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FIRST AMENDMENT
TO
CLINICAL TRIAL AGREEMENT

PRVNi DODATEK
v KE a r
SMLOUVE O KLINICKEM HODNOCENI

This FIRST AMENDMENT is made by and between:

Tento PRVNI DODATEK byl uzavfen mezi témito stranami:

Covance Clinical and Periapproval Services Limited,
Osprey House, Westacott Way, Maidenhead, SL6 3QH,

UK, Registered in England, Company No 02022667,
represented by ﬁ (hereinafter referred to as
“Covance”); and

Oblastni nemocnice Piibram, a.s., Gen.R.Tesafika 80,
Pfibram 1, 261 01 Pfibram, Czech Republic, registered in
the Commercial Register maintained by the Municipal Court

in Prague, section C., Insert; 8883, company identification
number: 270 85 031, represented by h
, (hereinafter referred to as “Institution”) and

(hereinafter

referred to as “Investigator’)

Covance Clinical and Periapproval Services Limited,
Osprey House, Westacott Way, Maidenhead, SL6 3QH, UK,

Spoleénost registrovana v Anglii, IC: 02022667, zastoupen
i, (dale jen "Covance"); a

Oblastni nemocnice Ph’bramv, a.s., Gen.R.Tesafika 80,
Pfibram 1, 261 01 Pfibram, Ceska republika, spoleénost
zapsana v obchodnim rejstfiku vedeném Méstskym soudem

v Praze, oddil C, vlozka: 8883, identifikacni &islo organizace:
270 85 031, zastoupena i
]

(dale jen "Zdravotnickeé zafizeni") a

(dale jen "Zkousejici")

WHEREAS, Chiltern, Institution and Investigator entered
into the Clinical Trial Agreement with an effective date of 8
June 2017 relating to clinical trial services (the “Agreement”)
in connection with ObsEva S.A. (“Sponsor”) clinical trial
entitled, “A Phase 3, multicentre, randomized, double-blind,
placebo-controlled study investigating the efficacy and
safety of daily oral administration of OBE2109 alone and in
combination with add-back therapy for the management of
heavy menstrual bleeding associated with uterine fibroids in
premenopausal women” (“Study”) according to Sponsor’s
protocol number 16-OBE2109-009 incorporated herein by
reference (“Protocol’); and

JELIKOZ spolenost ~ Chiltern, ~ Zdravotnické  zafizeni
a zkouSejici  uzavieli smlouvu o provedeni klinického
hodnoceni s datem ucinnosti 8. Cervna 2017, tykajici se
poskytnuti sluzeb v rdmci klinického hodnoceni (,smlouva®)
v souvislosti s hodnocenim  spoleCnosti  ObsEva S.A
(,zadavatel), snédzvem  Multicentricka, randomizovana,
dvojité zaslepend, placebem kontrolovana studie faze 3
zkoumajici  Ucinnost  a bezpeCnost pfipravku  OBE2109
podavaného perordiné kazdy den samostatné nebo
v kombinaci s add-back terapii k lecbé siiného menstruacniho
krvaceni v souvislosti s déloZnimi  myomy uZen pfed
menopauzou® (,klinické hodnoceni) provadénym podle
protokolu zadavatele islo 16-OBE2109-009 zaclenéného zde
formou odkazu (,protokol) a

WHEREAS, with effective day 01 February 2019 Chiltern
International s.r.o. transferred its enterprise, all assets,
rights and obligations to Covance Clinical and Periapproval
Services, Ltd. and the contractual relationship with Chiltern
has been transferred to Covance by operation of law;

VZHLEDEM K TOMU, ze ke dni 1.Unora 2019 doslo k pfevodu
zavodu spolecnosti Chiltern International s.r.0. na spole¢nost
Covance Clinical and Periapproval Services, Ltd. a smluvni
vztahy spole¢nosti Chiltern pfedly za zakona na spole¢nost
Covance;

WHEREAS, the parties desire to amend the Agreement in
order to add the provision about ECG machine that is
provided to the site and to add information about ECG
procedures in some visits and payments for these ECG
procedures as further described herein.

VZHLEDEM KTOMU, Ze si smluvni strany pfeji upravit
smlouvu z dlvodu dopinéni informace o zapljceni ECG
pfistroje a dopinéni nékterych navstév o EKG vy3etfeni a
doplnéni plateb za EKG vySetfeni tak, jak je uvedeno nize.
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NOW, THEREFORE, in consideration of the mutual
agreements of the undersigned and for good and valuable
consideration, the parties hereto agree to amend the
Agreement as follows:

TIMTO SE STRANY po vzajemné dohodé podepsanych
zastupcl a po fadné a hodnotné uvaze, dohodly zménit
smlouvu nasledovné:

l.
The section 7g) of the Agreement is superseded and
replaced with the wording below

7 (9) Institution and Investigator will be provided by Covance

or third party providers with the following equipment for use

by Institution/Investigator/Study patients for the Study
purpose, ("Equipment’):

() Electronic diaries (TrialMax touch devices: HTC
Android smartphone, with approximate value of
one unit around 195 US dollars) will be provided to
the Institution and Investigator free of charge,
properly packaged and labeled, solely for the
purposes of the conduct of the Study.

(i) ECG machine will be provided to the

Institution and Investigator free of charge, properly

packaged and labeled, for the purposes of the

conduct of the Study. The cost of transport of the
equipment is covered by Sponsor. For the
avoidance of doubt, the Centre, Investigator or any

Research Staff are not liable for costs associated

with maintenance, general wear and tear or

malfunction of the Equipment; to the extent such
cost is not arising out of the negligence or willful
misconduct of the Centre, Investigator or

Research Staff.

(iii)  Upon completion of the Study or early termination
thereof and after written approval by Covance or
Sponsor, equipment shall be returned as
instructed by Covance or Sponsor.

l.
Odstavec 7g) smlouvy se rusi a nahrazuje textem uvedenym
nize:

7(9)  Zdravotnickému zafizeni a ZkouSejicimu bude
poskytnuto pro UCely Studie spolenosti Covance nebo
tfeti stranou, jakozto poskytovatelem, toto vybaveni pro
vyuziti Zdravotnickym zafizenim/ ZkouSejicim / subjekty
hodnoceni (,Vybaveni”):

(i) Elektronické diare (dotykova zafizeni TrialMax:
chytry telefon HTC Android s pfibliznou
hodnotou jednoho pfistroje okolo 195 USD)
budou poskytnuty Zdravotnickému zafizeni a
ZkouSejicimu bezplatng, fadné zabalené a
oznacené, urcené k pouZiti vyhradné pro ucely
provadéni Studie.

ECG pfistroj bude poskytnut Zdravotnickému

zafizeni a ZkouSejicimu bezplatné, fadné

zabaleny a oznaceny, ureny k pouziti pro

ucely provadéni Studie. Naklady na doruceni a

odvoz poskytnutého vybaveni jsou hrazeny

zadavatelem. V z&jmu vyloueni pochybnosti,

Zdravotnické  zafizeni,  ZkouSejici  ani

Vyzkumny personél nenesou odpovédnost za

naklady spojené s udrzbou, bé&znymi

opotrebenim nebo zavadami na Zafizeni do té

miry, do které takové néklady neplynou z

nedbalosti nebo UmysIného nespravného

jednani Zdravotnického zafizeni, Zkousejiciho
nebo Vyzkumného personalu.

Po dokonCeni Studie nebo jejim pfedCasném

ukonéeni po té, co k nému dala spole¢nost

Covance nebo Zadavatel pisemny souhlas,

bude vybaveni vraceno dle pokynu spoleénosti

Covance nebo Zadavatele.

(i)

)

Il.

The section 1a) with the Payment per visit table of the
Exhibit B “Budget” is superseded and replaced with the
wording below:

II.
Odstavec 1a) véetné tabulky Platba za navstévu v Pfiloze B
,Rozpocet” se rusi a nahrazuje textem uvedenym nize:
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Veskeré poplatky splatné za dokoncéeny typ navstévy za kazdy
All fees payable for a completed visit type per Study patient: | hodnoceny subjekt:
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EKG:

ECG:

. IIl.
Invoices should be issued to Faktury budou vystaveny na
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COVANCE CLINICAL AND PERIAPPROVAL SERVICES
LIMITED, organizac¢ni slozka,

Karolinska 661, 186 00 Praha 8, Czech Republic

ICO: 273 70 976

DIC: CZ 27370 976

with reference code 38168,

and send to Covance for reimbursement to attention of
Study monitor,

contact address:

Covance Clinical and Periapproval Services Limited,
organizacni slozka, V parku 2343/24, 148 00, Prague 4 —
Chodov, Czech Republic.

COVANCE CLINICAL AND PERIAPPROVAL SERVICES
LIMITED, organizacni slozka,

Karolinska 661, 186 00 Praha 8, Ceska republika

ICO: 27370 976

DIC: CZ 27370 976

budou obsahovat referenéni Cislo 38168,

a budou zaslany k proplaceni spole¢nosti Covance k rukam
monitora studie,

korespondencni adresa:

Covance Clinical and Periapproval Services Limited,
organizaéni slozka, V parku 2343/24, 148 00, Prague 4 -
Chodov, Ceska republika.

Except as specifically set forth herein, all other terms and
conditions contained in the Agreement shall remain in full
force and effect. Unless otherwise defined in this
Amendment, capitalized terms used herein shall have the
same meaning defined in the Agreement.

S vyjimkou specifickych pfipadu stanovenych timto dodatkem
budou vSechny ostatni podminky uvedené ve smlouvé
i nadale plné platné a uéinné. Pokud tento dodatek nestanovi
jinak, pojmy vném pouzité a definované v uvozovkach na
zaCatku dodatku maji tentyz vyznam jako pojmy definované ve
smlouvé.

NA DUKAZ TOHO podepsali zplnomocnéni zastupci
smluvnich stran tento dodatek avzajemné si pfedali jeji
vyhotoveni.

IN WITNESS WHEREOF, duly authorized representatives
of the parties have executed and delivered this Agreement.

Accepted and Agreed:

Covance Clinical and Periapproval Services Limited.

signature,_____ |GG
Printed Name:___ | NG
Title:___ |

Date

OBLASTNi NEMOCNICE PRIBRAM, a.s.

Signature: NN
Printed Name:__ |

Title: Reditel Oblastni nemocnice Pfibram, a.s.

Date:

Signature: NG

Title:__Investigator / ZkousSejici

Date: [N
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