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CONTRACT AMENDMENT #2

THIS CONTRACT AMENDMENT #2
(“Contract Amendment # 2”), dated as of
February 15, 2017 (the “Effective Date”), is by
and between

Pharmaceutical Research Associates CZ,
s.r.o., located at Praha 7, Jankovcova 1569/2c,
Post Code (PSC): 170 00, Czech Republic, IC
(company ID number): 27636852, the limited
liability company duly registered in the
Commercial Register of the Czech Republic
maintained by the Municipal Court in Prague,
Section C, Entry 120574, represented by
XXXXXXXXxX, Proxy (“PRA”), an affiliate of
Pharmaceutical Research Associates, Inc.,
located at 4130 Lake Avenue, Suite 400,
Raleigh, NC 27612, USA (“PRA USA”), and

Fakultni nemocnice Olomouc located at 1. P.
Pavlova 185/6, 779 00, Olomouc — Nova
Ulice, Czech Republic, Identification number
(IC): 00098892, TAX ID number (DIC):
CZ00098892, represented by doc. MUDr.
Roman Havlik, Ph.D., member of the board
(the “Institution”).

XXXXXXXXXXXXXXXXXX, an employee of the
Institution, shall serve as the principal
investigator (“Investigator”) for the Study as
defined below.

ASTRAZENECA AB, located at Sodertilje,
SE-15185, Sweden, Reg. No. 556011-7482,
VAT No. SE556011748201 (the “Sponsor” or
“AstraZeneca”) has retained PRA to serve as
AstraZeneca’s contract research organization
to manage the Study identified below.
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DODATEK C. 2 KE SMLOUVE O
PROVEDENI KLINIQKEHO
HODNOCENI

Tento DODATEK C. 2 KE SMLOUVE O
PROVEDENI KLINICKEHO
HODNOCENI (dile jen ,Dodatek &. 2 ke
Smlouvé®) nabyva ucinnosti dne 15. tinora
2017 (dale jen ,,datum 0¢innosti), mezi

spole¢nosti Pharmaceutical = Research
Associates CZ, s.r.0., se sidlem Praha 7,
Jankovcova 1569/2c, PSC 170 00, Ceska
republika, IC: 27636852, spolecnosti s
ru¢enym omezenym fadné zapsanou Vv
Obchodnim  rejstitku ~ Ceské  republiky
vedeném M¢stskym soudem v Praze, oddil C,
vlozka 120574, zastoupena XXXXXXXXXX,
prokuristkou (dale jen ,,PRA®), pobockou
spole¢nosti Pharmaceutical Research
Associates, Inc., se sidlem 4130 Lake Avenue,
Suite 400, Raleigh, NC 27612, USA (,,PRA
USA®), a

Fakultni nemocnici Olomouc se sidlem 1. P.
Pavlova 185/6, 779 00, Olomouc — Nova Ulice,
Ceska republika, IC: 00098892, DIC:
CZ00098892, zastoupena doc. MUDr. Roman
Havlik, Ph.D., ¢lenem stutarniho organu (dale
jen ,,Zdravotnické zatizeni®).

XXXXXXXXXXXXXXXXXX, jednajici v rozsahu
jeho/jejiho zaméstnani, bude vystupovat jako
hlavni zkouSejici (dale jen ,ZkouSejici)
odpovidajici za studii, jak je definovan/a nize.

ASTRAZENECA AB, se sidlem Sodertilje,
SE-15185, Svédsko, registracni ¢islo: 556011-
7482, DIC: SE556011748201 (dale jen
»Zadavatel“ nebo_,,AstraZeneca”) smluvné
povétila spolecnost PRA k tomu, aby piisobila
jako smluvni organizace pro spole¢nost
AstraZeneca ve vztahu k vedeni a organizaci
provadéni nize definované Studie.
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WITNESSETH:

WHEREAS, under the terms of a certain
Clinical Trial Agreement, dated 12" January
2016, and as amended by Contract
Amendment # 1, dated 26™ May 2017
(collectively, the “Agreement”) between and
among the parties, PRA retained the Institution
to perform the research study entitled “A
Phase III Randomized, Open-Label, Multi-
Center, Global Study of MEDI4736
Monotherapy and MEDI4736 in
Combination with Tremelimumab Versus
Standard of Care Therapy in Patients with
Recurrent or Metastatic Squamous Cell

Carcinoma of the Head and Neck
(SCCHN)” (the “Study”) sponsored by

AstraZeneca AB (the “Sponsor”), as more
particularly described in the Agreement; and

WHEREAS, the parties hereto have
entered into certain additional agreements with
respect to modification of the Agreement, and
which they desire to memorialize in this
Contract Amendment #2;

NOW, THEREFORE, in consideration
of the premises and of the following mutual
promises, covenants and conditions hereinafter
set forth, the parties hereto agree as follows:

1. Budget. To account for Protocol
Amendment 5, the parties agree that the
Budget attached to the Agreement as Exhibit
C-1 is hereby stricken and replaced by the
Revised Budget attached hereto as Appendix
A.

2. Ratification of Balance of Agreement. In
all other respects, the terms of the Agreement
are hereby ratified and affirmed by each of the
parties hereto.

3. Headings. The headings in this Contract
Amendment #2 are for convenience of
reference only and shall not affect its
interpretation.
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UVODNI USTANOVENI:

VZHLEDEM K TOMU, ZE na zékladd
Smlouvy o provedeni klinického hodnoceni
mezi smluvnimi stranami ze dne 12. ledna
2016 a dle Dodatku €. 1 ze dne 26. kvétna 2017
(dale jen ,,smlouva”), spole¢nost PRA zavazala
Zdravotnické zafizeni k provadéni klinické
vyzkumné studie pod nazvem
»,Randomizované, oteviené, multicentrické,
celosvétové Kklinické hodnoceni faze III
monoterapie MEDI4736 a MEDI4736
v kombinaci s tremelimumabem
v porovnani se standardni 1é¢bou u pacienti

s recidivujicim nebo metastazujicim
karcinomem skvamoéznich bunék hlavy a
krku (SCCHN)* (dale jen ,studie®),

sponzorované firmou AstraZeneca AB (dale
jen ,,Sponzor®), jak je podrobngji popsana ve
smlouvé¢; a

VZHLEDEM K TOMU, ZE
smluvni strany se dohodly na zméné obsahu
smlouvy, kterdzto ma byt zaznamendna Vv
tomto Dodatku ¢. 2 ke Smlouvé;

SE TIMTO sohledem  na
predpoklady a nasledujici vzajemné pfisliby,
dohody a podminky dale ustanovené smluvni
strany dohodly takto:

1. Rozpocet. Za ucelem zohlednéni Dodatku k
Protokolu ¢. 5 strany souhlasi s tim, Ze
Rozpocet ptipojeny ke Smlouvé jako ptiloha
C-1 je timto zrusen a nahrazen Revidovanym
Rozpoctem, ktery je k pfipojen nize jako
Dodatek A.

2. Potvrzeni obsahu smlouvy. Smluvni strany
timto potvrzuji, Ze ve vSech ostatnich
ustanovenich zlstdva Smlouva nezménéna.

3. Nadpisy. Nadpisy uvedené v tomto
Dodatku ¢. 2 ke Smlouvé maji pouze
informativni vyznam a nemaji jakykoli vliv na
vyklad Smlouvy.
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4. Publications. Parties hereby agree with
Contract Amendment # 2 and Agreement
publication by the Institution to fulfill the
obligation imposed by valid and effective
legislation, including but not limited to Act
340/2015, on Register of Contracts, as
amended and in compliance with guidelines
and decisions of the Ministry of Health of
Czech Republic.

5. The other Party acknowledges that
Institution as state funded organization is
obliged based on third parties request to
provide information in compliance with Act
106/1999, on Free Access to Information, as
amended.

6. The Parties agree that publication of this
Contract Amendment # 2 and Agreement at
Register of Contracts will be made by
Institution within 30 days from Contract
Amendment # 2 execution. PRA will provide
the Institution final redacted version of
Contract Amendment # 2 and Agreement.

7. The Parties hereby understand that trade
secrets in compliance with § 504 Civil Code
and other information, which are not subject to
disclosure obligations, will be blacked-out
before Contract Amendment # 2 and
Agreement publication. PRA/Sponsor
consider following items as trade secrets: study
duration, number of enrolled patients, Protocol
details, Payment Terms, detailed Budget.

8. Institution will provide PRA confirmation
about Contract Amendment # 2 and
Agreement publication to following email
address: XXXXXXXXXXXXXXXXXX .

9. This Contract Amendment # 2 will be
executed in three (3) counterparts. Each Party
will receive one.
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4. Uverejiiovani. Smluvni strany souhlasi
s uvefejnénim tohoto Dodatku ¢. 2 ke Smlouve
a Smlouvy ze strany Zdravotnického zatizeni
za ucelem splnéni povinnosti ulozenych mu
platnou a i¢innou pravni upravou, a to zejména
zékonem ¢. 340/2015 Sb., o registru smluv, ve
znéni pozdéjsich predpisti, a dale pokyny a
rozhodnutimi Ministerstva zdravotnictvi Ceské
republiky.

5. Druha smluvni strana bere na védomi, ze
Zdravotnické  zafizeni  jakozto  statni
piispévkova organizace je povinna na dotaz
treti osoby poskytnout informace podle zak. ¢.
106/1999 Sb., o svobodném pfistupu
k informacim, ve znéni pozdéjsich predpist.

6. Smluvni strany se dohodly, Zze
uveiejnéni tohoto Dodatku ¢. 2 ke Smlouvé a
Smlouvy prostfednictvim registru smluv bude
provedeno Zdravotnickym zatizenim do 30 dnti
od uzavfeni tohoto Dodatku ¢. 2 ke Smlouve.
PRA  doru¢i  Zdravotnickému  zafizeni
kone¢nou podobu Dodatku ¢. 2 ke Smlouvé a
Smlouvy s redikei.

7. Smluvni strany jsou srozumény s tim,
ze informace tvofici obchodni tajemstvi ve
smyslu § 504 OZ a dalsi informace, které
nepodléhaji povinnosti uvetejnéni, budou pied
zvefejnénim Dodatku ¢. 2 ke Smlouvé a
Smlouvy znecitelnény. Za obchodni tajemstvi
PRA/Zadavatel povazuji zejména: délku
studie, pocCet zafazenych pacientd, detaily

Protokolu, Platebni podminky, podrobny
rozpocet.
8. Zdravotnické zafizeni zasSle PRA

potvrzeni o uvefejnéni Dodatku ¢. 2 ke
Smlouveé a Smlouvy v registru na e-mailovou
adresu XXXXXXXXXXXXXXXXXX

9. Tento Dodatek ¢. 2 ke Smlouvé bude

uzavien ve tfech (3) vyhotovenich, z nichz
kazda smluvni strana obdrzi po jednom.
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IN WITNESS WHEREOF, the parties
hereto, each by a duly authorized
representative, have executed this Contract

Amendment #2 as of the Contract Amendment
#1 Effective Date.
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NA DUKAZ TOHO, #dn¢ zmocnéni
zastupci smluvnich stran podepsali tento
Dodatek ¢. 2 ke Smlouvé ke dni posledniho
podpisu, jak je uvedeno nize.

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, S.R.O.

By / Podepsal:

Authorised Signature / Podpis zmocnéného zastupce

Name / Jméno: XXXXXXXXXXXXXXXXXX
Title / Funkce: Proxy / Prokuristka
Date / Datum:

FAKULTNI NEMOCNICE OLOMOUC

By / Podepsal:

Authorized Signature/ Podpis zmocnéného zastupce

Name / Jméno: doc. MUDr. Roman Havlik, Ph.D.

Title / Funkce: Member of the board / Clen statutarniho organu

Date / Datum:
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APPENDIX C/PRILHA C
REVISED BUDGET / REVIDOVANY ROZPOCET

XXXXXXXXXXXXXXXXXX
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