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CONTRACT AMENDMENT #1
No. 08/0VZ/18/017-P

THIS CONTRACT AMENDMENT #1
(“Contract Amendment # 1) is effective on
the day of the publishing in accordance with
the Act no. 340/2015 Coll. On the Register of
Contracts, as amended (the “Effective Date”),
by and between

Fakultni nemocnice Ostrava located at 17.
listopadu 1790, 708 52 Ostrava, Czech
Republic, Organization ID No.: 00843989,
VAT Reg. No.: CZ00843989, person
authorized to act and sign in respect of this
Agreement: doc. MUDr. Petr Véavra, Ph.D.,
Deputy Director for Scientific Research,
Development and Education, Establishment
list of Ministry of Health of November 25,
1990 File no. OP-054-25.11.90. Bank details:
Ceska narodni banka, Na Piikopé 28, 115 03
Prague 1, Account No.: 66332761/0710,
IBAN: CZ59 0710 0000 0000 6633 2761,
SWIFT: CNBACZPP, variable symbol for
this study: 649071148 (the “Institution”),

Pharmaceutical Research Associates CZ,
s.r.o., located at Praha 7, Jankovcova
1569/2¢, 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 XXXXXXXXXXXXX (“PRA”), an
affiliate of Pharm Research Associates (UK)
Ltd., located at 500 Oak Way, Green Park,
Reading, Berkshire RG2 6 AD, United
Kingdom and with registred address at
Cannon Place, 78 Cannon Street, London,
EC4N 6AD, UK (,,PRA UK®"), acting as an
independent contractor for Bristol-Myers
Squibb International Corporation located

ruéenym omezenym

Fakultni nemocnice Ostrava, MUDr. Pavel Svoboda, PhD.
IM011-023

DODATEK €. 1 KE SMLOUVE O
PROVEDENI KLINICKEHO
HODNOCENI & 08/0VZ7/18/017-P

Tento DODATEK C. 1 KE SMLOUVE O
PROVEDENI KLINICKEHO
HODNOCENI (dale jen ,Dodatek & 1 ke
Smlouve®) nabyva tcinnosti dnem zvetejnéni
dle zakona ¢. 340/2015 Sb., o registru smluv,
ve znéni pozd¢jsich predpist (dale jen ,,Datum
ucinnosti‘), se uzavira mezi

Fakultni nemocnici Ostrava se sidlem
17.listopadu 1790, 708 52 Ostrava, Ceska
republika, IC:00843989, DIC: CZ00843989,
ve vécech této smlouvy je opravnén jednat a
podepisovat: doc. MUDr. Petr Véavra, Ph.D.,
naméstek feditele pro védu,vyzkum a vyuku,
Z¥izovaci listina MZ CR ze dne 25. listopadu
1990, ¢.j. OP-054-25.11.90. Bankovni spojeni:
Ceska narodni banka, Na Piikopé 28, 115 03
Praha 1, Cislo uétu: 66332761/0710, IBAN:
CZ59 0710 0000 0000 6633 2761, SWIFT:
CNBACZPP, variabilni symbol pro tuto studii:
649071148 (dale jen ,,Zdravotnické zafizeni®),

spole¢nosti ~ Pharmaceutical ~ Research

Associates CZ, s.r.o., se sidlem Praha 7,

Jankovcova 1569/2¢c, PSC 170 00, Ceska
republika, IC: 27636852, spoletnosti s
radn¢ zapsanou Vv
Obchodnim  rejstiiku ~ Ceské  republiky
vedeném M¢éstskym soudem v Praze, oddil C,

vlozka 120574, zastoupenou XXXXXXXXXXXXX

(dalejen “PRA”), pobockou spolecnosti Pharm
Research Associates, (UK) Ltd., se sidlem 500
Oak Way, Green Park, Reading, Berkshire
RG2 6 AD, Spojenékralovstvi, s registrovanou
adresou Cannon Place, 78 Cannon Street,
Londyn, ECAN 6AD, UK (dale jen ,PRA

UK®), jednajici jako nezavisly dodavatel

spole¢nosti Bristol-Myers Squibb
International Corporation se sidlem
Chaussée de la Hulpe, 185 1170 Brusel, Belgie
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at Chaussée de la Hulpe, 185 1170 Brussels,
Belgium (the “Sponsor”),

and

MUDr. Pavel Svoboda, PhD., an employee
of the Institution, acting within the scope of
his/her employment, located at Fakultni
nemocnice Ostrava, Interni Kklinika, 17.
listopadu 1790, 708 52 Ostrava, Czech

Republic (“Investigator™).
WITNESSETH:

WHEREAS, under the terms of a certain
Clinical Trial Agreement, dated November 7,
2018 (the “Agreement”) between and among
the parties, PRA retained the Institution and
Investigator to perform the research study
entitled “A Phase 2 Randomized, Double-
Blind, Placebo-Controlled Study of the
Safety and Efficacy of BMS-986165 in
Subjects with Moderate-to-Severe Crohn’s
Disease”  (the “Study”), bearing protocol
number IMO011-023, sponsored by Bristol-
Myers Squibb International Corporation, as
more particularly described in the Agreement;
and

WHEREAS, the parties hereto have
entered into certain additional agreementswith
respect to modification of the Agreement, and
which they desire to memorialize in this
Contract Amendment #1;

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. Exhibit A Payment Terms. The
parties agree that the section 5. Other
Payments, point c) is stricken and replaced by
the following:

Fakultni nemocnice Ostrava, MUDr. Pavel Svoboda, PhD.

IM011-023
(dale jen ,,Zadavatel*),
a
MUDr. Pavlem Svobodou, PhD.,
zaméstnancem  Zdravotnického  zafizeni,

jednajici v rozsahu jeho zaméstnani, se sidlem

Fakultni nemocnice Ostrava, Interni Klinika,
17. listopadu 1790, 708 52 Ostrava, Ceska

republika (dale jen ,,Zkousejici®).

UVODNI USTANOVENI:

VZHLEDEM K TOMU, ZE na zikladé
Smlouvy o provedeni klinického hodnoceni
mezi smluvnimi stranami ze dne 7. listopadu
2018 (dale jen ,,Smlouva”) spole¢nost PRA
zavazala Zdravotnické zafizeni a Zkousejiciho
k provadéni klinické vyzkumné studie pod
nazvem ,Randomizovana, dvojité
zaslepend, placebem kontrolovana studie
faze 2 hodnotici bezpecnost a 1ucinnost
pripravku BMS-986165 u subjekti se
stfedné zdvaznou aZ ziavaznou Crohnovou
nemoci“ (dale jen ,Studie), s ¢islem
protokolu IM011-023, sponzorované firmou
Bristol-Myers Squibb International
Corporation, jak je podrobné&ji popsana ve
Smlouve¢; a

VZHLEDEM K TOMU, ZE
smluvni strany se dohodly na zméné obsahu
Smlouvy, kterazto ma byt zaznamenana v
tomto Dodatku ¢. 1 ke Smlouvé;

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

1. Priloha A Platebni podminky. Smluvni
strany souhlasi, ze Clanek 5. Ostatni platby,
sekce c) se odstranuje a je nahrazen takto:
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C) XXXXXXXXXXXXX

2. Budget. Effective as of the date of the
regulatory approvals of the Protocol
Amendments version 3 and 4, the parties agree
that the Budget attached to the Agreement as
Exhibit B is hereby stricken and replaced by
the Revised Budget attached hereto as Revised
Exhibit B, which includes the requirements of
Protocol Amendments version 3 and 4.

3. 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.

4. Headings. The headings in this Contract
Amendment #1 are for convenience of
reference only and shall not affect its
interpretation.

5. Publications. The parties agree with the
publication of this Amendment #1 by the
Institution in order to fulfill the obligations
imposed under the applicable and effective
legislation, namely Act No. 340/2015 Coll., on
the Register of Contracts, as amended, and
with the instructions and decisions of the
Ministry of Health of the Czech Republic. The
Investigator agrees with publication of his
name in relation to this Amendment #1 on the
public administration portal in accordance with
the law on the register of contracts.

6. The parties agree that the publication of this
Amendment#1 and the Agreement through the
Register of contracts shall be made by the
Institution within 30 days of the this
Amendment #1 execution. PRA shall provide
the Institution with the final form of
Amendment #1 in redeacted version.

7. This Amendment #1 shall be executed in
three counterparts, one for each party. The
priority language of this Agreement will be
Czech. In the event of any discrepancy

Fakultni nemocnice Ostrava, MUDr. Pavel Svoboda, PhD.
IM011-023

C) XXXXXXXXXXXXX

2. Platebni podminky. S u¢innosti ode dne
schvaleni regulacnich organti Dodatkt
Protokolu verze 3 a 4, strany souhlasi, ze
Rozpocet ptilozeny ke Smlouvé jako Ptiloha B
se odstrafiuje a je nahrazen Revidovanym
Rozpoctem priloZzenym nize jako Revidovana
Pfiloha B, ktera obsahuje nalezitosti Dodatka
k Protokolu ¢. 3 a¢. 4.

3. Potvrzeni obsahu smlouvy. Smluvni strany
timto potvrzuji, ze ve vsSech ostatnich
ustanovenich zstava Smlouva nezménéna.

4. Nadpisy. Nadpisy uvedené v tomto
Dodatku ¢. 1 ke Smlouvé maji pouze
informativni vyznam a nemaji jakykoli vliv na
vyklad Smlouvy.

5. Uverejiiovani. Smluvni strany souhlasi
s uvetejnénim tohoto Dodatku €. 1 ke Smlouve
ze strany Zdravotnického zafizeni za tiCelem
splnéni povinnosti uloZenych platnou a
ucinnou pravni upravou, a to zejm. zdkonem ¢.
340/2015 Sb., o registru smluv, ve znéni
pozdéjsich predpist, a dale pokyny a
rozhodnutimi Ministerstva zdravotnictvi Ceské
republiky. Zkousejici souhlasi se zvefejnénim
svého jména v souvislosti s timto Dodatkem ¢.
1 na portale vefejné spravy v souladu se
zédkonem o registru smluv.

6. Smluvni strany se dohodly, Ze uvefejnéni
tohoto Dodatku ¢. 1 ke Smlouvé a Smlouvy
prostiednictvim registru smluv bude provedeno
Zdravotnickym zafizenim do 30 dnt od
uzavieni tohoto Dodatku €. 1 ke Smlouvé. PRA
doru¢i Zdravotnickému zafizeni konecnou
podobu Dodatku ¢. 1 ke Smlouvé s redikci.

7. Tento Dodatek €. 1 ke Smlouvé bude uzavien
ve tfech vyhotovenich, z nichz kazda smluvni
strana obdrzi po jednom. Rozhodnym jazykem
tohoto Dodatku €. 1 je Cesky jazyk. V ptipade
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Fakultni nemocnice Ostrava, MUDr. Pavel Svoboda, PhD.
IM011-023

between the two language versions, the Czech jakéhokoli rozporu mezi obéma jazykovymi

version shall prevail, provided that the English verzemi je rozhodujici Ceska verze za

version shall be sufficiently consulted to piedpokladu, Ze v ptipadé nesrovnalosti bude

determine the genuine intention of the parties provedeno dostateéné porovnavani s anglickou

with respect to the discrepancy. verzi kK ureni skute¢ného zdméru smluvnich
stran.
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Fakultni nemocnice Ostrava, MUDr. Pavel Svoboda, PhD.
IM011-023

IN WITNESS WHEREOF, the parties NA DUKAZ TOHO f4dn& zmocnéni zastupci
hereto, each by a duly authorized smluvnich stran podepsali tento Dodatek ¢. 1
representative, have executed this Contract ke Smlouve.

Amendment #1.

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, S.R.O.

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno:  XXXXXXXXXXXXX
Title/Funkce:  XXXXXXXXXXXXX

Date / Datum:

FAKULTNI NEMOCNICE OSTRAVA

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno: Doc. MUDr. Petr VVavra, Ph.D.

Title/Funkce: Deputy Director for Scientific Research, Development and Education / Naméstek
feditele pro védu, vyzkum a vyuku

Date/Datum:

MUDR. PAVEL SVOBODA, PHD.

By/Podepsal:

Name/Jméno: MUDr. Pavel Svoboda, PhD.

Title/Funkce: Principal Investigator / Hlavni zkousSejici

Date/Datum:
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Fakultni nemocnice Ostrava, MUDr. Pavel Svoboda, PhD.
IM011-023

REVISED EXHIBIT B BUDGET / REVIDOVANA PRILOHA B ROZPOCET

KXXXXXXXXXXXX
KXXXXXXXXXXXX
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