s; (XXX). hei-ei_na.fter ref~d lo as "!be Pmieip1ting Membet Slllt " 

Together referred to as "the hrtitS'' 

Agre~ on the f ollowi 11g: 

Aniclt I: Oqeclive alld mandate oflhe Commission 

On tht basi~ of lhe p,~nt agrttmm1, Cite Ccm missio~ is m~du.to:d to wn~l llde, 011 bchll r o( 
the l'a.itieipalin11 Mc:mber Stulces, i,\dv;a Qe Pv~~e A fY<e~r.s r· APA '1 with v:i.c:cinc m111ufact1JNll'$ 

·1h 11lt objc«ive 10 procure vae<:,ill(S for 1he purpo<5C$ ofc;omw11if181heCOVID !9~ndemlt#t 
Union level, 

The A ooex lo is ae,e nieru ms 0~1 the 11eeo1la1ing diree1i~u for lhi~ purpose. 

A<tlde 2: Acq11iJi1iQ11 of vaoeinc dCM!:s 

11 i$ tht l'articipaling M=bcr States, aod not t~ Commission, IM shall •Oliuirc V11~ioe doses horn 
the m11111(1)®t'e1t 011 tlic b is of 1he APAs 111\JC'U 04h(rw;u aiverd. All r~lcvu1 v~cel1111ion 
policies shall thtrtfore remain matters for the Panicipating Member States. 

Article 3: APAs cootaming a rlgbt 10 ~cquire vaceine doses 

WhNe Ille Commission cootlll<ks illl APA in c.oruolll\11)' with th.e -prese111 agreement th~1 provides the 
ngh1 or the P111t1lc:1p;;t,r,g Mtmbc Sllltf to acq11i1 •o cine doses, die wcof ,uc.h I ria,11 shall 
take pbce by means of 1he ecmc.lwlon or ~.lllriletS belwte;n lhe Par11cip:;1ing Mt.111~1 States a!M! 
Ille •~m~ mll-lluf!ICIUtc:1'$ Thttt $hall b 110 obliptio11 for nny P1uti ipaling MmibcrSl11lctocoo::lude 
sooh a con1Jllct oo lbt buis of Ute AJ>A 'Ille APA sbell coMtain ~ c 101111$ tnd. 

AM kit 4: AP As conta[n1!1ll an obli~1lon to acquire vacdnc doies 

Where the Commiu.itln 1ntend1 to eonclooc. in eoofomuty with the prcsmt agiume:111, on APA 
~ 1alr,,n an oblig,1tion 10 1.equirc va~ioe doses, i1 shil.11 Form ffiC hnleipatilti Mtrr11>er 

• 

• 
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Swcs or JU(h •ntenrion and lht dclaJlcd lem,s Jn we a PA111dpating M(mbcr Sl.ltc docs 
not agrtt with the coochrnon ofan APA COlllairung an obligation 10 acquire cc closes Of its 
1tmu, t has the rlg)lt 10 opt out by cxphcll nolltiwion 10 the Commission wilhln S wOt in& 
days after the Commission hueommunleated its Intention 10 conclude lhe APA. All Partitipllina 
M«nbcr Stll!cs no, having opted out within the period of S wooong dayure dce-mcd 10 !lave authorised 
the Commiss100 10 negomtc and eonc:lude 11te APA wilb the vkclne manuucrum in their Dllllt 
and on 1ht1r bthalf. 

Micl S· Thc lt&•IIY bindi11& nalurt of APA1 

Once '°'1Cludcd, !he ICffllS of lhe APA sh.1111 bi: lesally indin1 on the P11ttldpatln1 Member 
Stales, exup1 for 1host who have exercised their rig)\110 opt out 

Article 6: Rcspom bility il!ld bbthty 

The ptcstlll Agrecmmt regulates only lhe d vision of potential liabiht.y nd in~11u11fiea1ton 
between Ille Commis:sion 111d Ille P1111cip,1m1 Member l4.lcs h does noc re uLl!e the eX1M1 IO OI the 
condiuom unda which po1cn1ial l111bl1tty of the va"inc muu!ICluru may be ulctn over or •NUmmfied 
under lhe APAs 

The Commlmon hall be exclusively rt,pon,iblt for che procuccm~ni process and thccooclus.lon 
of APA mcludi any Ii• lity rl Ing Olll of1hccondut1 ortht ne ocl1111ons. 

P&nicip,!in& Member s, tcs acqu rln ~-,nc shall be responsible for 1he dqloymcnt and use or 
t~ vactines nder their natiooal vicc:irwion urategics, uid shall beM any Iii ility &:1sod11ed 
w,111 si,ch uic IIJld dcp4Gymcn1. This mall e:xtffld lo nd lncludt M)' inckmnifi 110n or vacclric: 
mmufa®n:rs 1:ndcr lbc tenru and eond11ions of the rtlt nt ,t.PA for liabilit)' rtlated 10 the U$e !11d 
dcpl0)'fflC'III ohaCCIMS nonmally borM by such manufKlurer. 

Article 7: ObliptJon noc to ncaoci11c scf»1a:cly 

By si11111nii lhc p,cscnl AgrccCMnl, tile Putic, tin Member I confinn 1hc.ir piwc,p 11011 in 
11\t procedure ll:lld agree not 10 launch lheir own procedures for adVlllte purthlSC o( th.il v~lne wilh 
the same manurunucn 

In an APA contilllll0IJ 111 obhp1i01l 10 acqulrt vtccine d s been concluded with~ 
specific manufac.Nrer. the Member tiles 1ll1,ing made u,e ofllle Opl•0 11 ptov,dcd u~dtr !he p«:scn1 
Agreement c.a_n nte.r into rale nqo1l111lons wi1h 1hc same m1nuf11Chifa afttt 1he APA 
under Ille pmtnl Agreement has been signed. 

Allltl 

11 cbl coasldtrtl OH 

A pcrm111en1 SOIi! ,on 10 Che COVl0-19 cnsb Ii mosl II cl)' 10 be brougltl bout by tlle 
devetopmen1 and dc:ploymen1 of a s~fc 111d cffcc:ll"l: vacclne ulSI lhc viM E, ry month 
g ned in Lhe deplo)'menc of a vaecinc w,11 sa~ many hwc,s. m y Jobs 1111d billions of ros. 

1lletof0<c, 11 ,1 1he objcccwc or the prcscnl /\grumcnc eh I lh U I 
suppliesofa safe and c cc1ive vateindor lember 1 1 , 

nucture and purpo,:!c of the pronnmtnl 

SJ 
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Work on • OVI0.19 vaccit.e is thdlen •l11& fo, m.,.y rcasoru: !he mortrnt4 dt'fclopment 
ri111efr11ne, lhe large upfront costs for manufaaurm, the high f11lun: rate dllring chruc:al trills. 
If v!l«lne prc,du,;cs follow their UJ\ltl pr~tko or maid • inv tm.enlS 1n produc11on capa,c1ry 
only "'tm l~y arc s11re or a viable product, this will result in COnSlderably longer tfog llmes for 
a v1111t1M ln,-c,tments need 10 be rMde now In cnle to c Utt I hat vaccu"s ,e be:l,,Sptoduc: d II die 
SU!le required as wly as possible. 

- -- -- - -Under-the -fXUCD ctmcru, ..!his.. th !cage will be .adsi.Blw.d Jllf!>~ntl!L<lio el 
Advance 1'~11.uc Aar«cr=ts ("APA") with vaccme m11111faau11:rs w en necieuary. 10 s«urc 
ac«ss 10 vattlnt cand tes where they ate 51J«cssful including up-front EU nnaru:u~g lo de-risk 
CS$Cnt~ in-irocna lo intreasic thcspccd 1nd IQk of •nij(aclunna sv« fvl v.«incs Fundi111 
fot 1hc frOP.t payments will c00tc from the Emergency upport IMtrumcnl (!:SI), 

The Parnes U!ldusiand 1ha1 devtlopuig a safe and dl'cebvc ••ecc me is & htg)lly ~ptcx prot<ss 1111d the 
mk of Iii lure m any suc;h ~entllre 1s very high. Therefore. the .ti 11 to p111 In plat( APA! w,th a 
numbc1 of IIWlurActur'trs or kidln vaccine ca.~di es, 10 maxtmise the cban cs ofhav n,c 1ecc:ss 
lo at km oncsucc=ful v~c;inr. 

The Commission will invite all VKcuic manu(ac;Nrcrs lo m fu, mter-c Jn gener,I, the Comm1u1on 
will ghc priority 10 neg<>li&1ing spcc,11c APAt with those manufllClutr.rs !Nl (1) hnvc entered or 
h.lve finn pllllS to renter clinitil trials still m 2020, (b) hive e tapatil)' to develop I Sllttfflful 
\llCelne lid (c) have a proven cap1ciry to produc;c 1 $elk alrady in 2021 

Ptorcci;i mnd aovrrautt 

In ordt.1 to Ml the pro 11rcmt111 ccntT.lly 111d tfficicntly, !he Eu109ean Comminion will set up a 
scetrin boa:d fo, !he process s bj,ct 10 Article 6 of the prcsem Agr~mc111. It will be c;o­

thair d by 1hr F..w<lpcan Commission and I Partic ·patina Member S~tc with c pcricn" in the 
nego1iaiicns aAd production capathics for ci11ts. Tht steering board will iDCludc senior officrals 
from all Puticip1.tmg Member Stites lo a.ssill Jnd provide &llld~c throl!at,0111 the cvalUllion 
process 

The co-d111rs of the stcenng board will propo$C a team of a Jim1ted numb or pcru with 
n:~v e pmeoce for the onaoir,a neeoti ions from siK Patlie:ip tin Member tu "'i1h 
produ'1Joo tapacititl for vac:cines These upcrts will Join with the Europ«n Commission ,n a 

• 

neeoci.r1on I m ("join, nego11aiion ieomj, which ,,ill work on • C0111inu®S basis a one unit, • 
Th I Joinc ntg 1iatl0f1 tum "Ill rt work 1mmed1 tely bwldin on p,eviou Onl)CIS i1h I 
individiaal compani~ by 1he European C()rnmis:sion and Plttidpating ~tm«r S1a1u In ord« to 
launch ncgoc~tior» with a q,«ific monuJ tur«, there ftffil to be support from at lea!1 rour 
Participating Member Stairs. The joint ntgo1i1tion team will make its best cffon to take the 
ld111cc or 1he sr rin boa:d into oecount n the nt&O(i 1,on, and wHI ,cpon ck to Ille s1ctr1n 
board oa a regular ba,is on the i:rOY'ss made in ncgoti ng with indt••ldual ~p • , 

For c pliance "'ith the ili:,>hQblc ru s, 111 mcmberi or the st~trmg boud od the JOmt negoh1hon 
1c1m will oblil,n lhc mius of c-pcru 1$SOClatcd to the procu,emcnl p o ~ provided 1n the 
Finillltlll Regullt1011, o,,·e.n their 1ecm 10 hi&Jily s itive busi:>ess inform 1ion, 111 those 
membcn will be required 10 sf,a/1 )1tlc1 conficlential iy and n<H:on0ict-of-in1c.rtS1 a,«mcnts 

A I cd by ht sturing bo;u-d, 1M EuropunCommission will lhcn cktidc whiciloflhc rcsut1ina APAs 
should be eonrh,ded, I~ panicull1!' iffJJW1ting under ESI is msuffietcn110 finance all relevant pack.aces. 
The Commi ion will only coruide:r thoi,e APAs fo, fiM In where 11 ICilSt f011r Plllici~on 
ternba StatcS have expressed agreement. Before n1 mg any final dei:1sions, the Commission 



• 

• 

SNfll/20l0/Cl/1)43 ·In.I &3 ~ 

SE ITTVF. 

will see independent sc1cn1ific adv cc on the stale of Pl'O!l1CSS and the available dlta on qualtry, 
mtty and efficacy {or the vacrn1c Cllld1d1tc in ~on. 

hould financing under es1 be msuflk1e111, Pvt c1J)llting Member tal can decide 10 top up 
ESI fund,na 10 malcc up the gap to finance all pacbges In such a ca.1e whtrc Uitrc arc opportuniliu 10 
t01Kiudc further APAs but money from ESI ,s no loageJ sufficient, Pai1it1p1ttit11 Mcmbtr States will 
have the oppommity 10 oprcss thtir inttrnt I ,uch oppommilics. If I least four P11ticipatil\ 
MembaSlales eAprcss mte, t, tbose ParticlpallngMmiber lllt$Willm cuseoftbepossibilil)' 
or a volun c ' 11on 10 I to 1hc required -,nOUi\l tllowing th Comrmnion to procce4 with 
Je,ijng the APA only 011 b lf of lhost ember I lt$ that have ciprcsscd inlm5t and 

00111rib111cd the fu to I 

For full 11ansp1rtncy, lht Euil>l)<an Commission will IClpolt lo the IPCR II le I noe e,·cry two 
weeks on overall pt68)'CU more generally . 

Advn"d Purch•sc gn,cm •IS and coadldoa, 

To contlude APAs, the joint ncgoc ting team will ntgo 1.1tc funding p , wltli indlvidua.l 
va«inc produws m rclllm (Of c ritb 10 bl,y a specific num~r of vaccine dose$ in a gi,,en 
cimcfhme and .11 a ccrwn price 

As outlined in th pc rnt A&rccmcnt, lhc £\,,opean Commission abo h the possibUicy 10 e~nclude 
APAs 11iclud1n& an ~lip ·on 10 procure tht vattine if i1 b«oml'S available. •·here the conditions 
(no11bly 1hc pricin&) of chose APAs nu)cc this wonhwhile nd n ltl'JC ""11h the cond,IIOI\S ln 
Ilic prescn1 A&fWMtnl. If in such a case lhe c!islinction btt\\-cm up(ronl ~ymmlS and purdwc 
pri~ is diffttull lo draw, the COmmlision will e Ille IOC&I COSl 1 d lo the vac~inc 
purchase bul will 111 any = contribu1c no more than 0% or the 1oi.l cost 

Funding provided up !'root .. ,11 be considered 3n advMte 1>3yrnen1 for any eventual l)llltwC 
by Mcm~r tll 1hus ttduclng lh amount that 4~btr SIii.it, wi II have to pi)' when event lly 
purchasing lhlt vaCQne, 

The up-fr n1 p )'mt111S 1111der the APAs shall be ustd by manuiacrurm to de-risk !he neccssa.ry 
In lrMnts ttlatcd to bolh Y1Ctinc development 111d clinJCa.l • Is, illd the pr~a1io of the at• 
SQle prod,. 1100 1 uy aloog the entire va,cclne produclion value chain In lhr E rcqllircd (or a 
rapid dqilo)'fflllnt of milliOM of d~s of an c.-cntllll vaccine Ttie relevMt payment sh011ld b 
rruerurtd 11ttordl11g ,o the need o( the nunuflC(Urer, bui SUbjC(I 10 w S1 le of thc 1111:(inc 

dcnlopmcnt,inpa1tK.ularn:lyingon1ro1SparenC)' of lht i1$SOCiattd clinical dlla and iisaue smtnl, 
at che time of payment. This lsin orclff loavold obllga1ions to pay in sit\laliontwh r thedevel~nl 
work has .shoWll a Y1CCinc candoda1e 1, elr 10 be unsuocnsful. 

The purthlsc price of lht vaa:ine, as v,.dl as c amount of funding provided up frON will take 
inlO l«Otllll I trw-p11cn1 cshm lion of production ccms (supported by independent llldi~ .ticre 
available). as well as tht moum:s already gr11111cd from other pubht sources, Under Lilt APA, the 
manuracrur r can bt uk.td to provick u po,1 proof ~vppor1td by ,ndt'J)CndtM aud,ti conccmi111 th 
acllv11i fiflMCtd ~ thtsc payments. 

The oirn of the negotiation is 10 conclude APAs wilh mdivtdUlll comp.Im WMk:r the btst J)OSSlble 
condiliON, These APAs lttould specify dt~il wi1 rQIJC.CI 10 

~) P.1ym ro be made, h as yment amoums, payment sdicdulcs, 1ype or 11\l)·mcnts 
rcques1cd a.'ld the use ofthos~ pilymcnts rcl ted 10 de,nsk invenmcnt, financing clin.cal 
mals, FfOY1d111& " ·kin& op1 I ancl mhn -up production cap¥ity; 

SS 
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~) ~llveiy details of 1hc v.«me if wmurul, uth u ptlct per penoo lrnm1,1111 od (Ot 
a!ttm1bvdy, numbtr of doses rcq red per pcrson immunised 111d price per do,e), 
q~nlity•of doses to be delivered and delivery rlmcline followin JpPfov,1; 

1111d 

t) Any olhff rckv1nt condibons. such as pi'VdU<:llOll c.11picity burh or used in !he U Of 
---------- 1 lil)' rt cmC111S. _________________ _ 

For llabUrry a~men , the jol111 r.c ocia, on team will matt hs best dlon 10 limit what is 
required by individual companies for lhe purpose o( lni1emnlli«1ion lo be mtluded 111 1he 1erm 
and co!lditio11 or11ic APA. 

The APA will eonuin pr0visl~ 10 dulfy 1he la, pph blc lo boeh APA and resulting 
purcllast orders as well as IM comptlcnt cowts. The Pllrtlcipatmg Member l 1e:s iijµ« that each 
APA ncao1i1:cd by lhc Commu.tlon on their be, If w11h t ,-atc1ne manufactutc:t will lu,1-c 1he Wile 
applite.blt la for all Patti ip ing Mcmbtr Stacs, and th~ lhe t011ru corrcspond11ig 10 I 
applicable 11 will be tompctcnl IO hc:IT dnpu(e$ •nsln from th~t APA. 

Wh n lakina a clccision to limncc indiV1dual APA" the £vropt,i, 0111m1 1011. in con,ultahon 
with rht stetting board, will I c inlo acco\llt the following ekmcnls any availa e d ta on 
q~li1y, r~ and efficacy o( the vl(:(1r.c mime or ne ori 1ion ofdie cootra 1, speed of dtlivuy 1t 

scale, co ruk-5hlnng, divtmliC1110n of tedvlologi , c,p.1e1ty to svppl)' lhro11gh development 
of pim11on u d!)' wtlh1 the EU. IJ0$1l le nujble ruiwe uit of y capatity fun®d, 
en cmcnt al an early S1agc with EU rcgul1100 ""ilh the mh:n~on to pply ror EU m rbring 
1uthonA1ion IOI' lhc candtdolc -...ccinc(s), comniilll'len1 to supply vvlnmbk countrits. 

The p11l(edurt 11,ned above eomplits i1h tM ES! Rqulation 1111d the Financial Rcgulatioo. 
The I.cm is ignN 10 the EutopWI procurtt11Cn1 Dirct11vcs, wh eh ~lso providt the buts for 
national procurement rules. Panidpating Member Sta1e5 ma)' rely on the procedure nm by lhe 
• rope-an ommission 10 direcil)' pu,clwc vac.( ntS from the manufacturers u and ""he any or the 
accincs bc:ccQl11cs available based on lhc tom1tions laid down in the APA Acee to vac ne 

doses \lilt be tllocaitd 10 Ponlc,p.11 Member I.Iles according 10 1h11 population di,ttibution key 

In tile ne11ou1lions with lhc pNnntrcurlul andl.lSlry under the prmnl A&rccmcnl, the Commiuion 
will promote a Covid-19 v1.c:inc: 1.1 a globll public good ThlS promotion will Inell.Ide liC«SS • 
for low and middle Income t~11J1t11 to lhtle vaccine• in suffi,icnl qu ~lily and 11 low prices 
The CommisSJon will seek to promc)4e r I ttd Ions with 1he ph:1/!1\!ttutlcal Ind 11)' rega,ding 
in1ellcd l prq>crly ,lwil\i, ~ially wht:11 udi IP has bNn developed l'ith public wppon, in 
0td<r co lh ob,ettlvtt Any vac.c nesav II e (1)1 p has ndtr lhe· APAs concluded bul 
not n~d pu,chastd by P ticipaling Mcmbtr Stalt.S C&II be m,dc avail e lo the global 

hd nry effon. 
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Gennany 

Fnmcc 

Italy 

Spain 

Austria 

• Grccc.c 

C)'prus 

Malta 

Dcnmarlc 

Sweden 

Finland 

Ireland 

Por1ugal 

Belgium 

Luxembourg 

e1herlands 

Pol nd 

Romania 

• Bulgaria 

lovcnia 

Cro tia 

Cz.«h Republic 

Hu_ngary 

lovakia 

Lithuanb 

1.atvia 

Estonia 
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Polymun Scion.lifie lmmunb1ologische Forschung GmbH, Don u511m-c 99, 
K.IOSCetneiioo rg; ie eioeS1errciITTlll)(r,~tist~ - -- - - ---

Dcrmapham1 AG, Lil,Dagovcr-Ring 7, 82031 Gronwald, Gmnany 

Rcntsdiler Biopharrna SE (Rentschler), located 11 Erwin-Rcnt11Chlcr-Str. 21, 
8&471 Launhcim, Gennllnv 

• 

• 
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CtuDln PlirtitiMllilit Cootrat'lor Affill11tt 
GcffllBJIY BioNTecb E!!rooeOml>H 
France Pfipsr SAS 
Italy Pfizer S.r .l. 
S111111 PfiurU.U. 
Austria Pfrz.cr Comomtioa Auslri1 0.mbH 
Greece Pfi1.er Hcllu SA 
Cv11rus Pfit.er Hellas SA 
Malta Pfu.cr Hellu SA 
Derunaii l'lbtrAnS 

• Swc"n Pfiier IMovllions AS 
Finland ?fir.er Finland Oy 
ln:lillld Pfi:i.!f HeaJthcare.lrtl:llld 
Ponuul Pfizer Bcofarmllci;uiic1 Socied1i!e Uninessoal Ld! 
l3ele,ium Pfizer SA 
Luxtmboun: Piim Lwcemb<>urt SA.ILL. 
Nelhl'flands Pfim BV 
Pol11J1d Pfizer Tradi11.• Po~a sn. z o.o. 
RolTlllllia rtiztr Rom3111a 'SIU, 
a,,11,arii Pfi~r E:xllOn B. V. 
Slo.,cni1 T>fiur FJtMrt B. V. 
Croatia Pfiz_cr EJt...,,11 B. V. 
Cuch Repu\>1ic Pfiz.cr PFE, spol. s r.o. 

A!lct 1/12 slull l>t mm.ed lDlo Pnur. soot sr.o. 
HWl 0

"" Pilut Gv6"""'~rlrm.skcdefmi KIi. 
S!ovlllda Pliztr F..-i.nn (l,y, 
Li1huania Pfizc.-r ExoonB.V. 
Llltvia Pli2CT E.\00118.V. 
Estonia Pfizer £.,coon B.V, 

• 
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Al"l'A 

Blolhtraptullee PharmaC41ulli:al Sc:lenc:n 
- - - - - - - - -Si-cl~·Ravlew-leatn· ---- - - - -- -

Prom, Jcrf lt7""'k 

~• . 14-A11t-2MO 

•bJ«r: s,~,r, .. 1 ·"" a.pon r« Pl',0710 
$,,,bll.WC 

OOVI0,19 Vooc.... 0.'ffl62b2' ~A Dn1e 

CC, M8rg.tl<I Runch, JO<IIUI Spmy, Nll.Y . ~I~•. s..i@~ Mtty De-, 
~,:,c:i~ Alioll!l .. icwTe,m 

1.0 Noll tloe •I Cl,..,~.,. 

This '"P""i ~s'b<tft -.:dtoadd pr,,ccil ptifen ii« fiet1I011t(J'l'Q)d,,c MJWltt 
IPICif-t f ltl-l h&l'bolat~ 1oodd lhc LIM.$ Procb1:tN11m,for lho tl'Q llN3 
Nllooonoc lnl!iol '-"g 111b ...,,oc 1p1~(~lo..,. ill $oat loo ),0 _, ""'• und, ... N 
•muntniOa l oruui cum< Pl'Q owa~nr:e 1oec,f'loalloriur~~d u S«tion 4.0. 
Mu<1h .. &<$1C>1'!Xludl~hcadcn•·•ro •• G<drr1odl1Tcm,r' "'"''"" ,..Ol'PQ4 
SlbtlJIIIOO 11!(:C l'oatl0111«1lon 

A ""'1ll'Ul}' or ot CS .......... "" inifioJ .. c16o PPQ lpl!Cifa1iOJH is <,v,tw,:d ia T,bk 1-1. 

-.. Chrtt 

-· i~,_♦.,b , ....... 
ee.,, ~ 

v..,... t"""s·<:111 - ... ""'., ..... ...... 
e,,..,, ....-...... lllO;lltlylAlllil 

,,_~ .. A ltrfr,11~ ._.cnio, ""'-M tu. 

-· tf.Aq-:1111» 

-· .. ,~ ""' NI• 

1 ha dl><II,_ ""'°'"" a.ool,tl,;,!I..! • Oi,lq IO 1'11,..,, l!>."f!I" m,y be 01 
W/1 ,b)' ... CP,"10rf""9108dw:s<IIIJ'.OU , lo IOdtirL!onruJio>ioC 
4'1\cl11•, It• ~n (C•4-·CJ' w►tTt r«,.vr 

t~nl ot 1Ctul N t.1S C1l«I br 

PflLElt CONf lDllNTIAl. 
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U SPtcll'IC..TIO J'.OR ORI.JC PROOll'Cf 
Anolyliul te,t m<tlQdi c.orrtnioal in 1M1 udiCD ..... dMCD lo..,, .... lll•qw.1il)', "'111111, purlly, 
1Dd poioecyc!lbo lrlffl6lb2 (1'1.0m~&)truspnllb:l lbvu~hooiCho...,uJ'i fi&~I 
•DI! du l!II IIQfl&"""'"""""' uode, -~~ ll<li/1&< oo iDGS. Tho cdm< lfCICWCO'* lot 
8 Tl6'2~l <IIV&J<4"'<1 £1JA l1pt0vl°" In T.t,I( J•I, lh~•'I: 1i.. I!~ Nl<11i,olllllytic;IJ 
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SE 

Qos9111r,HORO pn,l Drlbm fllgtu 

ThsnDPl 1%?PM DQc11mso1•IIRR 

ll 1s (u~ntly cnvis ed lNI the (ollo,..ina will be provided with CKII shipmcnl 0(1hc Producll: 

1, Authoris.uJon Flltl Shccts/L~1, - five (S) fa,;t lt1ccts folded )ia• in• pluuc baa 

2. Pfiw 8 othurc-Onc (I) pc:1 Thi:mi,I 1ppcHontaincr wn~imn& prodllCI sloril c and 
llilndhng 111f0ffll&1ion indud1ng: 

Ory kc: Handlilll Imm 
Safety D ta Sheet (SDS) for Ory ke 
RcNm instruttion.s far GPS lo&ga:s and thermal sbippin system 
A g£nd. !one SOS fo, Ory Ice 
Blank labtl -purpost of1he blanl: labd: for carriers to 11111k 01111he dry i c label 10 
[nd!c.ue that lht Thermal Shipper contalnttS uc empty (not C(),ffljlnl11& dry ,ce) 

l. Relllffl Shlpp,ni; Labtl -One (I) 

4, 0111bo1md hJpp Ilg ubcl One (I). '1andud llbcl on Tl1 I hipper 

S. ConttlllS Label - On (I) labtt on inside Rap, peclong label dctn1b how ny carton 1rnys are 
in Thermal Shippct 

Pr00r orDtl ,erv DocumcD!atlon 

Currently, the Conni:1or 1111cnds to use the carrier delivery si I as proof of dtlivery. 

Proof of dclivny doc;wnent that"" be ICCtsscd 011hnc based on lra(I; and trac:,c number. Sec UPS 
c.x~ptc• below: 

~~~H:~f: 
~:-"" 

" :£..~.::::::----
.,_. __ _,.... 
-•-LIIA 

•TI,c above proof of deli,-ery image is an cum pit only. Plcm no1c dial the tfallSt)Ort mer sc:lcctioo 
will be cd on Ille dccoil -arced In 11K V "inc Order Fom1 ~rwccn chc COn11tecor and 11>c rde.-1111 
PanitiJ)Jling Member State. 

7) 



$ANTtll020,/ClnA~ • $1UJ8n5 

E SITJVE 

frod0 s! Dtti"SQ, SS9fPIS & HwedfieB Smifigtinr, 

I-' od,id ddh-c:ry, SIO!lll!C md ha11.dling speQl'kalions tre ~ptllffd below speclfie 10 Ille diS1ribu1io11 
model:direct shipping from the Conuaelor m.1muf.u;turing si1 direct 10 poinl o u~ (POU) lcxttioos 
or shipping loom: or kveral CCnlr~I liubs J)C'f PiXltii:ipilll11g Member liXIC fronl which Pi!.r1icip,11lna 

-------"1'J.11!,!!bcf3ID!tt"'l!JI C:115UJC themscl~es IM n.!herdcti"'try lo tlie iCe'l'. ofust o~~~-· _______ _ 

htpm~IJ will arri~ In • 10fli distwe Thttm I hjpper ai inovidcd by 1M Coo.1rac:1« in a«ordlll e 
witli .Auachment 4 (labelling Mel P11d:a,&ing pecitie8'liOM). At this rime. the mininwm or<Jer 
q~ntity in an.y shipment sh~II be one (I) 1n.y witll 195 • als or 97 S doses of Product. The Con1r1ctor 
is lnvc1tigating the vinbility o((c,.-cr lhAD I 95 vlaltounr Sl<Unnd t.>Cpecu 1.0 6e1ermlne f~lbility of 
111 altenwlve shlppinc ~onfl ui1tion by lli202 I. The Contraetor will ddumine ordu quantilics for 
(111111e •ptd sire, 

The P111i,ip lifll Member State: h· 11 ensure 1h111 at the ~llil)C(•lcd time of lrrivol e dedi(lllcd person 
wl11 ~ a\l!ll~t 10 tttei\C the P\'odlltl, si8JIBCCi?ptanc.e for cklivcry, and immediatcl)•. no latn 1ban 
24 houri of delivery, .switai of'f t1lc tcmpcalllrc loggc r loc t~ in the: lhcnnll.l Shipper, lmd: 

I. immcdiat1:<ly tr.wfcr the Pnlducl to: 
I. ll •7S "C (+/. IS 'C) ultra-low kmptJ'll11rc (•ULT') (rttlllr; or 
2. a 2-tl "('.: refrigerator; or 

2. nuln, in the l'rod11a ln accord&noe with produ~ stor.-ge llnd h.andli11g guideline 
eap4ured in P uu' s bt'c(hwt a.nd website {e.t, ~,1pa,cldng. storage, , e-ieinfl). 

The Par11~ipating Member S1111" acknowledges 1he fol lowin& torag,e g~ideli~es: 

• As al the Efreciivc Date, !he Prodoo 1w I slldf.h(e o( up 10 6 month,s. wheo Slored 1t 1 

tOnstlllt •7S•C(¼l S°C) 

• Prov;dc!d the re-king protocols 111c fol lo111~d and rc-i.cing Otc\lr, ,vi1hia 24 hours of dclivay 
!llld cw.ry S daY$ rhercimu, 1he Product m11y be s10rtd in lht Tb,ermal Shippu for lfJl 10 IS 
days 

• T!w Product bas an c ff«tive lire of up to S day$ wbea Slored ~t re1i iger3\0t tempera ur 2· 
re 

• 01\Ce tt,e Procluer is deffCdted 11d re~nJtlnne:4 it c n be mafnetl ror ~P 10 6 hours 1 tr:and d 
1m'1ie111 room tcmperamm ( 19.25•q 

All ,om U50Clatcd with r«eivm~. hllldlini, storina w (\!tit.et delivery of the Produ« sh1ll be the 
J~5J)Ont 11J1y o( tile Pa111~ip~1i11g Member S1,11e, 111d 1lt,e Pm1klp iti11g Merrwer It: sllall MMC l 
a.II IOCJ110fl$ "41~re an)' Product Is dcliw:~d shall comply with 1hc product itor.atie and handling 
specl nc-uioris 1,t forth in rhis Anachmont 3 .e.11<1 !,hall mr:r:1 the si nduds se1 ro-nh here111 

Protorol fo:r op•<klgi Prod,-tl aad 'R.e-ltlnc: ee Exlll t$ I and 2 of All~meni) 

Rrquimncac, or Dtli,vfry Lo«ti~o; 

I, Vaccin.:tlon point~ with -75'C (+/- IS •c, UL T l'tce,w 
2, Va1;Cirn1tion points with 1ufficie1n '"c1, and &upply or clri➔~c 
3, Va.c;eination points with 2-S"C rt!~gtrale>r 
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• From storaic, remove I vial (or every S r~ipicnll acc«dlni 10 planncd v.iodnatlonJ schcd c. 

• Vials f!>11y be stored in the refriger11tw for S dayi ( 120 hour$), 

Diluting tht Va«lne 

• Ob1tin◊,?¾SOdil#ll C'lllOfidc Injection, (o, u.c. i diluent, Oo ilOI IISc aJ\Y altem~IC diluel\lS 

• Dllule the tlu.wed vial by addiilg 1.8 mL of0.9% Sodium c,1orldt lojtttlon into tbe viii, 

• En&urevial prrsswc is equaliud by witbdnwini 1.8 mL air into tile: cmpl)' diluem syringe befor~ 
rcmovi!I& the needle from the vi.i!, 

• Draw up IU ml,of tl!ed1lu1ed do i,g soludo~ inro a new Sl!riledo,inasyrln&e will, a need!~ 
appropriate fOJ intramuscular injeceion. 

• For each addi11oiw dose:. use a new sc i le $)'Tfoge and needle ind c,!14Ure the • J $1oppcr is clcwtd 
with 1if 'J<ipliC b ·fore cKh w,1hdraWill 

• Diluted vials must be used within 6 llours from the time of diM1on and ·stored between 2-25 •c 
(3S-i,.F), 

• A sifltlle 30 mcivO.J mL dose is follov.--ed by a s«ond dose 21 days latcr . 
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SE SITTVE 

2020TAOU •2,0 
IJIID'i<~ onO Ao locc ln1,tn"~OM of thl'-1n>S.lfe OtJ IJLT Portt>I Wpp 

~ l"l'P<>IUf 1h11 a,rurolled d0Cllmt11t II top<vY1dc Ulljl•cibalns and rH:iilg 
ltli .... ~,t.) 0~ (l\c Ac:r(lkr. Ut7 P•lecl Shl119Cf w./111 i)ly I«, 

C4UTl0tr; U>t ol 4ty ke in co"1ined i;,•m (Im.al ro;w.; Cl ,...J.ln <oolnr,I ,n,J(o, 
i»lln't' YHII ttd ~HJ~ mlllc ill d~on ol Clfl',tfjl rn ill& huiplr don 
(Jl;,o,,,d • shoiM ~e prottC!ff ~om cont•tt wlt!utr,«L (\'f p·o,,r;,t.., ij 
rtc:ommo;,o;d (IOI CilJ110it, Aftt,&lllltl), 

-ppn>,p~f t ,,.1n1rt to bt be~n e4Rdl,ct 'd for p,«1<1M1I hand!ir ,,_, and 
dot.1111entfdwll! i..o, 1r111t••n111a1,,... l'/l-tNI ai, ,..1rtd,. 

Til'IICC~IIOINI d0!""'1tn1l,upp1lClb 101111p.c;l.lg:t\g111d rt ,1ng,f"ltlltt'°"'lli,\il\8 
lh• A<r"141!t '7LJ UL Ptrt Shloi,~r w,lt, D,y ltt, 
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SE , ITIVE 

t0201MIU vl.O 
l/llp.it~•B .-d Re.Jolla IMlbutlloru.al th,Mr•!.'1• 4711 UllP Slllp!H!f 

J. !Ifft- CIOIIIIM 
Oocu ...... Ny., °"1c,t;fiDl1 i 

- - - -- - - - - ~A-- -- - - - - ~le.&nd~uld~Jo,.Oiii-lt~-:: -: :- _ .. ••-i' 
N/A Sor,tv &It $1wcHlrt k1 

4, GH!ffil Reqvf,-,,g 
4,1. Mo:c,..r, 

I "'•0111,..ndat!on, (Ullre Thermal 5Npplnc COftlilN• t1 •~ Stl!Qle) 

• fh,t lltttnl•I IJ\fpplnc COIIOl•tr ll ♦ p,;IIM (IIOI\ CO<'IIIICC1Mlf) dM<e tl•i, t0naln, 
dry l<lt •• ll1C! c,,orp M111:oe I0 1""'1Uin tl'lt ,~ui'ed tt!I' oemurl!1 ..+en 
11\llftlll d Jl'OPf~W 11 d flnc~ ti,fr.:tr uua,ot'tl, Thr Illy lr( I~ ll,t thcr 
,hiPiJ'r 'lrilld<p1"1! c.tt a ,,.Mobe, or da,s jd<,r~ ... qrr dtptt1d,ng.., 1M 
•od ,.,.,. h W: "'1 how'°"' tt,uhlpP<f holdl IN I "'l'tl't\111'0 Thi 
diff.,, bomM ultr••li)v;.ttMl)emure !rttler, 1•,c,l-e lt~QtonlQllr pownd. 

1 
to1111)1UiCr..trtvcr,j dt,vh:~ • ..tilth ..t,cn tt<d , I, dellsr,~d t<> ri1•1t,ltla .ar,­
lowttmprt1tur<> inlll!r. tt,, The tonei,1he ~h"lp 1-r.1IN1rrt111,1lm ' 
do""'-tl,cl°"SU h wilt> ~fl>l tl,rd,yb10dept11e. l 

• TM Ulfllllil lltippinc conuo:.,, $hoo.ld butorod al W ta 2S"'C&h.._ v.hich a 59" ; 
to 77' IJl\fe11CII, 

• "1c 1M1m shlpp n1 tonlilnll Is qwallf, wll~ I mlnW.U,n Pd U ir&I ol dry ICt 
pc Is [10 r.: - l& m pclml- Upan ,-lpt .,.daft;,, opmr'C, tl!Ho., Should 
~t rt,fcnl~-1td h drr i.:. "'" In 200,.n br ..dd Gt')' i:c tO 11'r 
m,1lllltlfffl ·"" hi• 1hr p~ad lniert anm tnd tttr rce f)Od, 

• Tilt 111trma111111191nc con~111er .,...,d bt , .. ,lcedffet')' S days. 

• Tm'"'" hofp "'' iah U.. ...C<>f dty .. ,... IN tt<npmi,,,e ol IN 
>lt{.411 ptO<IYC'I II rt-lTl!"!dld 1 I tht IN!lffllol il!lppilla c:ll~UlnCf 
not be optnO!d mMe Ill.ill l ~ • d , od 11'.o!IW.-1 buc,1ntd ro, 
lflOIW lht• I lfl""11U11 t W INI <1 lollco.-'t4, 11',t Iller 1hlP9it'c 
C<)ct!!iner 1110uld tl',eo llot '""il" e,~,., 5 ~~ 

• 

• 
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EN ITIVE 

20l171Al>U '2 0 
INtnlalon.of 11,e AorcS.t HL7 Ul T !'#eel Sll,Ojltt 

• ,~,ulu" fflGIIIIO'lrt dtti!U IQ M Jtll II thtrO' 'PM ...,,t,lno, is IMd 
., t.en,ponry u,nce, $1t•un rHf"l""lblt tor obul~ 11,rlt - ce"-murt 
-~~ ~1 to'!IOl'litCII ll!ffll)t,t IJ!'U .... ,n U "I the tlw,mal •'"wing 
_1,1,,.,., ,,,.po,.ry <ton •· r-•"'"'• IIIMI don/Im fl>f'l)bo or 
p,abilH!jcap,lileaf belnc"'• drylc.t en,wM!elll tobeusedtnd ploadintht 
iOQl,oft of lt\c, wit I LJ-, .,_yloochr "'1hiC\I lhltmlllMpplne te1n1, 

• TM 11\tftNI ~-u· IJioJd be l'd"'1'odwlthi,.l0 • »~or 
cllll•tl'Y, I~ lt~l'l 111't ~l♦ li)Q , 

• W PI rer.dot a c.a.trobntAtal-Tone T perst•rt Mo,,1101, ~ ""111 'bet 
"lufMd !ht tllttr'IWIIIIQIM!'I C0IIOk\ff, 

• W PI ~ • $enoitedi lffllporalllre MoAll<S, [t don not nttd lo be 
rttlJ!'tWd, 

1. ,ere,, o,tnlr'lll ... tlllfflWill,p OCl\t,li!ltr,mNSlllelllt~ 

IIUlnllNCllr,:,i,•r rtlf'f~ 1l<Ollf'~ ihtlol 

dtY -e II\ confNlol PK41, , .. <11 ~uftll• r-, w. •In 

cooltri. ,NJ/or pgo,1y ntllat.«d •rn1, """ruull 

dtl)ffliOII ot ~ fffii/1, h i!l"'""'llu. 

2, lnlWt ·"11111~td.rt C~fll,,.&meo, tc4$tllpt14< 

br<UU.C 1h,o tape on the olllslde. 
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rn 

lllml"A.011 •U 
u,,.,•cbiJrt Ro-1an1 lnlUUct><>n>cf lilt kr<n<'fr • JU UL l h«el Shopper 

mo,,ito, 

jltOM" colW<Tl<I IO tl!e P..t,loild .. Clfe !holllll be lAl<'I\ 

no1 d!Kon- '"" PQl>e frl)"' tho ,..,.._. 11M 

• \lhllil\ .... j,I~• , tAal,,d (lhl-r....iJ .... ,. t f Cul the Orv ~e 

loiy 
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ITI £ 

20.l:GTMlhlO 
UflPKQIJ"I ncl Rf I lirWIIWOM ol A4,o!l,ofe •1l7 Ul I ,.,,,.u,.,ppcr 

[ ::ontlllle A<tlo.Sltp 

5. ~emCM the P;yl by 
ureru&y pij■~ IJ Jc w 
n01 dl!IGnne« IM 11<Gbt ftotn tho! '•vfOld IOx. 

7. T•M1"'-1thtpod.ctl<orirdpod1G11•nillnm•owttlvl tlvl 
•r• utul o~n1rthtore i~ • 
'"1-or p,.,art lo, vie. d, 
tempomv 111arqa 1o, r,im, nl .. 

'R.tfft 10 R~~llans saruon ol t& pr<>adu .. ~ 

fwrll>H~ t 0111,l"'f the !lit P,IPft"tCOl'1HI m 
ffll)Of.flt llffll. 

., 

i. If ol lH"i the liht,mol >i'll>Pll1' CG1tai .... IS l<-'11p01at) 

uonp,. lrntll • <OfflflO""'I' b,td lnlc, t thct""'I ~" 
a>n1- IOI rrll.lrft. 

BJ 
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:!OWTADZ2 vio 
U ,ine 1110e•IOl'l8 IMIIIICUOMOINAefOS.li 01.7Ull P1tW1$Nppc, 

l 

! a.,pomllile IAalon StA!p 

:rlllbf 1. Bt~~e,.. lilt l/lffl'll 1 ,.. (On&.ll!!'ltr, kt Mft IN 

'"· lo whl(fl 'IOU 11't "Of .... 11tl .,cp r'lt"l!lil • A \/It OI 
dly lttiol Conll'ied ~et,Sil!Ch II !nwllroo,m. lk<lft 

cooltrt. 1fl4/of PCIOlfl' vell\iited ftll, c.i.-rt -'t lt'I 
dt!pltlion Of o.iy lilulllnl 1u,,tw,cil,110,1, 

2 lt'l t .,...U,vtlll Uid wtl, .~ the Ouw ~t'lfd i~r 

bo/Ci/lllf\fl ~bPtonlh(outJld~. 

• 

• 
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m 

.1tior Mt2 .u, 
IJni>ldaei,_ ind ilt>-lanC bltuc:bOM of ltit AetoS•f• tll7 llll P•r 5Ni,per 

ltHponslble 4ction Stwp 

ltiolt 

3 . 

4, Whlo Ml> ln!Ullttd (thonn &la-. ate C!11t d• Dry lt4' 

fr"')', lltm 9 rrq.,r■d 101•t brttfr oar,,& lo the Sr.a 1,. 

!O prHll\8, 

$- ,111 tt. $c.ollotdl"t, •n> (I ol lho ~P< wll h dl!y It~ to th 

lop of 11,e ,alfol • 

,.,-vnhl., u..-.,...,rc:111 

R5 
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10111T Mill \/10 

~IN( c W>d ~ t!°' 11'1\Uuwo,u o41 AAera6af~ 41l1 Ul T hrr:.-1 SNp~r 

~ Rlllll4fl lht 01V I~ lny, It 8 QII IQI) al U!it.P •d lo~. 
ffflC ,.1~0,y1oT,..-, • aw,thdryntDlh«to, 

• 

• 
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l'O~T AOU '4.0 
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7.A,ppeNlll 

E ITI E 

IOlOTltDU v2.0 
ructiOM ohhtAerosar. <t1l1 VI l ,uc: I ~pe,<r 

7.t Appeniir 1: Aml&,1e 47L1 ~ T l'il<41 ~Ill r 
11;11.-1 .._,,4,j~ w O t.!' •. ,1.1,d oa ~ Lewi 11.'.bn <>I drylff 
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• 
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E ITI E 

tihrbll 2 or t11d1mu1 J, ~ 11padd1c tad Re,. clJ1r: Thmna:I .lpptr B 

,, . .,.... 

ltt11~ol.,_ $al!boJ<MN!""' lA 
P1Ml~r 

~ gn;~~---"'""s.,n;,,, •• 

And~-dl'IO-Mtd.mULT Pln:el 

-.,..~- --~Iii! ,.~~Ott!lllO-

tlio'>'Oltt a.t.o.SON: I ICIIPfO'>'O 1h11 ilooll!ICIII n 
author, 

...n~~ 

.... u .. 
Jlfflel I: JN/'I IJ 0..Hlhf -

Ji9>0DIO l.fASOH; 1...,. • ~ 
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• 
1 Sohl!~ I toffll!lltflC I Ttclvllc>1I A•~""'"' 

1cnorNJ)1 •lb 

l.lllpKi..gl,- 111d a.-11:1111 ~Ill ol 1ht Scllbo• M,tdlllfft llt'T 
,trttlSl>#tf 

Appendix A: Instructions 
(12 Pages) 
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llllOTAOll "2.0 

~~~ndil;e~ ln1VV<11onsof ll>t5old>l>l!~ VlTPir~$hlPPfI 

, .... Of eo,,-

1 "-"""1•.-....... _ . .,.,._.,. .. _ .. .,_ -------····1 
L s.o,..,._,.,.,,_ • .,,_,,,,_.,,. ______________ .,.,z 

), M~•O--• .I 

c..n.ral flfW~.1, .,.....__ ...... __ .,,,_. ____ .,,., ___ ,.,.1 

u. -"'''-·-------------------- .. 3 

•l ._)llift'Wn•· ion• -·•- ..... ,,,_ .... , ... --------·•- ...... , 
s. ........... ____ _ 
u .,...oac,cc .... - ... _ .. ,, __ , ..... __________ , ___ _ 
u. llri<lflll;- .... , .. -.,.,_,,,,,,_ .. ,,,, _____________ _ 

&. -f'lvfd,.._ _____ ·-------------~ 

J ~ndb. ...... ..... . ............. -........ ------ 11 

U ~ndkl!SoflbooM "'UIT,.,n;olSl!ffipOr-----------11 
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£ StTJVE 

'°20fA0)1 \12,0 
U,,.,.Ckil'>l'f ii NI Rt~ lnltl\lQlonulf 1hc Sahbm: Modral, Ull h,al 'Shlpp<.f 

tht p.i,p<»t or !Ys,<M1fctled dowlllMI. ,UOJl(!l!tld.t<l~~i\t ,"Cl r ~. 
~--CJ Qll lhc So4\bol Medi m Ulf Pac~ ltif$1r Dry ltt. 

CWTION:Useofdr;laelna,.d,~t, ... 11,_o,.,.lk,!nc.aolersl•,.,J/a, 
poo,'i'yn 1td 411.Ut-WI ru.-1n~onolo~ lti~ "'•~''°" 
~ 1111'1 lho""' bt ~m NfllOIUlftlMI h ~ Q. ~ p111~1oftil 
rec.omm•nded (forou.,.,., u!eCyflnws~ 

APi><IIP,,alt tr>lnirt 1o be bttAClXlduc:1111 fol p,..........i hl".!dlil1C dry lee lt4 

do(W11enLNf wllhlll tlle~ rtlevlllll ~ ·~ 1ft "'41.ultl"II 

Tli/l,-itollcd dac"""ent i,.111!11,uble to llnpk~IIII ond ll'·lclfll fflulr .'«lib mlrC 
the $Qftbo• Mtdiom Ul T P~rul Sl,jppe, with 0.V lr%. 
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E rTIVE 

21120TAQJJ ¥2 0 
Llr1'~~ ard ~-kq lnstRictJoru af t'ic !.a/lbm Mecilan LIU 1>¥d!1911ppt< 

J .. llehn-Oa<umotm 
0.0,....,.........., ,. Detcrifdo,I 

IS.~ HMHf1rc GuldWH farOryb 

$at,,ry II $111<1 0<y l<t 

~!lCMJonNli!lbtr 
a>-asu 

1-,.----· 

OtlCl1pcloll 

?CC •S.Oltbo>M~ UU Pi"II $1\IPP4>f 

~uulabld (ThmniO Glo-

NI $;1itty 16 ,~- C,rto,, $ttll,W T Pt ,. llry tu PelltuilO IO 1~ 11tm) 

4,2, a.001M1•~C1M-
' "-"'l!Wftd;,lloffl (lklnf Thonn.11 ~ c ........ Tnnpanry -••l 

• The tho,m1f tlllppl ooMV!a ll a'"'""" l1>0r><cm;n,Slo,t d,Yia, IMI Conbin, 
dry Ice I lht t"'l!rty !0111<• ta m.tllll•lfl IN r""""'d 1.....,.ra1uru......., 
malM~ II lltfNd I>!' fllil@I iMlfUCl!Oftl,,... dry till I Mil 

i:hlpper will dq,lete o,-er ~ Mlmbct .of d;ry> jdunti_on vary dcpc,ncfrt oo me 
and tlffl,,. h w lff,pttl how lof\t ll1t 11\lpjltf l!ohil lhl I trHlll . 
cf,ffcrs rrom.., ult,a~~-•,.t•• lrttze,, 111 KlM letlnlniafr _.d. 
(iClfflP,,t~10t..i.lYlnl ..,co,'""'"' Wll!B ,._afll In, I• k~•""' lo muit,ln tilt•~ 
law tS1perartuN!1 indef.,ildj-. rho Ieng ... the thsmol ,Mp""" conialner mMino 
~lott<I. theb,wcr ~ w11tau h>rlhedlvtt• ta lil1Nt41. 

• lllt tht,mal tllii;.,i,_ co,,_ SIIOld bt stored il 15' IA> 2s· Cet11...-. •"'<h11 59' 
to7Tf•~~ It. 

• The t.lwt1111I shlppl «1,,,.....,, Ii quallfl<d with I lnll!Um of 23 q, of dry 
PtliecJ ltO - -1' mm pelots). UjlOl1 ~I Mid after Ol>ffll!I, IM box """"1d 
bt r,pienlshNIJ]mllf(! d diy kt 1111n 20111ui'I by lddlnt drr IU IO (he 

maidmum ~In lht l"'.,.,.t insl!lt areaund dry ice pod, 

• The thermal sllippl c,or,~ &hoolld •t-lGfoll-ry s da~ 
• TM un 1itrp Ill tal~ t ... i....i ol 11!\-• l"Cf the , • .,,p,,,-.. .... °' '"' 

vl«Mlt ~ I fttOMmttld@d NI I~ !her 11,ij!l)IIC tOl'Qlrif1 
not IHI Opo...cf moN than 2 u- 1 daf, and IIIOUht I h -dfl>r 
lllllfi! '"H 1 lll•Metll Umt tllltllfoll-«d, llltll'leflUII I 
cmlalner sl-ouldfle.o btrt,letdewr,5 dt)1 

9 
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EN ITI E 

lOMITMl:11 40 
Unpad•S-. i nd ·IC ,- ln$WCIIOM of lhe 5o/l»o> r.1ec11vra IM taal S!ippt, 

• l.oc.al d,y HlJlllian ihoulf be u>&d !,,r re-kif1& tlw thtf I "'wine COill1l 

• tmDt!JtiM _,I\Ofq ~t1o•n1N thenail ~1 '°" r •144 
M •~mpo,.,!y 1.1enc• $i1.e1 IN! ..-'l"""lb '- o~lrc lt,t~ Q .. ,.u,,_11~re 

-ltofllc de.lUS lO l'flOllifO, tf"lpetlt- Wi>eftil!l'W ,lie Ille< slllpe,itw 
COO\ul...,u1~-110t>tv~ort - r, ,.,.,,_1t111c1tv1tt11P'OOt0t 
p,c1be I) '1PI o1 llf,IIJ 111 ;i di)• u trw-fl'tl!C to bot used Nd pliffl! In t~ 
lat•1,anof 1t.. ml 1ny p,,y1o.,d ,m l1>1hc t!,nn,•1 •hwlnc 11111llin11, 

• 11,e I ahhlpjll'la!lltllnH.tiaMbo rrtvm~w!lh11>10bu1,111,.,uys al 
¥e,Y, 11,c~ ,.._.,.,., d.>11 irJutr 

• 11 'IOI itoe~ ;i Clllltrol lttil• Tefll9m1"'e Mooilor, 11 lftij!I bt 
It -w'ftcd .,.b t1't Nfltltl llllp~,-000 

• If '/'OIi mei..e a ~itett. ftffllM"flUf! M!Klito,, K ~ IIOI flHd 10 llo 
;;,1111nod 

U~.aciAPIC 
~illllo Atlb!Stt; 

llok 

~lor ). 1'elor ow,ln1t th •I ~~,j)pf ... ~t,lnt•,'"• ""'"" 

" In h vonrt "°" 111 IIH pro,t1 tlOII, use ac 
cir, IC4 In tGfltr.td ,~~ $~ H - rQOIIV. "'l • -In 

I, ffiJ/01 Jl(lofiyWfli>li1<dMtl~ tan I It lo 

IS!iPletllWI cl wrl!,,_ ~ultilll ~ 11pi,,;,»t_io 

1 I~• wtl w,11 dntd arta. ap,1> llw! OU,,r camca1td SNpflt' 

t,, 111tu "'• 1•11'1 on 1.huutlldt 

• 

• 
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'E ITIVE 

l020fAO:U Y1 D 
Ur,pac,...,..andlle ...... lnstrutbOn>ol lheSa!lbaaMedi.dULl ,-«is~lp,ptt 

°""' boll:,w 

Op,,n , lid -••One~ ol th1, lhfflftol •~I 
mntalnrr 1, !Xffl1'111<lllf,, 

hole & <111 011 w loom. 

4. WI> ,,,.,1,-. ln,ui.lld ~ho INII 
'9(1, 
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1<QVTA~Uv.lO 
~ IMlle,k IM1Mtlom ol 1he $o~bo,Ml!CWII Ullf~IWI $Nippe, 

lltl!>or,ilt,le A.rtlon Sl•p 

Rd« 

5. A«u111'c OllWd· llttrt, II o-1 io,GC t thift lf'l'tl or 
6tf 1ft ll'ld OPffl IL 

Molti'lllll~~IIHve~iM\h.h all(ltlOll\,1,odollOlpu It 

ou, ol lh.,.,.1 • pine a,n!>i1><1. 

6, 1 lot ,I\IOKllon Md •-·• (wn"'n 
Oflt -~ QI ffl~lflll $1Qrft IB ;n Mllra low trmperatur. 

m,o;p IO!lillt, •lrillle>Ptfwlllbel!MdH 

"1t>PO'frv 11ou1ce ror ,.""''' ••;; ,,e',I. .,.,.._,tei', 
n ht ,,.l"wlhlnonem11u oto an11r•w1i'lt 

<t-lcW'f"'il "' 

• 

• 
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20.ffl "°2 l Y2 0 
u~•i~•nd llt·lclrc swnlom,olthdatlboaMedrJ111UlTl'lcct1S ·~ 

•11,ejer10,.._l'ldM.!0111 wctlonol1~1~1NOC41Jitt ro, 
furthtrdtl~lbC111u"'1i tti.,.,..I "'11,pir,J<D!1tanff II 

po~,YIIO<~ 

7 1r l!OI ~~11111\t 1Nfm1hlll~ COIIU"t!I< a ltt'IPOl'..-i 

nol'l e, lnwulaiml)Ontnt> ~ - 1ht thermal "' 
,oo· •~ ro, rt.,,,. 

~ kt _, bHilCtreltd ill, .. n -illlt4 aru btf~t 

- m u,,, lileru ''-"I •I"'-' 

I, !lflo1u~nl<1CI tJ, 11111111 l"Ctan1•ll'lff,fflfll.tlillrf ill, 

lttOn wt,I(~ \'Ollllt "'' s Pr<l!Pe• yeNJllltlGI\ Ule of 
dly ~ In (OMi,. lpll Jlld>IJ <001'111. "llt<fl 

c.ookrs, and/01 poo,I)' wn.tllmd .,_ un mult l!t 
t1t91tllOn01 OW)'tN", n1 Iii 1iphf,I IIO<I 

l. In • WfH r1,lj d ~r oprn U!t Oll&f< Con\cilH Slllppet 

Wfll'llh,Clll IJ~On 11140ullldt, 
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E ITIV 

l'<D01AIJllY~0 

'"" !If,. Wllll'IICllonnfthot $ol1bmi Medun Ulf Put Shippa 

contJiMI II _,_II' a iO • ~ •-m~ IO use 
,~ , 1"'" rll'CC' hole dlf,c;ll1 on 1t,e la.Im 

~ ldll.lltdllled!yapoch/Ulbutt~ I mGd 

litlow 

4 Wh Wf~Mnct1,ul:lt4d 1•~11 ~. 

98 

• 

• 



• 

• 
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tol'lllA02J .0 0 
Unp,,,::~c .nd le IWlll/\lfDOftl OI lllf io!tboii MtdkJII Ull Pktel ~ 

5. M11,u,cltto111'1e P1i10td1~ - dtrcu,,mru,quot 
"'ht~«1tn.p1td,u.,n,_t, 



El '(TI 

2020TAIJ21 v2-0 
IJ~,ta t a..S ilk-kq tnllRldJoM cl W Scl1l,o.t,4Ad&di UU ,.iu, ~PPlf 

ltepat111b/t MIIOft mp 

Rolt 

a. O,ie the lid, Ou! Conwtiltd Shil)l)ft' iJ1d I ., h 
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Produd l.11owUJ11t , fW~Ull)pJ 
Produ,ct labels for prillllll)', scooodacy and 1miary-packaging ~ill be shared c.Joscr to .~IBlory 
nnngs. 
11 is tUriffl1ly mvisagcd that tbr fol lowing will be part of the initial prodl,c;t lllt"'wk; 
Prlm•ry l'•tk•Chll t\'lil}: 

• Linear blll'cod'e: :ans u the Global Twit lltm Numb« (G'f IN) 1l11t 1nchldc1 the h111nn.~• 
itad bte Nadcorl 01\l Code C) n~1J1her. 

• Linear bar«Jde: Sc.anus the GTl'N nwnbcr tba1 inc:lu.tcs tht hur11a1Hea<kblc N-DC num~r. 
• QR ~oik: When $t;Vltlcd, this code Hrw 10 1 lt.ndlng pa£t v.·here a copy of l11e Fae1 lt~i'.CS for 

1he HullhCMe Provid , patleril/rtclpien1, and Eroer~ocy lhe AuihorlrMioo Ptod11c1 rntert 
(1,e e,!e~llct) will t,111 iilabk. 

• lD G I O111J1..\1all'ix: $tan of lhe 20 code wlll illcludt the GTtN rwmbn lot and expiry 
inform tion. 

l!NAA£1 l!B£kulec §esrlf\uli0aa 
Pi-lmuy P:ackag.in: 

• 2 ill!. lypt I gll!ff ptllstl'Ylili\-e frtt multi-do villi (MDV) 
• MDV !\M 0.45 m.L fr11un liquid drug product 
•Sd1ncs~vi I 

e«>ud, ry Pi!<biigl ''S.111lc Ttaf' 
• lti&lt tray holds 195 1-ials 
• 975 d<ncs per tray 
• Trt_y (whii.e t,o ) dlmt loM: 229 X l?9 x 40 mm 

Ttar1lary o,talaer: Tben11~1 Sltlppu (Softbo~ 
• Minimum 1 tr11 (97S &>sc$) or up •o S tn11i (~ 4 ?S) Atckcd in • yload 111u of the 

.shi~r 
• Payload Cilrlun $11Mletged in 23 Kg of dry ice pellca (9 mm -16 mm pellets) 
• Th~al shipper dlmrnsfons: 

o lntcmal Our.cn1iom; 24Smm X 245mm X 241mm 
o Ext~mal Dimcnsions: 400mm X 400mm X 560mm 
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SNITf/lfROIO/OA3. ll'l u,m 
E ITJVE 

A. Return 
"Loclilil'S Drllnry Equipment• refCfS to the loog-d1S1ance lllenmJ shipping concalner 
(''Tbcrm1I 0 bipiar 0

') 115ccf for slnpp111g and lhc tcmpcrat\llt dat, 1oatr/monitonng device 
11lnchcd lo such Thermal Sh1pprr. 

- - - • -- - - - - - - .Onc:c dr,y-1u.is noloni:u-nt~ed.,.operUhe.LocJst ~U llliun c lt--1J!!lllL. _____ _ 
ccmpcraCUrt in a wcll-vmlilalcd arc~ The dry ice will readily sublime from o solid loa gas. DO 
'OT leave dry let un tended 

tore: the empty ~lsrlcs Dt-1 vtry Equ pmroc until retum in an appropn tccleo~ 1nd secure 
locacioo 10 procrct and maiotain lht functionality of the cqu1pmcnt (e.g., do nOl Slorc outside 
11ndt1 uncontTolled cOl'ldrtioni, cKposcd 10 ,..c Iller, c•~cd 10 J)C$tS, c:tc.). 

Return of che l.ogi tia Odi~cry £qulpmtol 10 be undcrt en wuhin 20 bus,ncu d#ys 
followinc delivery ofdit Product IO 1he PatticlJ)aling ~cm~r State's m:1p1tct, which "1ll be 
cffec.1cd by 4-0llc«ion by the Conl.rKtor within that omc lnstr11et1ons 111d loSJS11~ (or mwn 
will be provided on tbc in.1erior of1he Thermal Sb1ppc-r 1111d will also be a••ulable on P(cm's 
wclnttc In lhc c~nl INI either; (1) lhc Lo«istiQ Ddi•-cry t:quipmci:it (or ny p 11 n~ol). Is 
not made available fOf col c<tion within mh 20 busmess days; or (b) the Locistia Drlinry 
f:quipm,al (or any p&l1 ihmot), "c!amqcd in any Wil)' (clcteJmmcd III the ContrKtor·, sole 
discrc11011), the Contmtor wll be enlitkd to charge the Plr1K1p1tmg ember Ille $450 
(c~cl1131vc of VAT) per ihcmwl Shipp« and logger; which Che P nkipalin& cn,bcr tate 
shall pay within JO days o( the da c of any invoice (Of su,h ffllOlllll(S), P1111k1patlng Member 
lll1c .u:knowlcd n 1h11 su,;h mOllnl re tt.Stnl$ a r~nablt ~1ima1c or rcplac:ement coo 

for such Lot,istics Delivery Equ1pmtn1 u a result 0(11\e Pait,clp.atl ember t te's defaul~ 
c1 or omi ion 

B. 01 al 
"Primary Co■ taincr nlts" refers 10 che ~iah that conuio the Product 

• 

DcstnJCtioo of the PrimH')' Contaiatr Units Iha: hlvt b~n opened or arc unused must toltc 
pl~tc at• f.cility -.ppr011n,1cly hecnsed to handk and dtS oy ph.l~u11cal waste, mC'd,c l 
waste, and/or haz.ardous waste, and dcstruttion must be by means of gnnding or il1'intranon. • 

•• ·«oadary rtons" refers to Che immed11te boxes that (;(llllatn lbe viils of Product. 

ad~ry rlo■s mu,1 be dcfleed ■nd oyed Ill al:Q)fd~t wit.I, IOU) chm I dosing 
racil11y wuie: mi emenc ~ervlcc:s. 311d ondary rlon, may not be di pokd ofln roucme 
household"' 1e collwio,1 o, recyelin centres 

10~ 




