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Fakultni nemocnice Bulovka / xxx
MVT-601-3103

CLINICAL TRIAL AGREEMENT
AMENDMENT #3

THIS CLINICAL TRIAL AGREEMENT
AMENDMENT #3 (hereinafter the “Contract
Amendment #3”), effective on the day of
publishing in accordance with the Act no.
340/2015 Coll. On the Register of Contracts
but parties agree that they will be obliged by
the terms of the Contract Amendment #3
retroactively to the date February 8, 2023, i.e.
that performance and/or legal relationships
within the scope of this Contract Amendment
#3 prior to its entry into force shall be deemed
from the date February 8, 2023 to be
performance and legal relationships under this
Contract Amendment #3 (hereinafter the
“Contract Amendment #3 Effective Date”), is
by and between:

ICON Clinical Research Czech Republic,
s.r.o0., located at V parku 2335/20, Chodov,
Prague 4, PSC 148 00, Czech Republic,
company ID: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 xxx (“ICON”),
an affiliate of PHARMACEUTICAL
RESEARCH ASSOCIATES INC., located at
4130 ParkLake Avenue, Suite 400, Raleigh,
North Carolina 27612, USA (“PRA US”),
acting as an independent contractor for
Myovant Sciences GmbH located at
Viaduktstrasse 8, 4051 Basel, Switzerland
(hereinafter the “Sponsor”); PRA has agreed to
accept certain obligations and duties of PRA
US in respect of the conduct of the clinical trial
in the Czech Republic, and

Fakultni nemocnice Bulovka, located at
Budinova 67/2, Post Code (PSC): 180 81,
Praha 8, Czech Republic, ICO (company ID
number): 00064211, DIC (Tax ID number):
CZ00064211, represented by MUDr. Livia
Vecefova, Ph.D., MBA, Deputy Director for
Science, Research, Grant Activities and

DODATEK C. 3 KE SMLOUVE 0
PROVEDENI KLINICKEHO
HODNOCENI

Tento DODATEK C. 3 KE SMLOUVE O
PROVEDENI KLINICKEHO
HODNOCENI (dale jen ,Dodatek & 3%)
nabyva uc¢innosti ke dni zvefejnéni dle zdkona
¢. 340/2015 Sb., o registru smluv, ale smluvni
strany souhlasi, Ze se budou podminkami
tohoto Dodatku ¢. 3 fidit zpétné k 8. tinoru
2023, tj. Ze plnéni a/nebo pravni pomeéry v
ramci piredmétu a rozsahu tUpravy tohoto
Dodatku ¢. 3 pfed nabytim jeho u¢innosti se od
data 8. tinora 2023 povazuji za plnéni a pravni
poméry podle tohoto Dodatku ¢. 3 (dale jen
,Datum uc¢innosti Dodatku ¢&. 3*), a uzaviraji
ho:

ICON Clinical Research Czech Republic,
s.r.o., se sidlem V parku 2335/20, Chodov,
Prague 4, PSC 148 00, Ceska republika IC:
27636852, spole¢nosti s ru¢enym omezenym
adn& zapsanou v Obchodnim rejstitku Ceské
republiky vedeném Mé&stskym soudem v Praze,
oddil C, vlozka 120574, zastoupeny xxx (dale
jen  ICON*“)  pobockou spole¢nosti
PHARMACEUTICAL RESEARCH
ASSOCIATES INC., se sidlem 4130 ParkLake
Avenue, Suite 400, Raleigh, North Carolina
27612, Spojen¢ staty americké (dale jen ,,PRA
US*), jednajici jako nezavisly dodavatel
spoleCnosti Myovant Sciences GmbH se
sidlem Viaduktstrasse &, 4051 Bazilej,
Svycarsko (dale jen ,,Zadavatel“); Spole&nost
PRA se zavazuje pfevzit urCité zavazky a
povinnosti spolecnosti PRA US tykajici se
provadéni klinického hodnoceni v Ceské
republice, a

Fakultni nemocnice Bulovka, se sidlem
Budinova 67/2, Praha 8, PSC 180 81, Ceské
republika, ICO: 00064211, DIC: CZ00064211,
zastoupena MUDr. Livii Vecefovou, Ph.D.,
MBA, naméstkyni pro védu, vyzkum, grantové
¢innosti a rozvoj, na zakladé povéieni (dale jen
»Zdravotnické zafizeni®).
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Development, based on its authorization
(hereinafter the “Institution”).

WITNESSETH:

WHEREAS, under the terms of a
certain Clinical Trial Agreement dated 15-
November-2018, as amended by Contract
Amendment #1 dated 10-September 2019 and
Contract Amendment #2 dated 24-August-
2021 (hereinafter the “Agreement”), between
and among the parties, PRA retained the
Institution and Investigator to perform the
research study entitled “SPIRIT
EXTENSION: An International Phase 3
Open-Label, Single-Arm, Safety and
Efficacy Extension Study to Evaluate
Relugolix Co-Administered with Low-Dose
Estradiol and Norethindrone Acetate in
Women with Endometriosis-Associated
Pain” Protocol MVT-601-3103 (hereinafter
the “Study”) sponsored by Sponsor, as more
particularly described in the Agreement; and

WHEREAS, xxx an employee of the
Institution, who acts as an Investigator
(hereinafter the “Former Investigator”) leaves
the Institution; and xxx, an employee of the
Institution, will act as the new Investigator
(hereinafter the “Incoming Investigator”) for
the Study.

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 #3;

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. Change of Investigator. The parties agree
that effective as of February 8, 2023 all
references to the Investigator throughout the
Agreement will mean the Incoming
Investigator and all references to Former
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NECHT JE STVRZENO:

VZHLEDEM K TOMU, ZE na zakladg
Smlouvy o provedeni klinického hodnoceni
mezi smluvnimi stranami ze dne 15. listopadu
2018 a jejiho Dodatku €. 1 ze dne 10. zati 2019
a Dodatku ¢. 2 ze dne 24. srpna 2021 (dale jen
»dmlouva“), spoleCnost PRA zavazala
Zdravotnické zafizeni k provadéni klinické

vyzkumné studie pod nazvem
-PRODLOUZENI  STUDIE SPIRIT:
Mezindrodni nezaslepend jednoramenna
prodlouZena studie faze 3 hodnotici
bezpec¢nost a ucinnost relugolixu
podavaného spolu s nizkou davkou

estradiolu a norethisteron-acetatu u Zen s
bolesti souvisejici s endometriézou (dale jen
»dtudie®), ¢. protokolu MVT-601-3103
sponzorované Zadavatelem, jak je podrobnéji
popsana ve Smlouv¢; a

VZHLEDEM K TOMU, ZE xxx
zaméstnanec Zdravotnického zafizeni, ktery
pusobi jako ZkousSejici (dale jen ,,Byvaly
Zkousejici“) ze Zdravotnického zafizeni
odchazi; a xxx, zaméstnanéc Zdravotnického
zafizeni, bude jednat jako novy ZkouSejici
(dale jen ,Nové nastupujici Zkousejici“) pro
Studii.

VZHLEDEM K TOMU, ZE smluvni strany
se dohodly na zméné¢ obsahu Smlouvy,

kterazto ma byt zaznamenana v tomto Dodatku
¢. 3;

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

1. Zména ZkouSejiciho. Smluvni strany se
dohodly, ze s i¢innosti od 8. unora 2023 budou
vSechny odkazy na ZkouSejictho v celé
Smlouvé znamenat Nov¢ nastupujiciho
Zkousejiciho a vsechny odkazy na Byvalého
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Investigator will refer to the Incoming

Investigator.

2. The Institution will receive payment for
administrative task related to processing of the
Contract Amendment #3 in amount of xxx.

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 #3 are for convenience of
reference only and shall not affect its
interpretation.

Signature Page follows.
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ZkousSejiciho se budou vztahovat na Nové
nastupujiciho Zkousejiciho.

2. Zdravotnickému zafizeni bude uhrazen
poplatek ve vysi xxx za administrativni tkony
tykajici se zpracovani Dodatku €. 3.

3. Potvrzeni obsahu Smlouvy. Smluvni strany

timto potvrzuji, Ze ve vSech ostatnich
ustanovenich zastava Smlouva nezménéna.

4. Nadpisy. Nadpisy uvedené¢ v tomto Dodatku
¢. 3 maji pouze informativni vyznam a nemaji
jakykoli vliv na vyklad Smlouvy.

Nasleduje podpisovda strana.
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WITNESS WHEREOF, the parties hereto, NA DUKAZ TOHO, fadné zmocnéni
each by a duly authorized representative, have zastupci smluvnich stran podepsali tento
executed this Contract Amendment #3 as with Dodatek ¢. 3 s platnosti od data posledniho
effect from the date of the last signature below podpisu nize a G¢innosti od Data G¢innosti
and effective as of the Contract Amendment #3 Dodatku €. 3.

Effective Date.

ICON CLINICAL RESEARCH CZECH REPUBLIC, S.R.O.

By / Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name / Jméno: xxx
Title / Funkce:  xxx

Date / Datum:

INSTITUTION / ZDRAVOTNICKE ZARIZENI

By/Podepsal:
Authorised Signature/ podpis zmocnéného zastupce

Name/Jméno: MUDr. Livia Veefova, Ph.D., MBA

Title/Funkce: Deputy Director for Science, Research, Grant Activities and Development /
Nameéstkyné pro védu, vyzkum, grantové ¢innosti a 10zvoj

Date/Datum:

Page 4 of 4



