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INDEPENDENT RADIOLOGY
LABORATORY AGREEMENT
AMENDMENT #1

THIS INDEPENDENT RADIOLOGY
LABORATORY AGREEMENT
AMENDMENT # 1 (“Contract Amendment # 1”),
is effective on the day of publishing in accordance
with the Act no. 340/2015 Coll. On the Register of
Contracts but parties agrees that they will be oblige
terms of amendment retroactively to date XX XX
XXXX, i.e. that performance and/or legal
relationships within the scope of this Contract
Amendment # 1 prior to its entry into force shall be
deemed from the date XX XX XXXX to be
performance and legal relationships under this
Contract Amendment #1 (the “Contract
Amendment #1 Effective Date”), is by and
between

Pharmaceutical Research Associates
CZ, s.r.o., located at Jankovcova 1569/2c, 170 00
Prague 7, Czech Republic, company 1D: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
(“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, 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

Nemocnice Havli¢kav Brod,
prispévkova organizace, located at Husova 2624,
Post Code (PSC): 580 01, Havlickiv Brod, Czech
Republic, IC (company ID number): 00179540,
company duly registered in the Commercial
Register of the Czech Republic maintained by the
County Court in Hradec Kralové, file no.: Pr 876,
represented by Mgr. David Rezni¢enko, MHA,
Director (“Radiology Laboratory”).

Nemocnice Havlickdv Brod (PI: XXX)
MVT-601-3003

DODATEK C. 1 KE SMLOUVE O
SLUZBACH POSKYTOVANYCH
RADIOLOGICKOU LABORATORI

TENTO DODATEK C. 1 KE
SMLOUVE O SLUZBACH RADIOLOGICKE
LABORATORE (déle jen “Dodatek &. 1”) nabyva
ucinnosti ke dni zvefejnéni dle zdkona ¢. 340/2015
Sh., o registru smluv, ale smluvni strany souhlasi,
ze se budou podminkami tohoto dodatku fidit
zpétne k XX. XX XXXX, tj. ze plnéni a/nebo
pravni poméry v ramci pfedmeétu a rozsahu Gpravy
tohoto Dodatku ¢. 1 pfed nabytym jeho Gc¢innosti
se od data XX. XX XXXX povazuji za plnéni a
pravni poméry podle tohoto Dodatku €. 1 (déle jen
,»Datum uc¢innosti dodatku ¢. 1°), a uzaviraji ho:

Pharmaceutical Research Associates
CZ, s.r.o., se sidlem Jankovcova 1569/2c, 170 00
Praha 7, Ceska republika IC: 27636852,
spole¢nosti s ruCenym omezenym fadné zapsanou
v Obchodnim rejstiiku Ceské republiky vedeném
Megstskym soudem v Praze, oddil C, vlozka
120574, zastoupenou XXX (dale jen “PRA”)
pobockou  spolecnosti 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, 4051 Basel, Svycarsko (dale jen ,,Zadavatel*);
Spolecnost PRA se zavazuje pievzit urcité zavazky
a povinnosti spolecnosti PRA US tykajici se
provadéni klinického hodnoceni v Ceské republice,
a

Nemocnici Havli¢kav Brod,
prispévkovou organizaci, se sidlem Husova 2624,
PSC 580 01, Havli¢ktiv Brod, Ceska republika, IC:
00179540, spoleCnosti zapsanou v Obchodnim
rejstifku  Ceské republiky vedeném Krajskym
soudem v Hradci Kralové, spisova znacka Pr 876,
kterou zastupuje Mgr. David Rezni¢enko, MHA,
Reditel (dale jen ,,Radiologicka laboratoi*).
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WITNESSETH:

WHEREAS, under the terms of a certain
Independent Radiology Laboratory Agreement,
dated XX-XX-XXXX (the “Agreement”) between
and among the parties, Radiology Laboratory has
been engaged by PRA to perform certain Services
(defined below) which relate to the clinical
research study entitled: “LIBERTY
EXTENSION: An International Phase 3 Open-
Label, Single-Arm, Long-Term Efficacy and
Safety Extension Study to Evaluate Relugolix Co-
Administered with Low-Dose Estradiol and
Norethindrone Acetate in Women with Heavy
Menstrual Bleeding Associated with Uterine
Fibroids” Protocol MVT-601-3003 (the “Study”)
sponsored by Myovant Sciences GmbH (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 # 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. Privacy and Data Protection The
parties agree that Section 6 of the
Agreement is hereby deleted in its
entirety and replaced by the
following:

The Radiology Laboratory, PRA
and the Sponsor, its U.S.-based
affiliate Myovant Sciences, Inc.
2000 Sierra Point Parkway, 9th
Floor, Brisbane, California, USA
(collectively, “Myovant”) agree
that each will comply with their
respective obligations as required
under applicable privacy and data
protection laws. PRA will provide

Nemocnice Havlickdv Brod (PI: XXX)
MVT-601-3003

UVODNI USTANOVENI:

VZHLEDEM K TOMU, ZE na zakladé
Smlouvy o sluzbach poskytovanych radiologickou
laboratofi mezi smluvnimi stranami ze dne XX.
XX XXXX a jejich naslednych dodatku (dale jen
»omlouva®), spole¢nost PRA povétila
Radiologickou laboratof provadénim urcitych
sluzeb (definovanych nize), které se tykaji
klinického hodnoceni pod nazvem
~PRODLOUZENI = STUDIE  LIBERTY:
Mezinarodni nezaslepena jednoramenna
dlouhodoba prodluzovaci studie fize 3 hodnotici
ucinnost a bezpecnost relugolixu poddvaného

souc¢asné s nizkymi  davkami  estradiolu
anorethindron-acetatu  ufen se  silnym
menstruacnim krvdacenim souvisejicim

s déloZnimi fibroidy“ (dale jen ,Studie®), ¢.
protokolu MVT-601-3003 sponzorované
spole¢nosti Myovant Sciences GmbH (dale jen
,Zadavatel), jak je podrobnéji popsina 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, s ohledem na piedpoklady a
nasledujici vzajemné ptisliby, dohody a podminky
dale ustanoveni smluvni strany dohodly takto:

1. Ochrana soukromi a Osobnich
udaja. Smluvni strany timto souhlasi,
Ze ¢ast 6 Smlouvy bude v celém svém
rozsahu zruSen a bude nahrazena
nasledujicim:

Radiologicka laboratof, PRA,
Zadavatel, jeho pobocka zalozena v
USA Myovant Sciences, Inc. 2000
Sierra  Point Parkway, 9. patro,
Brisbane, Kalifornie, USA (spole¢né
,,spolecnost Myovant”) se zavazuji, ze
kazda z nich bude dodrzovat své
povinnosti stanovené v protokolu a v
platnych  pfedpisech o ochrané
osobnich udaji. PRA poskytne
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a personal information consent formulat souhlasu pro nakladani s
form to obtain the Study Team osobnimi Gdaji pro ziskani souhlasu
members’ consent with regard to ¢lent studijniho tymu Radiologické
their own personal information laboratofe, pokud jde o pouzivani,
use, processing, holding and zpracovani, uchovavani a predavani
transfer of their information to jeho osobnich udaji jinym neZ jeho
countries other than their own, that vlastnim osobam, které nemusi mit
may not have the same level of stejnou tGrovenl ochrany udaji jako
data protection as their own vlastni zemé ptisobnosti Radiologické
country. For any personal laboratore. Veskeré osobni udaje (dale
information (the “Study Data”) jen ,.Studijni Udaje*) obdrzené od
received from either subjects on subjekti klinického hodnoceni nebo
the Study or the Study Team, studijniho tymu (dale jen ,,subjekty se
(collectively, the “Data zpracovatelnymi udaji) bude
Subjects”), Myovant will be the spole¢nost Myovant ,.spravce” udaju
data “controller” for purposes of pro ucely obecného nafizeni o ochrané
Regulation (EU) 2016/679 (the osobnich udaji (EU) ¢. 2016/679 (dale
“General Data Protection jen ,,Obecné nafizeni o ochrané udaju“
Requlation” or “GDPR”) with nebo ,,GDPR®), pokud jde o studijni
respect to the Study Data, PRA udaje, PRA bude ,zpracovatelem*
will be the data “processor” for udaji pro ucely GDPR pro fizeni a
purposes of the GDPR for clinical sledovani klinického hodnoceni a
trial management and monitoring Radiologicka laboratoi bude ,,dil¢im
duties, and Radiology Laboratory zpracovatelem® pro u¢ely GDPR pro
will be a “subprocessor” for zpracovani podle pokynti PRA, pokud
purposes of the GDPR for its klinického hodnoceni probiha v ramci
processing pursuant to the Evropského hospodaiského prostoru.
instructions of PRA where the
Study is within the European
Economic Area.
As such, Radiology Laboratory Proto Radiologicka laboratof musi:
shall:
(@) Comply with and act on any written (@) Dodrzovat veSkeré pisemné pokyny od

(b)

(©)

instruction from and on behalf of PRA
and/or Myovant in connection with the
processing of Study Data. Such obligation
also applies to the transfer of Study Data
to a third country.

Not process Study Data for any purposes
other than to provide the Services under
this Agreement to PRA and/or Myovant.

Immediately  notify PRA, when
Radiology Laboratory in its opinion
believes that an instruction of PRA would
result in a violation of the GDPR.

(b)

(©)

PRA a/nebo spolecnosti Myovant ve
spojeni se zpracovanim studijnich tdaja.
Takova povinnost rovnéz plati pro pienos
studijnich udajt do tfeti zeme.

Nezpracovavat studijni Udaje pro jiné
ucely, nez je poskytovani sluzeb podle
této Smlouvy pro PRA a/nebo spole¢nost
Myovant.

Okamzité informovat PRA, pokud se
podle nazoru Radiologické laboratoie
dozvi, ze pokyny PRA by vedly k
poruseni GDPR.
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(d) Ensure that persons authorized by (d) Zajistit, aby osoby zmocnéné

(€)

)

(9)

(h)

Radiology Laboratory to process Study
Data on behalf of PRA are suitably
informed, trained and instructed in respect
of the GDPR and have committed
themselves in writing to confidentiality,
and procure that such authorized persons

observe the GDPR beyond their
respective employment periods.
Implement appropriate technical and

organisational security measures in
accordance with Section 13 hereof that
meet the requirements of the GDPR,
taking into account the state of the art, the
costs of implementation and the nature,
scope, context and purposes of the
processing under or in connection with
the Agreement, as well as the risks of
varying likelihood and severity for the
rights and freedoms of natural persons
and the risks presented by the processing.

Assist PRA by appropriate technical and
organisational security measures for the
fulfillment of Myovant’s obligation to
respond to requests for exercising Data
Subject rights concerning information,
access, rectification and  erasure,
restriction of processing, notification,
data portability, objection and automated
decision-making.

Take actions requested or instructed by
Myovant or PRA on behalf of Myovant in
order to comply with Data Subject rights
under the GDPR., Radiology Laboratory
must provide the information on action
taken on such request without undue
delay.

Make available to Myovant and/or PRA,
all information required to demonstrate
and verify compliance with their
obligations under applicable data
protection law.

(€)

(f)

(9)

(h)

Radiologickou laboratofi ke zpracovavani
studijnich Udaji jménem PRA byly
vhodné¢ informovéany, vyskoleny a
pouceny o GDPR a pisemné se zavazaly
zachovat dlivémost a zajistit, aby takto
opravnéné osoby dodrzovaly GDPR nad
rdmec  svych  pfislusnych  obdobi
zamestnani.

Implementovat pfislusna technicka a
organizacni bezpecnostni opatfeni dle
oddilu 13 této Smlouvy, ktera spliuji
pozadavky GDPR, s pftihlédnutim k
nejnovéj§imu stavu techniky, nakladim
na realizaci a povaze, rozsahu, kontextu a
ucelu zpracovani v ramci nebo Vv
souvislosti s touto Smlouvou, a rovnéz i
rizikim rizné pravdépodobnosti a
zavaznosti pro prava a svobody fyzickych
osob a riziklim spojenym se zpracovanim.

Pomahat PRA vhodnymi technickymi a
organiza¢nimi bezpecnostnimi
opatfenimi  pfi  plnéni  povinnosti
spole¢nosti Myovant reagovat na zadosti
o uplatnéni  prav  subjekti  se
zpracovatelnymi  Gdaji  tykajicich se
informaci, pfistupu, oprav a vymazani,
omezeni zpracovani, oznameni,
prenositelnosti dat, namitek a
automatizovaného rozhodovani.

Ptijmout kroky vyzadované nebo podle
pokynti spole¢nosti Myovant nebo PRA
jménem spole¢nosti Myovant ke splnéni
prav subjektti se zpracovatelnymi udaji
podle GDPR. Radiologicka laboratof
musi bez zbyte¢ného odkladu poskytnout
informace o opatienich piijatych v reakci
na takovy pozadavek.

Zptistupnit spole¢nosti Myovant a/nebo
PRA vSechny informace pozadované pro
prokdzani a ovefeni souladu s jeho
zavazky podle platnych zakonii o ochrané
udaju.
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(i) Allow for and contribute to audits, (i) Umoznit audit a prispivat k auditim,

1)

(k)

including inspections conducted by
Myovant and/or PRA or other auditor
mandated by Myovant and/or PRA in
accordance with the terms of the
Agreement as set out herein or as may be
otherwise specified.

Notify Myovant and PRA:

a. Immediately about any legally
binding request for disclosure of
Study Data by a law enforcement
authority,  unless  otherwise
prohibited, such as a prohibition
under criminal law to preserve the
confidentiality of a law
enforcement investigation;

b. Promptly, and in any event not
later than two working days
following receipt from the Data
Subject, of any complaints and
requests received directly from
Data Subjects without responding
to that request, unless it has been
otherwise authorized to do so;

c. Immediately after Radiology
Laboratory becomes aware of a
Study Data breach at Radiology
Laboratory or its sub-processors.
In case of such Study Data breach,
Radiology Laboratory will assist
PRA and Myovant with
investigating the Study Data
breach and Myovant’s obligation
under applicable data protection
law to inform Data Subjects and
supervisory authorities, as
applicable, and to document the
Study Data breach, including the
facts relating to the breach, its
effects and remedial action taken.

Assist Myovant and/or PRA with any data
protection impact assessment and with
prior consultation, if any, that relate to the
Services provided by Radiology

vcetné inspekci provedenych spolecnosti
Myovant a/nebo PRA nebo jinym
auditorem  povéfenym  spoleCnosti
Myovant a/nebo PRA v souladu s
podminkami Smlouvy, jak je stanoveno v
této Smlouve nebo jinak specifikovano.

() Informovat spole¢nost Myovant a PRA:

a.

(k)

Okamzité o jakékoli pravné¢ zavazné
zadosti o zptistupnéni udaju z klinického
hodnoceni organem ¢innym v trestnim
fizeni, pokud to neni zakazano, jako je
zakaz podle trestniho prava pro
zachovani  davérnosti informaci o
vySetfovani;

Bezodkladn¢ a v kazdém ptipade
nejpozdéji dva pracovni dny po obdrzeni
jakékoli stiznosti nebo zadosti subjektu
se zpracovatelnymi tdaji obdrzené piimo
od subjektu se zpracovatelnymi (daji bez
ptedchozi odpovédi na tuto zadost,
pokud neobdrzel jinak souhlas tak ucinit;

Okamzit¢ poté, co se Radiologicka
laboratof dozvi o poruseni utajeni
Studijnich udaji v  Radiologické
laboratoti nebo jeho dil¢ich zpracovateld.
V ptipad¢ takového porusSeni studijnich
udaju poskytne Radiologicka laboratof
PRA a spole¢nosti Myovant pomoc pii
vySetfovani poruSeni studijnich tdaji a
povinnosti spole¢nosti Myovant podle
prislusnych zakontl o ochrané udaji, aby
mohli byt pfipadné informovani subjekty
se zpracovatelnymi udaji nebo dozorci
organy, a bylo zdokumentovano poruseni
diavérnosti  studijnich 0daji, véetné
skutecnosti tykajicich se poruseni, jejich
ucinkii a  pfijatych  napravnych
opatfenich.

Pomahat spoleCnosti Myovant a/nebo
PRA s pfipadnym posouzenim dopadu
ochrany udaji a s pfipadnymi
pfedbéznymi konzultacemi, které se
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Nemocnice Havlickdv Brod (PI: XXX)

0

(m)

a.

(n)

(0)

MVT-601-3003
Laboratory to Myovant and/or PRA and tykaji sluzeb poskytovanych
the Study Data processed on behalf of Radiologickou laboratofi, spole¢nosti

Myovant and/or PRA.

In carrying out its obligations under this
Agreement (including, in particular, the
provision of the Services), comply with
all applicable data protection law.

If required by the GDPR, in accordance
with the GDPR:

Designate a representative in the EU. Such
a representative will be mandated by
Radiology Laboratory to be addressed in
addition to or instead of Radiology
Laboratory, especially by relevant
supervisory authorities and Data Subjects,
on all issues relating to the processing to
ensure compliance with the GDPR; and

Appoint a data protection officer. Such a
data protection officer may be contacted by
Data Subjects in respect of all issues
related to the processing of their Study
Data and to exercise their rights under the
GDPR.

Cooperate, and where relevant, procure
that its representative shall cooperate, on
request, with any relevant supervisory
authority in the performance of its tasks

Choose sub-processors diligently and
obtain specific written consent of
Myovant prior to subcontracting any
Services;

Inform Myovant and PRA of any intended
changes concerning the addition or
replacement of Radiology Laboratory’s
sub-processors, thereby giving Myovant
and PRA the opportunity to object to such
changes. Such notice shall include details
of the processing activity or activities to
be subcontracted or undertaken by the
relevant sub-processor and the identity
and contact details of the sub-processor.

(1)

(m)

a.

(n)

(0)

Myovant a/nebo PRA a studijnich tdaja

zpracovanych ~ jménem  spoleCnosti
Myovant a/nebo PRA.
Pii  provadéni svych  povinnosti

vyplyvajicich z této Smlouvy (vcetné
zejména poskytovani sluzeb) dodrzovat
vSechny platné zakony na ochranu udaja.

Pokud je vyzadovano podle GDPR, v
souladu s GDPR:

Jmenovat zéastupce v EU. Tento zastupce
bude povéfen Radiologickou laboratofi,
aby byl kontaktovan misto Radiologické
laboratote, zejména piislusnymi dozor¢imi
organy a subjekty udaji, ve vSech
zélezitostech souvisejicich se zpracovanim
pro zajisténi souladu s GDPR; a

Jmenovat povéfence pro ochranu udaja.
Takovy povéienec pro ochranu udaji mize
byt kontaktovan subjekty udajii s ohledem
na vSechny problémy souvisejicimi se
zpracovanim jejich studijnich udaji a
uplatnéni jejich prav podle GDPR.

Spolupracovat a popfipadé¢ zajistovat, aby
jeho zastupce na pozadani spolupracoval s
piislusnym organem dozoru pii realizaci
jejich ¢innosti.

Vybirat dil¢i zpracovatele peclive a ziskat
konkrétni pisemny souhlas spolecnosti
Myovant pred zajisténim jakychkoli
sluzeb subdodavatelsky;

Informovat spolecnost Myovant a PRA o
jakychkoli zamyslenych zménach
tykajicich se ptidani nebo nahrady dil¢ich
zpracovateli Radiologické laboratote,
¢imz poskytne spoleénosti Myovant a
PRA mozZnost vznést namitky proti
takovym zménam. Takovd oznameni
musi  zahrnovat podrobnosti 0
zpracovatelské ¢innosti nebo Cinnostech,
které budou zajistovany subdodavatelsky
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(P)

(a)

(s)

(t)

Ensure contractually that with respect to
the subcontracted portion of the Services,
Radiology Laboratory’s sub-processor
has corresponding obligations vis-a-vis
Myovant and PRA, in particular that the
Radiology Laboratory’s sub-processor
provides  sufficient guarantees to
implement appropriate technical and
organizational security measures in such a
manner that the processing will meet the
requirements of applicable data protection
law.

Remain fully liable to Myovant and/or
PRA for the performance of the
obligations of the Radiology Laboratory’s
sub-processor if it fails to fulfill its data
protection obligations.

Allow Myovant and/or PRA to conduct
direct audits at Radiology Laboratory’s
sub-processor and issue instructions to
sub-processor directly. Provide a copy of
the sub-processing agreement to Myovant
and/or PRA upon request.

At the choice of Myovant, securely delete
or return all Study Data to Myovant
and/or PRA promptly after the end of the
provision of Services and certify to
Myovant in writing that it has done so,
and save one copy to the extent required
by EU or equivalent local legislation, in
particular the EU Clinical Trials
Regulation 536/2014.

Not process or transfer any Study Data to
any third country or international
organization outside the EEA except on
the instructions or with the prior written
approval of Myovant and/or PRA, and at
all times in compliance with the GDPR
and applicable data protection law.

(P)

(a)

(s)

(t)

Nemocnice Havlickdv Brod (PI: XXX)
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nebo provadény pfislusSnym dil¢im
zpracovatelem, a udaje o identit¢ a
kontaktni udaje dilciho zpracovatele.

Zajistit smluvné, aby (pokud jde o
subdodavatelskou cast sluzeb), mél dilci
zpracovatel Radiologické laboratoie
odpovidajici zavazky vaci spolecnosti
Myovant a PRA, zejména to, aby dil¢i
zpracovatel dodavatele poskytl dostatecné

zaruky  pro  zavedeni  vhodnych
technickych a organizacénich
bezpe¢nostnich  opatfeni  tak, aby
zpracovani  odpovidalo  pozadavkim

platnych zakonti o ochran¢ tidaja.

Byt trvale pln€ odpovédny spolecnosti
Myovant a/mebo PRA za plnéni
povinnosti dil¢iho zpracovatele
Radiologické laboratoie, pokud neplni
své povinnosti tykajici se ochrany tdaju.

Umoznit spolecnost Myovant a/nebo
PRA provadét ptimé audity u dil¢iho
zpracovatele Radiologicka laboratoie a
davat pokyny ptimo dil¢imu zpracovateli.
Poskytnout kopii smlouvy 0
subdodavatelském zpracovani spolecnosti
Myovant a/nebo PRA na vyzadani.

Na zaklad¢ volby spolecnosti Myovant
bezpecné vymazat nebo vratit vSechny
studijni udaje spoleCnosti Myovant
a/nebo PRA bezprostiedné po ukonceni
poskytovani sluzeb a pisemné dolozit
spole¢nosti Myovant, ze tak ucinil, a
ulozit jednu kopii v rozsahu poZzadovaném
EU nebo odpovidajicimi  mistnimi
pravnimi piedpisy, zejména nafizenim

EU o klinickych hodnocenich €.
536/2014.
Nezpracovat ani nepfevadét zadné

studijni Gdaje do Zadné tfeti zeme nebo
mezinarodni organizace mimo EHP s
vyjimkou pokynii nebo s predchozim
pisemnym souhlasem spolecnosti
Myovant a/nebo PRA a vzdy v souladu s
GDPR a platnymi zakony o ochrané
udaju.
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(u) Ensure that any agreed transfers of Study (u) Zajistit, aby vesSkeré odsouhlasené

5. Ratification of

Data comply with applicable data
protection law, including, but not limited
to, any cross-border transfer requirements
or prohibitions

2. Notices. The parties hereby agree

that Section 16 “Notices” of the
Agreement shall be amended to
replace Sponsor’s address for
notices with the following
address:

If to the Sponsor:

Myovant Sciences GmbH
c/o Myovant Sciences, Inc.
2000 Sierra Point Parkway
9th Floor

Brisbane, CA 94005, USA
Attention: Legal Department

3. Change of Sponsor Address.

Sponsor’s address as referenced
throughout the Agreement is
hereby amended to Viaduktstrasse
8, 4051 Basel, Switzerland.

4. Budget. To account for changes

to the services and costs under the
Agreement due to Protocol
Amendment 1 dated 18 October
2018, 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 Exhibit A.

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

6. Headings. The headings in this

Contract Amendment # 1 are for
convenience of reference only and
shall not affect its interpretation.

ptevody studijnich udajt byly v souladu s
platnymi pravnimi ptedpisy na ochranu
udaji, vcetn€, nikoli vSak vylucné,
jakychkoli pozadavkd nebo zdkazil
prenosu udaji do zahranicni.

2. Oznamovani. Smluvni strany timto
souhlasi, Zze v casti smlouvy ¢. 16,
bude adresa Zadavatele urCend pro
zasilani oznémeni nahrazena
nasledujici adresou:

Pokud jsou urCeny pro Zadavatele:

Myovant Sciences GmbH
c/o Myovant Sciences, Inc.
2000 Sierra Point Parkway
9th floor

Brisbane, CA 94005, USA
K rukédm: Legal Department

3. Zména Zadavatelovi adresy.
Zadavatelova adresa sidla tak jak je
zminéna ve Smlouveé bude zmeénéna na
nasledujici: Viaduktstrasse 8, 4051
Basilej, Svycarsko.

4. Rozpocet. Za ucelem zohlednéni
zmén ve sluzbach a nakladech
obsazenych v této Smlouvé s ohledem
na Dodatek k Protokolu ¢. 1 ze dne 18.
fijna 2018, smluvni strany souhlasi s
tim, Zze Rozpocet ptipojeny k Smlouve
jako ptiloha B je timto zruSen a
nahrazen Revidovanym Rozpoctem,
ktery je pripojen nize jako Ptiloha A.

5. Potvrzeni obsahu smlouvy. Smluvni
strany timto potvrzuji, ze ve vSech
ostatnich  ustanovenich  zGstava
smlouva nezménéna.

6. Nadpisy. Nadpisy uvedené v tomto
Dodatku ¢. 1 ke Smlouvé maji pouze
informativni  vyznam a nemaji
jakykoliv vliv na vyklad Smlouvy.
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Parties undertake that Clinical
Trial Agreement and all of its
amendments shall be published in
contract registry, in accordance
with  Act 340/2015 Coll. as
amended. Radiology Laboratory
shall be responsible for publishing
this amendment in contract
registry. Principal Investigator
agrees that his name shall be
published along with this
amendment in contract registry in
accordance with applicable laws.
PRA prior execution of this
amendment will create and send
edited version of this amendment.

Amendment is developed in
Czech and English language
version, in cases of conflict
between Czech and English
version, Czech version shall
prevail.

SIGNATURE PAGE FOLLOWS

Nemocnice Havlickdv Brod (PI: XXX)
MVT-601-3003

7. Smluvni strany timto berou na védomi

a souhlasi, ze Smlouva o klinickém
hodnoceni a vSechny jeji minulé i
budouci dodatky podléhaji povinnému
zvetejnéni v souladu se zdkonem C.
340/2015 Sbh., o registru smluv (dale
jen  “ZRS”). Zvefejnéni  zajisti
Radiologicka  laboratof.  Hlavni
zkousejici souhlasi se zvefejnénim
svého jména v souvislosti s touto
smlouvou na portale vefejné spravy v
souladu se ZRS. PRA se zavazuje
k dodani redigované verze této

vvvvvvv

jejim podpisem.

Tento dodatek je sepsan ve dvou
vyhotovenich v Ceském a anglickém
jazyce. V pripadé rozporu obou
jazykovych verzi je rozhodujici Ceské
znéni dodatku.

NASLEDUJE PODPISOVA

STRANA

Revised October 2019
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IN WITNESS WHEREOF the Parties hereto NA DUKAZ VYSE UVEDENEHO Smluvni
each by a duly authorized representative, have strany, prostiednictvim jejich fadné povéienych
executed this Contract Amendment #1 as of the zastupct, uzaviraji tento Dodatek ¢. 1 s tcinnosti
Contract Amendment #1 Effective Date. od data uc¢innosti Dodatku ¢. 1.

PHARMACEUTICAL RESEARCH
ASSOCIATES CZ, S.R.O.

By / Podepsala:

Name / Jméno: XXX
Title / Funkce: XXX

Date / Datum:

NEMOCNICE HAVLICKUV BROD, piispévkova organizace

By/ Podepsal:

Name/ Jméno: Mgr. David Rezni¢enko, MHA
Title/ Funkce: Director / Reditel

Date / Datum:
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EXHIBIT A/ PRILOHA A
REVISED BUDGET / REVIDOVANY ROZPOCET
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