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CONTRACT AMENDMENT#1TO

Nemocnice Jihlava, prof. MUDr. Ales Roztocil, CSc.

DODATEK C. 1 KE SMLOUVE O

CLINICAL TRIAL AGREEMENT

PROVEDENI KLINICKEHO HODNOCENI

This CONTRACT AMENDMENT # 1 TO
CLINICAL TRIAL AGREEMENT
(“Contract Amendment # 1), that shall
become valid on last signature date hereof and
is effective on the day of the publishing in in
accordance with the Act no. 340/2015 Coll. On
the Register of Contracts (the “Effective
Date”), by and between Nemocnice Jihlava,
prispévkova organizace located at Jihlava,
Vrchlického 59, Post Code (PSC) 586 01,
Czech Republic, ID No.: 000 90 638,
represented by MUDr. Lukas Velev, MHA (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 MUDr. Andrea KI¢, Proxy
(“PRA”), 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, CH-4051 Basel, Switzerland
(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 prof. MUDr. Ales§
Rozto¢il, CSc., an employee of the Institution,
acting within the scope of his/her employment,
located at Gynekologicko-porodnické oddélent,
Nemocnice Jihlava, Vrchlického 59, PSC 586
01, Jihlava, Czech Republic, who shall serve as
the principal investigator (“Investigator”) for
the Study as defined below. The Institution
and the Investigator may be collectively
referred to as the “Site”.

Tento DODATEK C. 1 KE SMLOUVE O
PROVEDENI KLINICKEHO HODNOCENI
(dale jen ,,Dodatek ¢. 1 ke Smlouvé®) ktery se
stava platnym dnem podpisu posledni strany a
nabyva ucinnosti ke dni zvefejnéni dle zakona ¢.
340/2015 Sb., o registru smluv (déale jen ,,Datum
ucinnosti),  mezi Nemocnici  Jihlava,
prispévkovou organizaci se sidlem Jihlava,
Vrchlického 59, PSC 586 01, Ceské republika,
IC: 000 90 638, jejim jménem jedna MUDT.
Luka$ Velev, MHA (dale jen ,,Zdravotnické
zafizeni®), spole¢nosti Pharmaceutical
Research Associates CZ, s.r.o., se sidlem
Praha 7, Jankovcova 1569/2c, PSC 170 00,
Ceska republika, IC: 27636852, spole¢nosti s
ru¢enym omezenym fadné zapsanou Vv
Obchodnim rejstiiku Ceské republiky vedeném
Mestskym soudem v Praze, oddil C, vlozka
120574, zastoupenda MUDr. Andreou KIc,
prokuristkou (dale jen ,PRA*), pobockou
spole¢nosti PHARMACEUTICAL RESEARCH
ASSOCIATES INC., se sidlem 4130 ParkLake
Avenue, Suite 400, Raleigh, North Carolina
27612, USA (dale jen “PRA US”), jednajici
jako nezavisly dodavatel spolecnosti Myovant
Sciences GmbH se sidlem Viaduktstrasse 8,
CH-4051  Basel, Svycarsko (dale jen
»Zadavatel”); SpoleCnost PRA se zavazuje
prevzit urcité zavazky a povinnosti spolecnosti
PRA US tykajici se provadéni klinického
hodnoceni v Ceské republice; a prof. MUDTF.
AleSsem Roztocilem, CSc. zaméstnancem
Zdravotnického zafizeni, jednajiciho v rozsahu
jeho zaméstnani, se sidlem Gynekologicko-
porodnické oddéleni, Nemocnice Jihlava,
Vrchlického 59, PSC 586 01, Jihlava, Ceskd
republika, ktery bude vystupovat jako hlavni
zkousejici (dale jen ,,ZkouSejici*) odpovidajici
za Studii, jak je definovano nize. Zdravotnické
zafizeni a ZkouSejici mohou byt dale spolecné
oznacovani jen jako . Resitelské centrum®,
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WITNESSETH:

WHEREAS, under the terms of a
certain Clinical Trial Agreement, dated 28" of
August, 2017 and as amended (the
“Agreement”) between and among the parties,
Sponsor retained the Institution to perform the

research stud entitled “
7, bearing  protocol
number (the “Study”) sponsored by

Myovant Sciences GmbH , 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 # 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. Payment Terms/ Budget. To account
for changes to the services and costs
under the Agreement, the parties agree
that:

a) the Payment Terms and Budget
attached to the Agreement as
Exhibit A and Exhibit B are hereby
stricken and replaced by the
revised Payment Terms and
revised Budget attached hereto as
Exhibit A and Exhibit B that newly
includes arrangement related to
Patient Travel fee and Stipend fee
expenses;

Nemocnice Jihlava, prof. MUDr. Ales Roztocil, CSc.

NECHT JE STVRZENO:

VZHLEDEM K TOMU, ZE na
zdkladé Smlouvy o provedeni klinického
hodnoceni mezi smluvnimi stranami ze dne
28. srpna 2017 (dale jen ,,Smlouva”), Zadavatel
zavazal Poskytovatele zdravotnich sluzeb k
provadéni klinické vyzkumné studie pod

nazvem " (dale jen
»otudie®), s  Cislem  protokolu i,

sponzorované spole¢nosti Myovant Sciences
GmbH, 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 Smlouve;

SE TIMTO s ohledem na piedpoklady
a nasledujici vzajemné piisliby, dohody a
podminky dale ustanovené smluvni strany
dohodly takto:

1. Platebni podminky / Rozpocet. Za
ucelem zohlednéni zmén ve sluzbach a
nakladech podle Smlouvy se strany
shoduji, ze:

Platebni podminky a Rozpodet,
které jsou pfipojeny ke Smlouvé
jako Priloha A a Priloha B, jsou

timto odstranény a nahrazeny
revidovanymi Platebnimi
podminkami a revidovanym
Rozpo¢tem,  které  jsou  zde

pfipojeny jako Ptfiloha A a Pfiloha
B, ktera nové zahrnuje ujednani o
poskytnuti zé&lohy na nahrady za
cestovné a stipendium subjektl
Studie;
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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.

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

Nemocnice Jihlava, prof. MUDr. Ales Roztocil, CSc.

Potvrzeni obsahu Smlouvy. Ve vsech
ostatnich ohledech jsou podminky
Smlouvy schvaleny a potvrzeny kazdou
smluvni stranou této Smiouvy.

Nadpisy. Nadpisy uvedené v tomto
Dodatku ¢. 1 ke Smlouvé maji pouze
informativni vyznam a nemaji jakykoli
vliv na vyklad Smlouvy.
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IN WITNESS WHEREOF, the parties
hereto, each by a duly authorized
representative, have executed this Contract
Amendment # 1 as of the date first written
above.

Nemocnice Jihlava, prof. MUDr. Ales Roztocil, CSc.

NA DUKAZ TOHO, i4dné zmocnéni zéstupci
smluvnich stran podepsali tento Dodatek ¢. 1 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: MUDr. Andrea KI¢
Title/Funkce:  Proxy / Prokuristka

Date/Datum:

INSTITUTION / ZDRAVOTNICKE ZARIZENI

By/Podepsal:

Authorised Signature/ podpis zmocnéného zastupce

Name/Jméno: MUDr. Lukas Velev, MHA
Title/Funkce: Director / Reditel

Date/Datum:

INVESTIGATOR/ZKOUSEJICI

By/Podepsal:

Name/Jméno: prof. MUDr. Ales§ Rozto¢il, CSc.

Title/Funkce:  Principal Investigator / Hlavni zkousejici

Date/Datum:
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Nemocnice Jihlava, prof. MUDr. Ales Roztocil, CSc.

EXHIBIT A / PRILOHA A
REVISED PAYMENT TERMS / REVIDOVANE PLATEBNI PODMINKY
[Exhibit A is kept blank based on non-disclosure [Piiloha A je ponechana prazdnéa dle ujednani o
agreement in accordance with Article 4. nezvefejiiovani v souladu s ¢lankem ¢&. 4. Davérnost
Confidentiality — Permitted Disclosure which is informaci — Povolené vyzrazeni, které je sou¢asti
part of Clinical Trial Agreement concluded on 28™ Smlouvy o provedeni klinického hodnoceni
of August 2017] uzaviené dne 28.8.2017]

Revised March 2016 Page 5 of 6



%% PRAHEALTHSCIENCES

Confidential Czech Republic / Contract Amendment # 1

Nemocnice Jihlava, prof. MUDr. Ales Roztocil, CSc.

EXHIBIT B/PRILOHA B
REVISED BUDGET / REVIDOVANY ROZPOCET

Institution Budget / Rozpocet pro Zdravotnické zarizeni

[Exhibit B is kept blank based on non-disclosure [Ptiloha B je ponechana prazdna dle ujednani o
agreement in accordance with Article 4. nezvefejiiovani v souladu s ¢lankem ¢&. 4. Davérnost
Confidentiality — Permitted Disclosure which is informaci — Povolené vyzrazeni, které je sou¢asti
part of Clinical Trial Agreement concluded on 28" Smlouvy o provedeni klinického hodnoceni
of August 2017] uzaviené dne 28.8.2017]
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