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CLINICAL TRIAL AGREEMENT

This CLINICAL TRIAL AGREEMENT (the
“Agreement”) is effective on the day of publishing
in accordance with the Act No. 340/2015 Coll. On
the Register of Contracts (the “Effective Date”), by
and between:

Fakultni nemocnice Brno, located at Jihlavska
340/20, Post Code (PSC): 625 00, Brno - Bohunice,
Czech Republic, Company ID number (IC):
65269705, TAX ID number; CZ65269705,
represented by prof. MUDr. Jaroslav Stérba Ph.D.,
Director (the “Institution”), and

SIERRA ONCOLOGY, INC. located at 46701
Commerce Center Drive, Plymouth, Ml 48170,
U.S.A. (the “Sponsor”), and

-., with his date of birth
, an employee of the
Institution, acting within the scope of his/her
employment, who shall serve as the principal
investigator (“Investigator”) for the Study as

defined below. The Study will be conducted at the
above location of the Institution.

The Institution and the Investigator may be
collectively referred to as the (“Site”).

Sponsor has contracted with Pharmaceutical
Research Associates, Inc. And its affiliates
(“PRA”) to serve as Sponsor's contract research
organization for the Study defined below.

Hereafter, Sponsor, Institution and Investigator are
sometimes referred to individually as (“Party”) or
collectively as the (“Parties™). The Parties agree as
follows:

Fakultni nemocnice Brno/
SRA-MMB-301

SMLOUVA O PROVEDENI
KLINICKEHO HODNOCENI

Tato SMLOUVA O PROVEDENI
KLINICKEHO HODNOCENI (dale jen
»Smlouva“) nabyvaucinnosti ke dni zvetejnéni dle
zékona ¢. 340/2015 Sb., o registru smluv (dale jen
,Datum uc¢innosti), a je uzaviena mezi:

Fakultni nemocnici Brno se sidlem na adrese
Jihlavska 340/20, PSC: 625 00, Brno - Bohunice,
Ceska  republika, IC: 65269705, DIC:
CZ65269705, prof. MUDr. Jaroslavem Stérbou,
Ph.D., feditelem (dale jen ,Zdravotnické
zafizeni), a

SIERRA ONCOLOGY, INC. se sidlem: 46701
Commerce Center Drive, Plymouth, Ml 48170,
U.S.A. (déle jen ,,Zadavatel*), a

sdatem  narozeni

Zdravotnického zatizeni, jednajicim v rozsahu
jeho zaméstnani, ktery bude vystupovat jako
hlavni zkouSejici (dale jen ,,ZkouSejici®)
odpovidajici za Studii, jak je definovano nize.
Studie bude provadéna ve vyse uvedeném sidle
Zdravotnického zatizeni.

Zdravotnické zatizeni a Zkousejici mohou byt
spole¢né oznacovani jako (,,Resitelské centrum®).

Zadavatel uzaviel smlouvu se spolecnosti
Pharmaceutical Research Associates, Inc. a jejimi
pobockami (dale jen ,PRA®) za ucelem
poskytovani sluzeb formou smluvni vyzkumné
organizace pro ucely Studie uvedené nize.

Zadavatel, Zdravotnické zatizeni a Zkousejici jsou
dale n¢kdy jednotlivé oznacovani jako ,,Strana“
nebo spolecné jako ,,Strany. Strany se dohodly
nasledovné:
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1. STATEMENT OF WORK.

(a)

The Institution and Investigator will
conduct the clinical research study entitled
“A Randomized, Double-Blind, Phase 3
Study to Evaluate the Activity of
Momelotinib (MMB) versus Danazol
(DAN) in Symptomatic, Anemic
Subjects with Primary Myelofibrosis
(PMF), Post-Polycythemia Vera (PV)
Myelofibrosis, or Post Essential
Thrombocythemia (ET) Myelofibrosis
who were Previously Treated with JAK
Inhibitor Therapy” (the “Study”),
bearing protocol number SRA-MMB-
301, as may be amended from time to time
(the “Protocol™), the provisions of which
are incorporated herein by reference. The
Institution, Investigator and all personnel
participating in the Study (“Study Team”)
shall perform the Study in conformance
with: (i) generally accepted standards of
good clinical practice, as may be published
by the International Conference on
Harmonisation Harmonised Tripartite
Guidelines for Good Clinical Practice
(“ICH-GCP”), including without
limitation, GCP (ICH-E®), clinical safety
data management (ICH-E2A) and general
considerations for clinical trials (ICH-ES),
(ii) an ethical manner and in a manner that
appropriately protects the safety, security,
and well-being of the Study subjects and
any data arising from the Study (iii) the
Protocol, (iv) the terms of this Agreement,
(v) the FDA Form 1572 or equivalent, and
(vi) all applicable laws, rules and
regulations including, but not limited to,
those governing the conduct of the Study,
the applicable directivesand regulations of
the European Union, including those
related to the conduct of human clinical
trials and the protection of personal data,
including the EU Data Protection Law as
(as defined in Exhibit D) and any
applicable law, and all applicable anti-
corruption, anti-kickback, and fraud and

Fakultni nemocnice Brno/
SRA-MMB-301

1. POPIS PROJEKTU.

a) Zdravotnické

zafizeni a ZkousSejici
provede klinickou vyzkumnou studii pod

ndzvem ,Randomizovani, dvojité
zaslepend studie faze 3 vyhodnocujici
aktivitu  pripravku  momelotinib
(MMB) vporovnani s pripravkem
danazol (DAN) usymptomatickych
anemickych  pacienti s primarni

myelofibrozou (PMF), myelofibrozou
po primarni polycytémii (PV) nebo
myelofibrozou po esencialni
trombocytémii (ET), ktefi byli predtim
léceni pomoci inhibi¢nich prostiedki
JAK” (déle jen ,Studie”), s Ccislem
protokolu SRA-MMB-301, ve znéni
ptipadnych zmén (dale jen ,,Protokol®),
jehoz ustanoveni jsou nedilnou soucasti
této Smlouvy. Zdravotnické zafizeni,
Zkousejici a veSkery personal, ktery se
bude ucastnit Studie (dale jen ,,Tym
Studie*), bude provadét Studii v souladu
S: 1) vSeobecné akceptovanymi standardy
sprdvné Kklinické praxe (GCP), které
mohou byt zvefejnény Mezinarodni
konferenci pro  harmonizaci  jako
harmonizované tripartitni pokyny pro
spravnou klinickou praxi (,,/CH-GCP*),
véetné napiiklad GCP (ICH-E6), sprava
udaju o klinické bezpec¢nosti (ICH-E2A)
a obecné pokyny pro klinick& hodnoceni
(ICH-E8), ii) etickym jednanim a
zpusobem  zahrnujicim  mimo  jiné
dodrzovani vSeobecné platnych
profesionalnich standardu, které
primétené chrani bezpeCnost, jistotu a
pohodu subjektt Studie a udajt ziskanych
ze  Studie, iii) Protokolem, iv)
podminkami této Smlouvy, v) FDA
formulafem 1572 a vi) vSemi pfislusnymi
zakony, predpisy a smérnicemi vcetné
mimo jiné predpisi  upravujicich
provadéni  Studie, platnych smérnic
a predpist Evropskeé unie, véetn¢ smérnic
a predpist vztahujicich se k provadéni
klinickych hodnoceni 1éCivych ptipravki
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(b)

abuse statutes. Institution shall be solely
responsible for any liabilities resulting
from any failure by Institution,
Investigator or Study Team to perform the
Study in accordance with the foregoing
requirements. The Site shall not deviate
from the Protocol without the advance
written consent of Sponsor, unless in the
good medical judgment of Investigator, a
deviation is necessary to protect the safety
of the Study subjects due to emergent or
urgent medical conditions, in which case,
Investigator or Institution (as applicable)
shall notify Sponsor and PRA orally of
such deviation and the justification within
twenty-four (24) hours after its occurrence
and provide a written report to Sponsor
within five (5) business days after the
occurrence of such deviation. The
Institution shall not reassign the conduct
of the Study to another investigator
without Sponsor’s — express  written
consent. If the Investigator is unable to
perform the duties required by this
Agreement, the Institution shall promptly
notify Sponsor in writing. If requested by
Sponsor, Institution will cooperate to find
a suitable replacement investigator or
transition the Study to another institution
in a timely manner so as not to interrupt
the Study. If a mutually acceptable
replacement is not available, this
Agreement may be terminated as provided
herein.

The Institution shall provide appropriate

Fakultni nemocnice Brno/
SRA-MMB-301

pro humanni pouziti a ochrané osobnich
udaji, vcetné Evropskych zakonl na
ochranu osobnich udaju (jak je uvedeno
v Ptiloze D) a jakychkoli platnych zakont
a vSech platnych zakonii zaméfenych na
potirani korupce, nezakonnych provizi,
podvodi a zneuzivani. Zdravotnické
zatizeni ponese vyhradni odpovédnost za
jakékoli  zavazky  vyplyvajici  z
jakéhokoliv neplnéni nize uvedenych
pozadavkli na strané¢ Zdravotnického
zafizeni, Zkousejiciho nebo Tymu Studie.
Regitelské centrum se nesmi odchylit od
Protokolu bez ptredchoziho pisemného
souhlasu  Zadavatele, neni-li  podle
odborného usudku Zkousejiciho
odchyleni nutné pro ochranu bezpe¢nosti
subjektd Studie v dusledku zdravotniho
stavu, ktery vyzaduje naléhavou ¢i
neodkladnou Iékaiskou péci, kdy v
takovém ptipadé Zkousejici nebo
Zdravotnické zafizeni (podle okolnosti)
bude informovat Zadavatele a PRA o
prislusném odchyleni a jeho divodech
ustné ve lhtté dvaceti ¢tyt (24) hodin od
jeho vyskytu a do péti (5) pracovnich dnti
od vyskytu odchyleni zaSle Zadavateli
pisemnou zpravu. Zdravotnickeé zatizeni
nepostoupi provadéni Studie na zadného
jiného zkousejiciho bez ptedchoziho
vyslovného pisemného souhlasu
Zadavatele. Nemuze-li  Zkousejici
vykonavat povinnosti vyplyvajici ze
Smlouvy, Zdravotnické zatizeni je o tom
povinno neprodlené pisemné vyrozumet
Zadavatele. Pokud o to Zadavatel pozada,
Zdravotnické zatizeni poskytne
souCinnost  ptfi  hledani  vhodného
nahradniho Zkousejiciho nebo ptiprevodu
Studie do jiného zdravotnického zafizeni,
a to vcas a tak, aby nedoslo k pferuseni
Studie. Nelze-li nalézt ndhradu piijatelnou
pro ob¢ strany, mtize néktera strana od této
Smlouvy odstoupit zplisobem v této
Smlouvé stanovenym.

b) Zdravotnické zafizeni poskytne vhodné
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resources and facilities so the Investigator
can conduct the Study in a timely and
professional manner and according to the
terms of this Agreement. The Site shall
ensure that only individuals who are
appropriately trained and qualified will
assist in conducting the Study. The Site is
responsible for ensuring that all members
of the Study Team comply with the terms
of this Agreement, excluding personnel
supplied by PRA or Sponsor. Institution
and/or Investigator agree to promptly
notify Sponsor in the event Investigator or
any Study Team Member is reported to or
comes under investigation by any
licensing board, independent ethics
committee or institutional review board,
and further agrees to promptly discontinue
the use of any such personnel in
connection with the Study unless Sponsor
consents in writing to the continued use of
such personnel. The Site shall conduct the
Study only at the facilitiesindicated in this
Agreement. Neither Institution nor
Investigator may subcontract or delegate
any of the services to be performed by it in
connection with the Study without prior
written consent from Sponsor. If Sponsor
does so consent, then any agreement
entered into by Institution or Investigator
with  the permitted third party
subcontractor shall, at a minimum,
provide for ownership and allocation of
intellectual property rights and for
obligations of confidentiality and non-use
of information, record-keeping, access,
rights to data, and compliance with
applicable laws, rules and regulations, that
are consistent with the intent and terms of
this  Agreement. Institution and
Investigator shall remain liable for the
performance of any of its obligations
hereunder that it delegates to a
subcontractor and shall be solely
responsible for payment of such
subcontractor.

Fakultni nemocnice Brno/
SRA-MMB-301

zdroje a moznosti, aby Zkousejici mohl
Studii provést v¢as a odborné a v souladu
s podminkami této Smlouvy. Resitelské
centrum zajisti, ze pfi provadéni Studie
budou népomocni pouze vyskoleni
a kompetentni spolupracovnici. Regitelské
centrum odpovida za zajisténi toho, Ze
vsichni ¢lenové Tymu Studie
spliuji podminky této  Smlouvy, s
vyjimkou personélu, ktery poskytne PRA
nebo Zadavatel. Zdravotnické zatizeni
a/nebo Zkousejici souhlasi, ze neprodlené
oznami Zadavateli, pokud je Zkousejici
nebo kterykoliv z ¢lend Tymu Studie
ohl4gen licenéni komisi, nezavislé etické
komisi nebo revizni komisi nebo jimi
vySetfovan, a v ndvaznosti na takové
Setieni bude stakovym ¢lenem Tymu
Studie  ukonena  veSkera  Cinnost
souvisejici s provadénim Studie, pokud
Zadavatel neda sviij pisemny souhlas s
dal§im vyuzitim ptislusného pracovnika.
Regitelské centrum bude provadét Studii
pouze s vyuzitim vybaveni uvedeného
Vv této Smlouvée. Zdravotnické zatizeni ani
Zkousejici nesmi subkontrahovat ani
postoupit zadnou ze sluzeb, které maji

poskytovat v ramci Studie, bez
predchoziho pisemného souhlasu
Zadavatele. Udéli-li  Zadavatel s

uvedenym souhlas, pak jakékoli dohoda
uzavienda mezi Zdravotnickym zatfizenim
nebo Zkousejicim a povolenym cizim
subdodavatelem musi  pfinejmensim
zajistit vlastnictvi a rozvrzeni prav na
dusevni  vlastnictvi a  povinnost
souvisejicich se zachovanim mlcenlivosti
a nepouzivanim informaci, uchovavanim
zaznamu, a dale s pfistupem, pravy
vztahujicimi se kdatim a dodrzovani
vsech platnych zakonti, pravidel a

predpist,  které  jsou v souladu
s podminkami této Smiouvy.
Zdravotnické zafizeni a ZkousSejici

zlstavaji odpovédni za plnéni kterychkoli
ze svych zavazkl podle této Smlouvy,
kter¢ pfevedli na subdodavatele, a
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Fakultni nemocnice Brno/

SRA-MMB-301
ponesou vyhradni odpovédnost za platbu
tomuto subdodavateli.

(c) Institution represents that Investigator and C) Zdravotnické zafizeni prohlasuje, ze
Study Team are employees of Institution. Zkousejici a Tym Studie jsou zaméstnanci
Investigator represents that he or she has Zdravotnického  zafizeni.  Zkousejici
executed the signature page of the prohlasuje, Ze pfipojil svij podpis na
Protocol and this Agreement. podpisovou stranu Protokolu a této

Smlouvy

(d) Prior to the commencement of the Study, (d) Pied zahijenim Studie Regitelské
Site will obtain approval of the Protocol, centrum obdrzi schvaleni Protokolu,
informed consent form (“ICF”) and any formula  informovaného  souhlasu
amendments to any of the foregoing, from (,,ICF“) a jakékoli dodatky k vyse
the applicable Ethics Committee (“EC”) in uvedenému od ptislusné Etické komise
accordance with applicable laws, rulesand (,ETK*“) v souladu s platnymi zikony,
regulations including without limitation, pravidly a predpisy vcetné naptiklad
applicable laws, rules and regulations. platnych zakonl, pravidel a piredpist.
Investigator shall assist Sponsor and PRA Zkousejici kdykoli poskytne Zadavateli a
at any time in submitting documentation PRA soucinnost formou ptedlozeni
and obtaining the required approval from dokumentace a ziskani pozadovaného
the EC if requested by Sponsor or PRA. souhlasu ETK, pokud o to Zadavatel nebo

PRA pozada.
(e) Institution and Investigator will obtain (e) Zdravotnické zafizeni a ZkousSejici

from each individual (or such individual’s
legal representative) who is to be screened
for participation in the Study, a properly
executed ICF, as approved by Sponsor and
the EC before such individual is allowed
to be screened for participation in the
Study. Investigator or Investigator’s
delegate shall review the details and
requirements of the ICF with each
individual prior to obtaining an ICF from
such individual. Investigator will ensure
that the ICF complies in form and content
with applicable laws, regulations and
guidance including ICH-GCP and laws
governing data protection and privacy, as
well as all relevant terms of the Protocol.
Any proposed deviations by Investigator
from Sponsor’s model ICF language must
be approved by Sponsor in advance of any
use with subjects in the Study. Breach of
this Section 1(e) will constitute a material
breach of this Agreement.

ziskaji od kazdého ucastnika (nebo
zakonného zastupce ucastnika), ktery ma
podstoupit screening za ucelem Ucasti ve
Studii, fadné vyhotoveny ICF, ktery bude
schvalen Zadavatelem a EC, a to predtim,
nez bude ucastnik moci podstoupit
screening za ucelem ucasti ve Studii
Zkousejici nebo zastupce Zkousejiciho
provede s kazdym tucastnikem kontrolu
udajtia pozadavkt ICF ptedtim, nez ziska
ICF ucastnika. ZkouSejici zajisti, Ze
forma i obsah ICF spliuji pozadavky
platnych zakont, pravidel a predpisi,
véetné spravné klinické praxe podle
pozadavki Mezinarodni konference o
harmonizaci (ICH-GCP) a zakont, které
reguluji ochranu dat a osobnich udaja, i
ptislusnych ~ podminek  Protokolu.
Jakékoli odchylky od modelového znéni
ICF podle Zadavatele navrhované
Zkousejicim  musi byt  schvaleny
Zadavatelem pied jakymkoli pouzitim u
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Fakultni nemocnice Brno/

SRA-MMB-301
subjektd v ramci Studie.  Poruseni
odstavce 1(e) zaklada podstatné poruseni
této Smlouvy.

(f) Institution and Investigator shall ensure (f) Zdravotnické zafizeni a Zkousejici

that the ICF obtained for each individual
who is to participate in the Study includes
the express written authorization of such
individual (or such individual’s legal
representative) for the collection, use,
storage and transfer of personal data inside
and outside the European Union (the
“Authorization”) to document such
individual’s  Authorization for the
disclosure of personal data by Institution
or Investigator to Sponsor, PRA,
applicable regulatory authorities and the
employees, agents and independent
contractors of Sponsor and PRA and their
affiliates, pursuant to the EU Data
Protection Law, corresponding national
laws and other regulations, laws and other
guidelines applicable to the protection of
personal data, including the Health
Insurance Portability and Accountability
Act of 1996 (collectively, “Privacy
Laws”). Institution and Investigator will
cooperate with PRA or Sponsor in the
amendment of the Authorization or other
documentsas may be necessary, fromtime
to time, to comply with Privacy Laws to
the extent such laws apply to such Party,
and to ensure that the Study Data (defined
below) may be used by Sponsor and PRA
for the purposes contemplated under this
Agreement. Sponsor and PRA will be
entitled to review and revise as appropriate
such Authorization or other document or
any modification thereof prior to use by
Institution and/or Investigator, subject to
subsequent approval by the EC, as
applicable.

zajisti, ze ICF ziskany za kazdého
ucastnika  Studie obsahuje pisemné
svoleni ucastnika (pfipadné zakonného
zastupce Ucastnika) se shromazd’ovanim,
pouzivanim, uchovavanim a ptrevodem
osobnich udaji v ramci Evropské unie i
mimo ni (dale oznacované jako
,»Opravnéni*) za ucelem zdokumentovani
Opravnéni ucastnika pro zpfistupnéni
osobnichtidajii Zdravotnickym zatizenim
nebo Zkousejicim Zadavateli, PRA,
prislusnym regulacnim organtim a jejich
pracovnikiim, zprostfedkovatelim a
nezdvislym dodavatelim Zadavatele a
PRA a jejich pobockdm v souladu s
Evropskymi zakony na ochranu osobnich
udajt, ptislusnymi vnitrostatnimi zdkony
a dalsimi ptedpisy, zakony a smérnicemi
vztahujicimi se k ochrané¢ osobnich
udaji, vcetné Zakona upravujiciho
prenositelnost a sledovatelnost
zdravotniho pojisténi z roku 1996,
(spolecné dale oznacované jako ,,Zakony
na  ochranu  osobnich  udaju®).
Zdravotnické zafizeni a ZkousSejici
prilezitostn€ poskytnou soucinnost PRA
nebo Zadavateli s upravou Opravnéni
nebo ptripadné jinych dokumentt tak, aby
splnovaly pozadavky Zakonti na ochranu
osobnich tidaju v rozsahu, v némz se tyto
zékony na danou Stranu vztahuji, a
zajisti, ze Udaje Studie (jak jsou
definovany nize) budou moci byt pouZzity
Zadavatelem a PRA pro tcely sjednané v
této Smlouveé. Zadavatel a PRA budou
podle okolnosti opravnéni provadeét
kontroly a revize tohoto Opravnéni €i
jinych dokumentd nebo jakékoli jejich
upravy piedtim, nez budou moci byt
pouzity  Zdravotnickym  zafizenim,
pfipadné ZkouSejicim na  zékladé¢
nasledného souhlasu EC, bude-li takovy
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(9) Institution and Investigator will report to

PRA and Sponsor within twenty-four (24)
hours of discovery, any serious adverse
events (“SAE”) and any other adverse
reactions, Special Situation Reports (as
defined below), and other safety concerns
as specified in the Protocol and in
accordance with applicable laws, rulesand
regulations, including, but not limited to
ICH-E2A, the European Union Directive
2001/20/EC and  European  Union
Regulation EU No. 536/2014, that occur in
a subject enrolled in the Study. For the
avoidance of doubt, the Investigator will
provide all reasonable assistance to PRA
and Sponsor to allow PRA and Sponsor to
comply with all applicable requirements.
“Special Situation Reports” means: i)
pregnancy reports, including partner
pregnancy; ii) reports of medication error,
abuse, misuse or overdose; iii) lack of
therapeutic effect reports; iv) reports of
adverse reactions in infants following
exposure from breastfeeding; v) reports of
adverse reactions associated with product
complaints; vi) reports arising from
occupational exposure; and vii) pregnancy
outcome reports including any SAE
occurring as an adverse pregnancy
outcome post Study.

2. PAYMENT.

(a) Sponsor has delegated certain clinical trial

payment responsibilities to PRA
Accordingly, in consideration of Site’s
performance under this Agreement,
Sponsor shall, through PRA, pay the
Institution according to the Payment

Fakultni nemocnice Brno/
SRA-MMB-301

souhlas zapotiebi.

Zdravotnické zafizeni a ZkousSejici
oznami PRA a Zadavateli ve lhiité dvaceti
ctyf (24) hodin od zjisténi jakychkoli
zavaznych nezadoucich ptihod (,,SAE) a
jakychkoli jinych nepfiznivych reakci,
Zprav o zvlaStni situaci (jak jsou
definovany nize) a dalsich
bezpecnostnich rizik, jak jsou uvedena v
Protokolu, avsouladu s platnymi
zékony, pravidly apftedpisy, vcetné
napiiklad ICH-E2A, smérnice
Evropského  parlamentu a  Rady
2001/20/ES  anatizeni  Evropského
parlamentu a Rady (EU) ¢. 536/2014,
k nimz dojde u subjektu zatazeného do
Studie. Pro vylouceni pochybnosti se
ujednava, ze Zkousejici poskytne PRA a
Zadavateli veskerou priméfenou
soucinnost za uUcCelem splnéni vSech
platnych pozadavk. ,,Zpravy o zvlastni
situaci“ znamenaji: i) zpravy o
téhotenstvi véetné t€hotenstvi partnerky;
i) zpravy o0 chybach v medikaci,
pravidelném uzivani, zneuzivani i
predavkovani léky; iii) zpravy o
nedostateném 1é¢ebném uc¢inku; iv)
zpravy o nepiiznivych reakcich u déti po
expozici v dusledku kojeni; v) zpravy
0 neptiznivych reakcich spojenych se
stiznostmi na produkt; vi) zpravy
vyplyvajici z pracovni expozice a vii)
zpravy o vysledku téhotenstvi, véetné
SAE, ke kterym doSlo v ramci
neptiznivého vysledku téhotenstvi po
absolvovani Studie.

2. UHRADA.

Zadavatel postoupil nékteré ze svych
povinnosti vztahujicich se na platby za
Klinickd hodnoceni na PRA. Z tohoto
divodu, jako protiplnéni za plnéni podle
této Smlouvy ReSitelskym centrem,
Zadavatel prostiednictvim PRA zaplati
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Terms attached hereto as Exhibit A
(“Payment Terms”) and the Budget
attached hereto as Exhibit B (“Budget”),
upon receipt of invoices and other
appropriate documentation as specified
therein. Payments due hereunder are pass-
through payments from Sponsor that will
be sent after such payments are received
by PRA from Sponsor.

The Institution as payee (“Payee”) shall
provide full payment instructions and
bank details, in writing to PRA in the
Payment Information Checklist (“PIC”),
before any payment can be made. The
Payee is obliged to inform PRA, in
writing, of any changes or required
updates of payment instructions and/or
bank details. The Parties agree that any
change of or update to the Payee’s bank
details contained in the PIC may be
effected through a written notice and shall
not of itself require a formal Amendment
to this Agreement.

The Site is an independent contractor, and
neither PRA nor Sponsor is responsible for
any employee benefits, pensions, workers’
compensation, withholding, or
employment-related taxes as to the Site or
its personnel.

The Investigator and any sub-investigators
will complete and sign and deliver to
Sponsor or PRA the FDA Form 1572 or
equivalent as described in 21 CFR
8312.53. In addition, prior to the
commencement of the Study, the
Institution and Investigator shall ensure
that the Investigator and each individual
listed on the FDA Form 1572 or equivalent

Fakultni nemocnice Brno/
SRA-MMB-301

Zdravotnickému zatfizeni Uhradu Vv
souladu s platebnimi podminkami, které
jsou Kk tomuto dokumentu piipojeny
jako pfiloha A (dale jen ,,Platebni
podminky*), a srozpoctem, ktery je
ktomuto dokumentu pfipojen jako
ptiloha B (dale jen ,,Rozpocet®), a to na
zakladé¢ doruceni faktur a dalSich
ptislusnych dokladt.

Zdravotnické zatizeni, jakoZto piijemce
platby (dale jen ,Piijemce platby*)
poskytne pisemné spolecnosti PRA
kompletni platebni pokyny a bankovni
spojeni, a to na formulafi platebnich
udaju (dale jen ,,PI1C*) pfedtim, nez bude
mozno uskutecnit jakoukoliv platbu.
Ptijemce platby je povinen pisemné
informovat PRA o jakychkoliv zménach
nebo  pozadovanych  aktualizacich
v platebnich pokynech a/nebo
bankovnim spojeni. Smluvni strany
sjednavaji, Zze zmény nebo aktualizace
bankovniho spojeni Piijemce plathy
obsazen¢ v PIC mohou byt provadény
pisemnym ozndmenim a samy o sob¢
nevyzaduji uzavieni dodatku k této
Smlouve.

Regitelské  centrum je nezavislym
dodavatelem a PRA ani Zadavatel nejsou
odpovédni za vypléaceni jakychkoli
pozitkli zaméstnanct, dichodii, nahrad
pracovnikiim, srdzek nebo  dani
hrazenych za  zaméstnance  bud’
Zdravotnickému zafizeni, nebo jeho
personalu.

Zkousejici a ptipadni spoluzkousejici na
ptiméfenou zadost PRA nebo Zadavatele
vyplni a podepisi a doruci Zadavateli
nebo PRA formulaf FDA 1572 nebo jeho
ekvivalent, jak je uloZeno predpisem
21 CFR 8312.53. Zdravotnické zafizeni
a Zkousejici dale pted zahajenim Studie
zajisti, ze Zkousejici a kazda osoba
uvedena ve formulafi FDA 1572 nebo

Revised July 2018
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provides to Sponsor or PRA a signed
financial disclosure form disclosing the
existence or absence of any and all
financial interests and arrangements
identified in 21 CFR 854.4(a) when
reasonably requested to do so by PRA or
Sponsor. These forms shall be promptly
updated as needed to maintain their
accuracy and completeness during the
Study and for one year after its
completion.  The  Institution and
Investigator acknowledge and agree that
any payments made under this Agreement
will be disclosed to the local regulatory
authorities by Sponsor as required under
the EFPIA (European Federation of
Pharmaceutical Industries and
Associations)  Disclosure  Code  or
equivalent local legislation.

The Site hereby agrees that no third party
will be charged for any aspect of treatment
or subject care for which the Payee has
invoiced or been paid under this
Agreement. The Institution hereby agrees
that neither participants in the Study nor
any third party will be charged for
Momelotinib (MMB) (the “Study Drug”)
or any comparator drugs provided for this
Study, nor shall Payee include such cost in
any cost report to third-party payers.

Unless otherwise agreed herein, payments
will be made for evaluable subjects and for
eligible subjects only. An eligible subject
is one who meets all of the inclusion
requirements and does not meet any of the
exclusion criteriaof the Protocol, who was
enrolled by Investigator, and from whom
an ICF has been obtained. An evaluable
subject is one for whom case report forms
required for the Study in the form and/or
electronic medium supplied or specified
by Sponsor and/or PRA (“CRFs”) have

Fakultni nemocnice Brno/
SRA-MMB-301

v ekvivalentnim formulari poskytne
Zadavateli nebo PRA  formula
k majetkovému  ptiznani  dokladajici
existenci €i neexistenci jakéhokoliv
a veskerych finan¢nich z&4jma a vztahd
uvedenych v ptedpisu 21 CFR 854.4(a).
Tyto formuladfe musi byt v piipadé
potieby neprodlené aktualizovany, aby
po dobu Studie a jednoho roku po jejim
skonCeni zlstaly spravné a uplné.
Zdravotnické zatizeni a Zkousejici berou
na védomi a souhlasi s tim, Ze veskeré
platby provedené v ramci této Smlouvy
budou Zadavatelem sdéleny mistnim
regulacnim ufadim, jak je pozadovano
podle EFPIA (Evropska federace
farmaceutického primyslu a asociaci)
kodexem zvefejnovani nebo
ekvivalentnim mistnim pfedpisem.

Resitelské centrum timto souhlasi s tim,
ze z&dnému subjektu ani treti strané
nebude v zadném ohledu uétovana lécba
ani zdravotni péce, kterou Pfijemce
platby fakturoval nebo ktera byla
uhrazena vramci této  Smlouvy.
Zdravotnické zafizeni timto souhlasi
s tim, ze ucastnikim Studie ani zadné
tieti strané€ nebude uc¢tovan Momelotinib
(MMB) (dale jen ,,Hodnoceny 1ék*) nebo
jiny 1ék poskytnuty pro tuto Studii a ze
takovéto nédklady nebudou zahrnuty do
zadného vykazu nakladd pro platce-tieti
strany.

Pokud v této Smlouvé neni dohodnuto
jinak, platby budou provadény jen za
vyhodnotitelné subjekty a jen za
zpisobilé subjekty. Zptsobily subjekt je
ten, ktery splni vsechny podminky pro
zatfazeni a  nespliiuje zadné z
vylucovacich kritérii uvedenych
Protokolu, ktery byl zafazen hlavnim
Zkousejicim a  ktery udélil  svij
informovany souhlas. Subjektem, kterého
Ize vyhodnotit, je takovy subjekt, u néhoz
byly uspokojivé vyplnény vsSechny
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(9)

(h)

0)

been properly completed in accordance
with the Protocol, and who has completed
the appropriate Study procedures as set
forth in the Protocol, and undergone the
evaluations required by the Protocol.

The Parties acknowledge and agree that
the  compensation  provided  for
Institution’s performance under the
Agreement represents the fair market
value for the services conducted by
Institution and has been agreed
independently from any business the
Institution has made or may make in
relation to the ordering of products or
services of the Sponsor.

If Sponsor requires Investigator and
relevant members of the Study Team to
attend an investigator meeting for the
Study, Sponsor will arrange and pay for
the expenses directly for travel,
accommodation, and meals in connection
with such attendance. Such covered
expenses may be publicly reportable. No
compensation will be paid in connection
with attending the investigator meeting.

The Institution acknowledges and agrees
that PRA shall execute a separate service
agreement with the Principal Investigator
and may also execute separate service
agreements with other Institution’s
employees for the activities related to this
Study beyond the activities which the
Institution is responsible for under this
Agreement and shall make payments to
them accordingly for the participation in
the Study.

The estimated total remuneration for
performance of the services under this

9)

h)

)

Fakultni nemocnice Brno/
SRA-MMB-301

formuldfe pro zaznamy  subjekt
hodnoceni vyzadované v ramci Studie
Vtisténé  podobg, pfipadné  na
elektronickém médiu dodaném nebo
stanoveném Zadavatelem a/nebo PRA
(dalejen ,,CRF“) v souladu s Protokolem,
ktery absolvoval ptislusné studijni ukony
stanovené Protokolem a ktery absolvoval
vysetfeni pozadovana Protokolem.

Smluvni strany uznavaji a souhlasi s tim,
7¢ odména za plnéni Zdravotnickym
zafizenim na zakladé¢ této Smlouvy
predstavuje spravedlivou trzni hodnotu
sluzeb  poskytnutych  Zdravotnickym
zafizenim a byla sjedndna nezavisle na
jinych obchodnich vztazich, stavajicich
nebo potencialnich, Zdravotnického
zatizeni tykajicich se objednavek
vyrobki nebo sluzeb Zadavatele.

Vyzaduje-li Zadavatel, aby se ZkouSejici
a prislusni ¢lenové Tymu Studie ucastnili
schiizek potadanych ke Studii, Zadavatel
zorganizuje a uhradi naklady piimo
vynaloZzené¢ na dopravu, ubytovani a
stravu souvisejici s ucasti na téchto
schizkach. Tyto uhrazené vydaje bude
mozné zvefejnit. V  souvislosti s
navstévou schlizek svolanych
Zkousejicim nebude vyplacena zadna
kompenzace.

Zdravotnické zatizeni timto souhlasi a
bere na védomi, Ze PRA sjedna
samostatné smlouvy s Hlavnim
zkoucejicim lékafem a se zameéstnanci
zdravotnického zatizeni na Cinnosti ve
véci této Studie nad ramec Cinnosti, za
které odpovidad Zdravotnické zatizeni
podle této Smlouvy, a provede jim platbu
za provedeni téchto ¢innosti.

Predpokladana celkova vyse odmény za
provedeni sluzeb v ramci této Smlouvy
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Agreement, for one Study subject that
shall complete all visits in accordance with
the Protocol, shall be 168.504-Czk.

3. RECORDKEEPING; REPORTING;
ACCESS.
(@) Authorized representatives of Sponsor

and/or PRA have the right, upon
reasonable advance notice, and during
regular business hours, to: (i) audit and
examine the Site’s facilities required for
performance of the Study; and (ii) review
all data, records and work products
relating to the Study, and if necessary,
make copies of such data, records and
work products, provided such copies do
not include any unauthorized individually-
identifiable information of a Study
subject. The Site shall maintain complete
and accurate records related to the Study,
including those relating to the disposition
of the Study Drug and the performance of
all required Protocol procedures on Study
subjects which include but are not limited
to, written source documents, medical
records, charts pertaining to individual
Study subjects, case report forms,
accounting records, notes, reports, and
data. Institution and Investigator shall
retain all such records for the longest of:
(i) at least 15 years after completion or
earlier termination of the Study at all
participating institutions; (ii) 2 years after
the last approval of a marketing
application for the Study Drug; (iii) 2
years following notification from Sponsor
that it has formally discontinued clinical
development of the Study Drug; or (iv)
such other minimum retention period
requirements as required by applicable
laws and regulations. Sponsor and/or PRA
shall be entitled to raise requirements
beyond the applicable legislation at the
time of closing the study records or at any
time during the archiving period. If it is

Fakultni nemocnice Brno/
SRA-MMB-301

za jeden subjekt Studie, ktery absolvuje
vSechny navstévy dle Protokolu, bude
¢init 56.168,-K¢.

3. ZAZNAMY, VYKAZY, PRISTUP.

a)

Zmocnéni zastupci Zadavatele, pripadné
PRA, jsou opravnéni na zdklade
pfiméteného predchoziho oznameni
vpriméfené 1hit¢ a beéhem obvyklé
pracovni doby: i) provadét audit a
provéfit vybaveni Regitelského centra
potiebné k provedeni Studie a ii)
zkontrolovat a vytvofit si  kopie
veskerych udajl, zaznama a vysledkt
prace souvisejicich s provadénim Studie,
a jestlize to je potiebné, potfizovat si kopie
takovych udaji, zaznamt a vysledkl
prace, za predpokladu, ze takové kopie
neobsahuji  nepovolené individudlngé
identifikovatelné informace o subjektu
hodnoceni.  Resitelské  centrum  je
povinno veést Uplné a spravné zaznamy
tykajici se Studie vletné zaznami
vztahujicich se k nakladani
s Hodnocenym lékem a provedeni vsech
procedur pozadovanych Protokolem
u subjektti Studie, coz zahrnuje naptiklad
pisemné podklady, lékarské zaznamy,
karty jednotlivych subjektl Studie,
zaznamy subjektd hodnoceni, ucetni
zaznamy, pozndmky, zpravy a data
Zdravotnické zatizeni a Zadavatel budou
uchovavat vsechny tyto zaznamy po
dobu, kterd je nejdelsi z nasledujicich: (i)
minimaln¢ 15let po dokonceni nebo
predcasném ukonceni Studie ve vsech
zucastnénych zdravotnickych zatizenich;
(i) 2roky po poslednim schvaleni
zadosti o registraci Hodnoceného léku;
(iii) 2 roky po oznameni Zadavatele, ze
formaln¢ prerusil klinicky  vyvoj
Hodnoceného léku; nebo (iv) po takovou
lhiitu pro uchovavani, kterou pozaduji
platné zakony a ptedpisy. Zadavatel,
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requested by PRA or Sponsor to transfer
such records to PRA or Sponsor, the
transfer shall be made at Sponsor’s
reasonable expense.

For all subjects enrolled in the Study,
Institution or Investigator will complete
all CRFs within five (5) business days of
the Study subject visit, unless the Study is
drawing to a conclusion in which case
Sponsor may require CRFs to be
completed within a shorter timeframe.
Institution and Investigator will not be
required to disclose information in CRFs
which would permit personal
identification of a subject enrolled in, or a
candidate for, the Study. At the request
of Sponsor and/or PRA, Institution or
Investigator will promptly correct any
errorsand/or omissionsto the CRFs for the
Study and will make available to Sponsor
and/or PRA the corrected CRFs and
supporting records for further verification.
Site and Study Team shall be available at
reasonable times during normal business
hours to meet with Study monitors and
answer questions regarding the conduct of
the Study. If Sponsor or PRA must use or
access the Site’s computer systems, it will
do so in accordance with the Site’s
instructions and will only use acquired
information for the purpose of the Study
and in accordance with applicable laws.
Site  will comply with Investigator
obligations under ICH GCP 4.1.4. and
4.9.7. to ensure Study monitors are
granted direct access to Study subject
original medical records for verification
purposes, including periodic access to
allow comparison of certified copies of
medical records against the original
recordsto verify their authenticity. 1f used

Fakultni nemocnice Brno/
SRA-MMB-301

pfipadné PRA je opravnén vznést
pozadavky nad ramec platné legislativy v
okamziku uzavirani studijnich zdznamt
nebo kdykoli béhem doby uchovavani
Pokud bude ze strany PRA nebo
Zadavatele vznesen pozadavek tyto
zaznamy pievést na PRA  nebo
Zadavatele, pievod bude uéinén na
primérené naklady Zadavatele.

Pro vSechny subjekty zarazené do Studie
Zdravotnické zafizeni nebo Zkousejici
vyplni vSechny zaznamy subjektu Studie
(CRF) ve Ihuté péti (5) pracovnich dntiod
data navstévy subjektu Studie, neni-li
Studie ukoncena, kdy v takovém ptipade
muze Zadavatel vyzadovat dfivesi
vyplnéni CRF. Zdravotnické zafizeni a
Zadavatel nebudou  zadani, aby
zptistupnili informace uvedené v CREF,
které by umoznily identifikaci osoby
subjektu zarazeného do Studie nebo
subjektu navrzeného na zatfazeni do
Studie. Na zdkladé¢ pozadavku
Zadavatele, ptipadné PRA, Zdravotnické
zafizeni nebo Zkousejici neprodlen
opravi jakékoli chyby ¢i opomenuti
vV CRF pro ucely Studie a zptistupni
Zadavateli, pripadn¢ PRA opravené CRF
a vychozi zaznamy za ucelem dalSiho
ovéieni. Resitelské centrum a Tym Studie
budou v pfiméfenych hodinach v bézné
pracovni dobé k dispozici ke schiizkam s
monitory Studie a budou odpovidat na
jejich otazky tykajici se provadéni Studie.
Pokud musi Zadavatel nebo PRA pouzit
pocitadové systémy Resitelského centra
nebo do nich vstoupit, uéini tak v souladu
s pokyny Resitelského centra a ziskané
informace pouzije pouze pro tcely Studie
a v souladu s pfislusSnymi pravnimi
predpisy. Regitelské centrum bude
postupovat v souladu s povinnostmi
Zkousejiciho vyplyvajicimi z ICH GCP
4.1.4.a4.9.7. azajisti monitorovi Studie
poskytnuti ptimého pfistupu k pivodnim
1ékatfskym zaznamum subjekti
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(©)

at the Site, Site shall provide Study
monitors access to its electronic medical
records system. Site shall ensure that only
Study subject medical records shall be
disclosed to Study monitor and shall
ensure that no access to non-Study Subject
records is possible. Where this is not
possible, Institution and Investigator shall
ensure certified paper copies are made
available for inspection. The Site shall
ensure sufficient access is granted to the
monitor to enable source data verification
of the Study subjects. Institution and
Investigator will cooperate with PRA or
Sponsor and its appointed representatives
with respect to any inspections, audits and
monitoring visits.

The Site will immediately notify Sponsor
if any regulatory authority notifies the
Institution or Investigator of a pending
inspection relating to the Study, and will
cooperate with Sponsor on any impending
inspection or other action related to the
Study by the FDA or other governmental
or regulatory authority. Sponsor will, to
the extent permitted by the applicable
regulatory authority, have the right to be
present at any such inspections and will
have the opportunity to provide, review,
and comment on any responses that may
be required. The Site will promptly
forward to Sponsor copies of any written
communication from the FDA or any other
regulatory authority which are related to
the Study. The Site shall also provide to
Sponsor copies of any documents

Fakultni nemocnice Brno/
SRA-MMB-301

hodnoceni za ucCelem ovéfeni, vcetné
pravidelného pfistupu ke vzajemnému
porovnavani ovéfené kopie zdravotnické
dokumentace proti ptivodnim zaznamim,
které maji ovéfit jejich pravost. Pokud se
pouzivd v mistd ReSitelského centra,
Regitelské centrum poskytne monitorovi
Studie pfistup do své elektronické
databaze 1ékatskych zaznamil. Resitelské
centrum zajisti, aby byly zpfistupnény
pouze ty lékarské zaznamy, které se
tykaji subjekti Studie, a zajisti, Ze
monitor Studie nebude mit zadny ptistup
k dokumentaci, kterd se netyka subjektt
Studie, je-li toto mozné. Pokud toto neni
mozné, Zdravotnické zafizeni a
Zkousejici zajisti ovéfené tisténé kopie
zaznami a poskytne je k dispozici pro
kontrolu. Zdravotnické zatfizeni zajisti
dostatecny  pfistup pro studijniho
monitora za ucelem kontroly zdrojové
dokumentace subjektt Studie.
Zdravotnické zafizeni a ZkousSejici
poskytnou  soucinnost PRA  nebo
Zadavateli a jeho urCenym zastupclim
v souvislosti s jakymikoli kontrolami,
audity a monitorovacimi navstévami.

Regitelské centrum bude bezodkladng
informovat Zadavatele, jestlize bude
néjaky regulacni ufad informovat
Zdravotnické zafizeni nebo Zkousejiciho
0 chystané kontrole nebo auditu
tykajiciho se Studie, a poskytne
Zadavateli soucinnost s jakoukoli blizici
se kontrolou ¢i jinym opatfenim
vztahujicim se ke Studii ze strany FDA
nebo jin¢ho statniho ¢i regulacniho
orgénu. Zadavatel bude opravnén v
rozsahu, ktery mu umoziuje ptislusny
regulacni organ, byt pfitomen pii
jakychkoli takovych kontrolach a bude
mit ptilezitost poskytnout, revidovat a
komentovat jakékoli odpovédi, které
budou piipadné pozadovany. Resitelské
centrum bezodkladné postoupi
Zadavateli kopie veskerych pisemnych
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provided to any inspector that relate to the
Study. At Sponsor’s request and expense,
Institution and/or  Investigator, as
appropriate, will assist Sponsor in the
preparation and  submission  of
investigational new drug applications,
new drug applications, and any other pre-
market applications relating to the Trial as
may be required by the FDA or other
regulatory authorities, and Investigator
will attend meetings with such regulatory
authorities regarding such applications.

4. CONFIDENTIALITY.

The Protocol, Study Drug(s), CRFs, Study Data,
and any and all information, data, reports or
documents, disclosed to or generated by the Site or
any Study Team members regarding the work
performed under this Agreement (other than subject
medical records) or which otherwise relates to this
Study (“Confidential Information™) belong to
Sponsor and shall not be disclosed by the Site, and
Site shall ensure that each Study Team member
does not disclose the Confidential Information, to
any third party or be used for any purpose other than
the performance of the Study without the prior
written consent of Sponsor. The obligations of this
Section 4 will survive expiration or termination of
this Agreement. The above obligations of
confidentiality shall not apply to information that:

(a) isor becomes, through no fault of the Site,
part of the public knowledge;

(b) the Site can demonstrate by written

Fakultni nemocnice Brno/
SRA-MMB-301

materiald  poskytnutych FDA nebo
jakymkoliv jinym regulaénim organem,
které souviseji se Studii. Resitelské
centrum dale ptedd Zadavateli kopie
veskerych dokumentti, které poskytlo
kontrolortim a které se vztahuji ke Studii.
Na zakladé¢ pozadavku a na ndklady
Zadavatele Zdravotnické  zafizeni,
ptipadné podle okolnosti Zkousejici
poskytne Zadavateli souéinnost pii
pripravé a podavani zadosti o registraci
novych hodnocenych ptipravki, zadosti o
registraci novych ptipravkl a jakychkoli
zadosti o registraci vztahujicich se ke
Klinickému hodnoceni, které budou
pfipadné vyzadovany Utadem pro
kontrolu potravin a Iéka (FDA) ¢i jinymi
regulacnimi organy, a Zkousejici se bude
ucastnit schlizek s témito regula¢nimi
organy tykajicich se téchto zadosti.

4. DUVERNOST INFORMACI.

Protokol, Hodnocené léky, piipadové formulaie
CRF, Udaje Studie a veskeré informace, udaje,
zpravy nebo dokumenty, které obdrzi nebo vytvoii
Regitelské centrum nebo &lenové Tymu Studie
v souvislosti s praci vykonadvanou v souladu s
touto Smlouvou (kromé Ilékaiskych zaznamu
subjekti) nebo jinak souvisejicich se Studii (dale
jen ,Divérné informace®), jsou vlastnictvim
Zadavatele a Resitelské centrum neni opravnéno je
sdélovat; Regitelské centrum dale zajisti, ze Zadny
ze Clent Tymu Studie nezpiistupni Diaveérné
informace zadné tfeti osob¢ ani je nebude pouzivat
k jakémukoli jinému Gcéelu nez pii plnéni Studie
bez ptedchoziho pisemného souhlasu Zadavatele.
Zavazky uvedené v tomto oddilu 4 plati i po
uplynuti platnosti nebo ukonéeni této Smlouvy.
Vyse uvedeny zavazek duvérnosti informaci se
nevztahuje na informace v rozsahu, v jakém:

a) jsou nebo budou zvetejnény bez zavinéni
ze strany Resitelského centra;

b) muZe Resitelské centrum prokazat na
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records pre-dating disclosure by PRA or
Sponsor, was already lawfully in the Site’s
possession on the date of disclosure by
PRA or Sponsor to the Site and not subject
to prior confidentiality obligations;

(c) isacquired by the Site from any third party

without restrictions on disclosure; or

(d) is developed by the Site independently,
without the use or benefit of Confidential
Information, and as evidenced by

competent written records.

Permitted Disclosures. The Site’s obligations of
non-disclosure and non-use of Confidential
Information shall not apply to the extent the Site is
required by law to disclose Confidential
Information, provided the Site promptly notifies
Sponsor of such a requirement prior to disclosure to
allow Sponsor the reasonable opportunity to oppose
the requirement or seek an appropriate protective
order. This Section 4 does not limit the Site’s rights
or obligations under Section 6 Publication.

Return of Confidential Information. Upon either (i)
the completion of the Study or termination of this
Agreement; or (ii) Sponsor’s or PRA’s request for
any reason, Institution and Investigator will, and
will ensure that Study Team members,
(a) immediately cease all use of all Confidential
Information and (b) promptly at Sponsor’s or
PRA’s instructions, either return to Sponsor or
PRA, or destroy all Confidential Information,
including any copies, extracts, summaries or
derivative works thereof, and (c) at Sponsor’s or
PRA’s request, certify in writing to Sponsor or
PRA, the completion of such return and/or
destruction.

Fakultni nemocnice Brno/
SRA-MMB-301

zaklad€¢ pisemnych zdznamii, ze byly
ziskany predtim, nez je zptistupnila PRA
nebo Zadavatel, ze k datu jejich sdéleni
PRA nebo Zadavatelem Resitelskému
centru jiz byly legalné Resitelskému

centru znamy, aniz by podléhaly
pfedchozimu  zdvazku davérnosti
informaci;

¢) je Resitelské centrum ziskalo od né&jaké
tteti osoby bez omezeni tykajicich se
jejich sdélovani;

d) jeResitelské centrum vytvofilo nezavisle
na obdrzeni Duvérnych informaci podle
této Smlouvy, coz lze prokazat
ptislusnymi pisemnymi zaznamy.

Povolené vyzrazeni. Povinnosti Zdravotnického
zatizeni ohledné utajeni a nepouziti Davérnych
informaci neplati v rozsahu, v jakém ma Resitelské
centrum zakonnou povinnost Duvérné informace
vyzradit, ovSem s tim, Ze pted vyzrazenim
Regitelské  centrum  bezodkladné  informuje
Zadavatele, aby mél Zadavatel ptilezitost se
tomuto pozadavku branit nebo pozadat o vydani
ptislusného ochranného opatteni. Tento ¢lanek 4
neomezuje prava a povinnosti Regitelského centra
dle ¢lanku 6 — Zvetejiiovani.

Vraceni Divérnych informaci. Pti (i) dokonceni
Studie nebo vypovézeni této Smlouvy; nebo (i) na
zakladé pozadavku Zadavatele nebo PRA
z jakéhokoliv divodu, Zdravotnické zafizeni a
Zkousejici zajisti a rovnéZ zajisti, Ze ¢lenové Tymu
Studie provedou nasledujici (@) neprodlené
prestanou pouzivat vSechny Duvérné informace a
(b) neprodleng, na zdkladé¢ pokyni Zadavatele
nebo PRA, bud’ vrati Zadavateli nebo PRA, nebo
Zzniéi  veSkeré Duvérné informace, vcetné
jakychkoli  kopii, vytahli, souhrnii nebo
odvozenych d¢l, a (c) na zakladé¢ pozadavku
Zadavatele nebo PRA vystavi pisemné potvrzeni
pro Zadavatele nebo PRA o provedeni tohoto
vraceni, ptipadné€ zniceni.
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Fakultni nemocnice Brno/
SRA-MMB-301
5. PRIVACY AND DATA 5. OCH RA,NA ] SOUKROMI A
PROTECTION. OSOBNICH UDAJU.

The Parties agree that each will comply with their
respective obligations as required under applicable
privacy and data protection laws, using appropriate
technical and organizational measures to meet the
requirements of the EU Data Protection Law for the
processing, integrity, confidentiality and security of
personal information and Study Data.

Institution and Sponsor agree to the additional
terms in Exhibit D with respect to the EU Data
Protection Law.

Personal data relating to the Site will be processed
and held on one or more databases. Such data may
be used for the purposes of: (i) the conduct of the
Study; (ii) verification by governmental or
regulatory agencies, Sponsor, PRA, their agents
and affiliates; (iii) compliance with legal and
regulatory requirements; (iv) publication on
www.clinicaltrials.gov and websites and databases
that serve a comparable purpose; and (V) storage in
databases to facilitate the selection of investigators
for future clinical trials. Personal data may be
disclosed or transferred to Sponsor’s or PRA’s
affiliates, subsidiaries, representatives and
contractors working on behalf of Sponsor or PRA,
and to regulatory authorities across the world. The
Investigator and Institution will ensure that all
necessary consents are in place to allow for the uses
described in this Section. The Investigator hereby
consents to the uses described in this Section. The
Institution shall obtain the consent of the Study
Team membersto the uses described in this Section.

Sponsor or PRA will provide a personal
information notice for Study Team members
advising them of the collection, use, processing,
holding and transfer of their personal information
to countries other than their own, that may not have

Smluvni strany se dohodly, ze budou plnit své
prislusné zavazky v souladu s pravnimi predpisy
na ochranu soukromi a osobnich 1dajg,
prosttednictvim  pouzivani odpovidajicich
technickych a organiza¢nich opatieni pro splnéni
pozadavkti Evropskych zakond na ochranu
osobnich idajii za Ucelem integrity zpracovani,
divérnosti a zabezpe&eni osobnich udajt a Udaja
Studie.

Zdravotnické zafizeni a Zadavatel se dohodli na
dalsich podminkach uvedenych v Ptiloze D, ktera
se tykd Evropskych zakont na ochranu osobnich
udaj.

Osobni udaje vztahujici se k Regitelskému centru
budou zpracovavany a uchovavany v jedné nebo
vice databézich. Tyto Udaje mohou byt pouzivany
pro ucely: 1) provadeéni Studie; i1) ovéfovani ze

strany  statnich nebo regulacnich organt,
Zadavatele, PRA, jejich zprostiedkovateld a
pobocek; iii) dodrZzovani zdkonnych a

regulatornich pozadavki; iv) publikovani na
www.clinicaltrials.gov a na webovych strankach a
Vv databazich, které se pouzivaji pro srovnavaci
ucely; a v) uchovavani v databazich za ucelem
usnadnéni  vybéru zkousejicich pro budouci
klinicka hodnoceni. Osobni (daje mohou byt
zptistupnény nebo prevedeny na pobocky, dcefiné
spolecnosti, zastupce a dodavatele Zadavatele
nebo PRA pracujici jménem Zadavatele nebo PRA
a regulacni organy po celém svété. Zkousejici a
Zdravotnické zatizeni zajisti, ze budou k dispozici
vSechny potfebné souhlasy, které umozni vyuziti
popsana v tomto odstavci. Zkousejici timto
souhlasi s vyuzitimi popsanymi v tomto odstavci.
Zdravotnické zatizeni ziska souhlas ¢lenti Tymu
Studie s vyuzitimi popsanymi v tomto odstavci.

Zadavatel nebo PRA poskytne ¢lenim Tymu
Studie oznameni o osobnich tdajich za Gc¢elem
informovani o shromazdovani, pouzivani,
zpracovavani, drzeni a predani jejich osobnich
udaji mimo jejich vlastni zemi, i kdyZz tam neplati
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the same level of data protection as their own
country. Institution and Investigator agree to
provide reasonable assistance to give this notice to
members of Study Team. The Parties agree that
where a proposed Study Team member objects to
processing of their personal data, he/she will not be
engaged in the Study.

The Institution and Investigator shall make
available to Sponsor and/or PRA, all information
required to demonstrate and verify compliance with
the obligations in this Section.

6. PUBLICATION.

Where the Study is conducted in the the European
Economic Area (“EEA”), Sponsor is required by
law to publicly disclose the performance of the
Study and publish the summary results of the Study
within 12 months (subject to certain exceptions) of
its completion at all sites and will do so without
further notice to Institution and Investigator.
Institution and Investigator hereby consent to allow
Sponsor or PRA to disclose or allow any competent
authority to disclose their name as well as the
address of the Institution and name of the
Investigator where the Protocol will be performed
and its results, following completion, in generally
available trial databases to the extent required by
any applicable laws and regulations.

The Study is part of a multi-site study, and
presentation or publication of the results of the
Study conducted at the Site shall not be made before
the first multi-site publication by Sponsor. Once the
Sponsor’s multi-site publication has taken place,
the Site shall have the right to present or publish its
results from the Study, subject to the notice
requirements that follow. If there is no multi-site
publication within two (2) years after the Study has
been completed or terminated at all Study sites, the
Site shall have the right to present or publish its

Fakultni nemocnice Brno/
SRA-MMB-301

stejné piedpisy pro ochranu osobnich udaju, jako v
jejich vlastni zemi. Zdravotnické zafizeni a
Zkousejici  souhlasi stim, Ze poskytnou
pfiméfenou pomoc pii  poskytovani tohoto
oznameni ¢lenim Tymu Studie. Smluvni strany se
dohodly, ze pokud navrhovany ¢len Tymu Studie
odmitne zpracovani jeho/jejich osobnich udaja,
nebude do Studie zapojen.

Zdravotnické zafizeni a Zkousejici poskytnou
Zadavateli a/nebo PRA veSkeré informace
pozadované pro prokdzani aovéfeni souladu
s jejich povinnostmi podle tohoto ¢lanku.

6. ZVEREJNOVANI.

Pokud bude Studie provadéna v ¢lenské zemi
Evropského hospodaiského spoleéenstvi (déle jen
»EHS®), Zadavatel je ze zdkona povinen zvefejnit
pribéh Studie a zvefejnit souhrnnou zpravu o
ukonCeni Studie do 12 meésici (S urcitymi
vyjimkami) po jejim ukoneni na vSech
Regitelskych centrech a u¢ini tak bez dalsiho
upozornéni Zdravotnického zafizeni a
Zkousejiciho. Zdravotnické zatizeni a Zkousejici
timto souhlasi, aby Zadavatel nebo PRA zvefejnili
nebo povolili jakémukoli pFislusnému Gfadu
zvefejnéni jejich jména, stejné jako adresy
Zdravotnického zafizeni a jména Zkousejiciho,
kde bude Studie provedena, a jeji nasledné
zkompletovane vysledky v bézné dostupnych
databazich studii v rozsahu poZzadovaném podle
platnych zékonil a predpisi.

Studie je soucasti multicentrického klinického
hodnoceni a prezentace nebo zveiejnéni vysledki
Studie provadéné v Regitelském centru nejsou
dovoleny pied prvni multicentrickou publikaci
provedenou  Zadavatelem.  Jakmile  doslo
k multicentrické publikaci, Resitelské centrum ma
pravo prezentovat nebo publikovat své vysledky
ze Studie, s vyhradou pozadavkt oznameni, ktera
budou nésledovat. Nebude-li multicentricka
publikace vydana do dvou (2) let po dokonceni
nebo predCasném ukonceni Studie ve vSech

Revised July 2018

Page 17 of 46



%% PRAHEALTHSCIENCES

Confidential

Czech Republic/ Institution & Investigator Clinical Trial Agreement

results from the Study, provided that prior to
submitting or presenting a manuscript, presentation
or other materials relating to the Study to a
publisher, reviewer, or other outside person, the
Site shall provide to Sponsor a copy of all such
manuscripts, presentations and materials, along
with the name of the intended scientific journal,
forum or conference and Sponsor shall have sixty
(60) days from receipt of such manuscripts,
presentationsand materialsto review and comment.
At Sponsor’s request the Site shall remove any
Confidential Information (other than Study results)
prior to submitting or presenting the materials. The
Site shall, upon Sponsor’s request, further delay
publication or presentation for a period of up to one
hundred and twenty (120) days to allow Sponsor to
protect its interests in any Sponsor Inventions (as
defined below) described in any such materials.

Sponsor agrees with the publication of this
Agreement and its requirements by Institution to
fulfil the obligations imposed by the applicable and
legislation in effect, namely Act No. 340/2015
Coll., on the Registry of Agreements, as amended,
and Act No. 106/1999 Coll., On Free Access to
Information, as amended. The Parties agree that
Sponsor shall, no later than on the date of signature
hereof, supply the Institution an approved and
redacted version of the Agreement, intended for
publication in the Register of Contracts.
Notwithstanding the foregoing, personal data, trade
secrets, all financial and Budget information shall
be redacted prior to any publication of the
Agreement in the public domain, except if the
Institution has an obligation to disclose the total
amount of Institution”s budget.

Fakultni nemocnice Brno/
SRA-MMB-301

Regitelskych centrech a uzavieni databéze Studie,
ma Resitelské centrum préavo své vysledky Studie
prezentovat nebo zvetejnit pod podminkou, ze
pred pifedlozenim nebo prezentaci rukopisu ¢i
jinych materiala tykajicich se Studie vydavateli,
lektorovi nebo jiné osob& zvenéi je Resitelské
centrum povinno piedlozit Zadavateli jednu Kopii
vSech rukopist, prezentaci a materiala spolu

snazvem védeckého Casopisu, foéra nebo
konference, kde zamysli tyto informace
publikovat, za  ucelem  posouzeni  a

pfipominkovani a Zadavatel ma na prezkum a
pfipominkovani téchto rukopisl, prezentaci a
materialti Sedesatidenni (60) lhitu od jejich
obdrzeni. Na Zidost Zadavatele je ReSitelské
centrum povinno pied predlozenim nebo
prezentaci materidlu zné& odstranit vSechny
Duvérné informace (kromé vysledka Studie). Na
74dost Zadavatele je Regitelské centrum povinno
publikaci nebo prezentaci pozdrzet o dalsich az sto
dvacet (120) dnt, aby mohl Zadavatel zajistit
ochranu svych prav k Vynalezim Zadavatele (jak
jsou definovany nize) popsanym v téchto
materialech.

Zadavatel souhlasi suvefejnénim této Smlouvy a
jejich nalezitosti Zdravotnickym zafizenim za
ucelem splnéni povinnosti ulozenych ji platnou a
ucinnou pravni Gpravou, a to zejména zakonem C¢.
340/2015 Sb., o registru smluv, ve znéni
pozdéjsich predpist a zdkonem €. 106/1999 Sb., o
svobodném piistupu K informacim, ve znéni
pozdéjsich predpisi. Smluvni strany se dohodly,
ze Zdravotnické zafizeni uvefejni Zadavatelem
redigovanou a odsouhlasenou verzi této Smlouvy
pro ucely uvetejnéni v Registru smluv, kterou mu
za timto ucelem ptipravi a poskytne Zadavatel,
nejpozdgji v den posledniho  podpisu  této
Smlouvy. Nehledé¢ na pfedchozi ustanoveni,
veskera osobni data, obchodni tajemstvi, veskeré
finanni a rozpoCtové informace budou
redigovany pted jakoukoli publikaci této Smlouvy
na vefejnosti, vyjma ptipadd, kdy ma
Zdravotnickeé zatizeni povinnost ozndmit celkovou
castku rozpoctu Zdravotnického zatizeni.
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7. OWNERSHIP.

All documents, protocols, data, know-how,
methods, operations, formulas, Confidential
Information and Materials (as defined below)
provided to the Site pursuant to this Agreement are
and shall remain Sponsor’s property.  The
completed CRFs, source documents but excluding
any Study subject medical records, the final report
(if applicable), any patient-reported outcomes (if
applicable) and all information and data resulting
from the Study including Study results (“Study
Data”), shall also be owned by Sponsor. The Site
hereby assigns (and shall require all Study Team
members to assign) to Sponsor all rights, title and
interest, if any, in and to such Study Data.

8. INVENTIONS.

The existing inventions and technologies of
Sponsor including but not limited to the Study Drug
(“Sponsor_Technology”) belong exclusively to
Sponsor, and nothing in this Agreement shall be
construed to grant any license or any other right to
Sponsor Technology except as expressly set forth
herein for the sole purpose of conducting the Study.
The entire right, title and interest in and to any
inventions, discoveries, know-how, copyrights or
other intellectual property rights that are conceived,
developed, made or reduced to practice, (including
all improvements or modifications), by Institution,
Investigator or Study Team, which (i) rely on, use,
or relate to the Study Drug; (ii) are the result of or
made in connection with the conduct of the Study
or are anticipated by the Protocol; or (iii) rely on,
use, or incorporate any Confidential Information,
(collectively referred to as “Sponsor_Inventions”)
shall be the sole and exclusive property of Sponsor.
The Site shall promptly disclose in writing to
Sponsor each such Sponsor Invention and agrees to
assign and hereby assigns (and shall ensure that all
Study Team members agree to assign and assign to
Sponsor all rights, title and interest, if any, in and to
each such Sponsor Invention. The Site agrees to

Fakultni nemocnice Brno/
SRA-MMB-301

7. VLASTNICTVI.

Veskeré dokumenty, protokoly, udaje, know-how,
metody, postupy, vzorce, Duvérné informace a
Materidly (jak je definovano nize), které
Resitelské centrum obdrzi na zékladé této
Smlouvy, jsou anadale zlstanou vlastnictvim
Zadavatele. Vlastnictvim Zadavatele jsou i
vyplnéné CRF, podklady, avsak s vyjimkou
jakychkoli 1ékarskych zaznami subjektu Studie,
zavéreCna zprava (pokud to ptipada v uvahu),
jakékoli ohlasené nalezy tykajici se pacienta
(pokud takove existuji) a dalsi ptipadné vysledky
Studie (dale jen ,Udaje Studie”). Resitelské
centrum postoupi Zadavateli (a zajisti, aby tak
ucinili vSichni ¢lenové Tymu Studie) veskera
ptipadna prava, naroky a podily tykajici se Udaja
Studie.

8. VYNALEZY.

Jiz existujici vynalezy a technologie Zadavatele,
véetné napiiklad Hodnoceného 1éku (déale
oznacované jako ,,Technologie Zadavatele®) patii
vyluéné¢ Zadavateli a nic obsazen¢ho v této
Smlouvé nesmi byt vykladano jako ud¢leni
jakékoli licence nebo jakéhokoli jiného préva
k Technologiim Zadavatele s vyjimkou, jak je
vyslovné stanoveno v této Smlouve a pouze za
ucelem provadéni Studie. Kompletni préva,
naroky a podily ohledné veskerych vynalezi,
autorskych prav nebo jinych prav dusSevniho
vlastnictvi, know-how, které vzniknou, budou
Zdravotnickym zafizenim, ZkouSejicim nebo
Tymem Studie vyvinuty, vyrobeny nebo pouzity v
praxi, véetné veskerych zlepseni nebo tprav, které
i) pouzivaji, vyuZivaji nebo se vztahuji
k Hodnocenému léku; ii) jsou vysledkem nebo
vznikly ve spojitosti s provadénim Studie nebo
jsou ptedvidany v Protokolu; nebo iii) pouZivaji,
vyuzivaji nebo zahrnuji Duvérné informace
(spole¢né dale jen ,,Vynalezy Zadavatele®), jsou
vyluénym a vyhradnim majetkem Zadavatele.
Resitelské centrum je povinno bezodkladng
pisemné informovat Zadavatele o kazdém
takovéem Vynélezu Zadavatele a zavazuje se

Revised July 2018

Page 19 of 46



%% PRAHEALTHSCIENCES

Confidential

Czech Republic/ Institution & Investigator Clinical Trial Agreement

provide, at Sponsor’s reasonable expense,
reasonable assistance to Sponsor to enable Sponsor
to perfect and enforce its rights in such Sponsor
Inventions or to obtain patents or otherwise protect
the interest of Sponsor in Sponsor Inventions.
Institution represents and warrants that Investigator
and Study Team may freely assign all right, title and
interest in all Sponsor Inventions to Sponsor
regardless of their employment status or
independent contractor status with Institution.

9. MATERIAL TRANSFER; RETURN OF
MATERIALS; EQUIPMENT.

(a) During the Study, Sponsor or Sponsor’s
designee shall provide to the Site, a
Sponsor’s expense, the Study Drug,
placebo and other compounds, or agents
for the performance of the Study
(collectively, the “Materials”). The Site
shall not use the Study Drug or other
Materials for any purpose other than for
performance of the Study in accordance
with the Protocol and this Agreement. The
Site shall not transfer the Study Drug to
any third parties. The Site shall handle,
store, and ship or dispose of Materials in
accordance with the Protocol and any
reasonable written instructions provided
by Sponsor (or Sponsor’s designee), and
in compliance with all applicable, local
and national laws, rules and regulations
including, but not limited to, those
governing hazardous substances.
Institution will maintain, or cause
Investigator and Study Team to maintain,
recordson the receipt and disposition of all
Study Drug, including dates, quantity and
use by subjects. Investigator, Institution

Fakultni nemocnice Brno/
SRA-MMB-301

pievést a timto prevadi (a zajisti, Ze vSichni
Clenové Tymu Studie se zavazuji prevést a
prevedou) na Zadavatele veskera prava, naroky a
podily tykajici se kazdého jednotlivého Vynalezu
Zadavatele. Resitelské centrum se zavazuje
poskytnout Zadavateli na jeho pfiméfené naklady
pfiméfenou pomoc, aby mohl Zadavatel smluvné
zajistit a vykonavat sva prava na takové Vynalezy
Zadavatele nebo ziskat patenty ¢i jinak chranit
podil Zadavatele ve vynalezech Zadavatele.
Zdravotnické zatrizeni prohlasuje a zarucuje, Ze
Zkousejici a Tym Studie mohou volné preveést
vSechna prava, vlastnicka prava a podily ve vSech
Vynalezech Zadavatele na Zadavatele bez ohledu
na svlj zaméstnanecky pomér ¢&i  pomér
nezdvisleho dodavatele se  Zdravotnickym
zatizenim.

9. PREVODY A VRACENI

MATERIALU, VYBAVENL.

a) V prabéhu Studie, Zadavatel nebo
zmocnénec  Zadavatele  poskytnou
Regitelskému  centru, na  naklady
Zadavatele, Hodnoceny Iék, placebo nebo
jiné smési ¢i chemické latky k provedeni
Studie (spole¢né dale jen ,,Materialy*).
Regitelské centrum nebude pouzivat
Hodnoceny 1ék ani jiné Materialy za
zadnym jinym ucelem nez vyhradné pti
provadéni Studie v souladu s Protokolem
a touto Smlouvou. Regitelské centrum
nepfevede zadny Hodnoceny [ék na
74dné tieti osoby. Resitelské centrum
bude s Materialem nakladat, skladovat jej
a zasilat nebo likvidovat v souladu s
Protokolem a pfiméfenymi pisemnymi
pokyny piedanymi Zadavatelem (nebo
jeho zmocnéncem) a v souladu se vSemi
platnymi  mistnimi a vnitrostatnimi
zakony, pravidly a piredpisy, véetné mimo
jiné predpisi upravujicich zachazeni s
nebezpecnymi latkami.  Zdravotnické
zatizeni bude uchovavat nebo zajisti, Ze
Zkousejici a Tym  Studie budou
uchovavat zaznamy o prevzeti a likvidaci
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(b)

(©)

(d)

and Study Team shall keep full and
accurate records of who dispenses the
Study Drug, the quantity dispensed and
the quantity returned, including ensuring
that any empty, partially used and unused
Study Drug containers and any Study
Drug remaining are disposed of or
returned to Sponsor inaccordance with the
Protocol, at Sponsor’sreasonable expense,
provided that the Site must not dispose of
or return Study Drug containers or Study
Drug until Sponsor or Sponsor’s designee
has completed Study Drug reconciliation
of the accountability records and
inventory.

In the event that the Protocol for a Study
requires the collection of blood, tissue or
other biological materials from subjects
(“Biological Materials”) the Site agrees to
use such Biological Materials solely for
the purposes of the Study and only as
specified in the Protocol, this Agreement
and the informed consent as approved by
the IRB/EC and in compliance with
applicable laws, and agrees not to transfer
Biological Materials to any third party
except as specified in the Protocol or as
instructed by Sponsor.

Upon completion or termination of the
Study, all Materials furnished to the Site
by Sponsor or Sponsor’s designee shall be
promptly returned or destroyed as directed
by Sponsor.  Shipping costs relating
thereto will be paid by Sponsor.

Electronic Patient-Reported Outcome
(“ePRO”)  Equipment. Sponsor’s
designated vendor will provide Site with
the ePRO equipment listed in Exhibit C
(“Equipment”) for use by each Study
subject in accordance with the Protocol.

b)

d)

Fakultni nemocnice Brno/
SRA-MMB-301

veskerého Hodnoceného léku, véetné dat,
mnozstvi a pouziti subjekty. Zkousejici,
Zdravotnické zatfizeni a Tym Studie
budou uchovavat Gplné a presné zdznamy
0 tom, kdo vydavd Hodnoceny Iék, o
vydaném mnozstvi a vraceném mnozstvi,
veetn¢ zajisténi, Ze prazdna, Castecné
spotiebovand a  nepouzita  baleni
Hodnoceného léku budou zlikvidovéna
nebo vracena Zadavateli v souladu s
Protokolem na pfiméfené naklady
Zadavatele, za predpokladu, Ze Resitelské
centrum nesmi provadét likvidaci nebo
vraceni baleni Hodnoceného 1éku nebo

Hodnoceného léku, dokud Zadavatel
nebo osoba povéienda Zadavatelem
neprovede  odsouhlaseni kontroly

evidence a zasob.

V piipad¢, ze Protokol Studie vyzaduje
odbér krve, tkan¢ nebo jiného
biologického materidlu od subjekta (dale
jen ,,Biologicky material*) se Resitelské
centrum se zavazuje pouzivat takovy
Biologicky materidl pouze pro ucely
Studie, a to pouze jak je uvedeno
Vv Protokolu, této Smlouve
a informovaném souhlasu schvaleném
IRB/EC a vsouladu s ptislusnymi
zékony, a =zavazuje se nepievadét
Biologicky materiél na zadnou ti‘eti osobu
s vyjimkou, jak je uvedeno v Protokolu
nebo v souladu s pokynem Zadavatele.

Po ukonceni nebo zruseni Studie musi byt
vSechny  Materidly, které obdrzelo
Regitelské centrum od Zadavatele nebo
jeho zmocnénce, vraceny v souladu s
instrukcemi  Zadavatele.  Pfislusné
ptepravni naklady uhradi Zadavatel.

Vybaveni umoziujici pacientem uvadény
elektronicky vystup (,,ePRO").
Dodavatel  stanoveny  Zadavatelem
poskytne Resitelskému centru vybaveni
ePRO uvedené v Ptiloze C (,,Vybaveni*)
pro pouziti kazdym ze subjektd Studie
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Unless otherwise agreed by Sponsor in
writing, the Equipment will be used only
by the Institution, Investigator, Study
Team and/or Study subjects solely for the
purposes of the Study and in accordance
with the Protocol, the ICF, any written
instructions of use and /or training
provided by the Sponsor or Sponsor’s
designated vendor. The Site shall have no
ownership interest in the Equipment by
virtue of this Agreement or by Site’s use
of the Equipment. The Equipment is and
shall remain the sole property of Sponsor’s
designated vendor. Site will use
reasonable care to maintain such
equipment while in its possession,
provided that Sponsor shall be responsible
for maintenance and repair costs due to
normal wear and tear. The Institution shall
promptly notify Sponsor upon becoming
aware of the need for Equipment
maintenance or repair. At the completion
of the Study or at Sponsor's request, and
unless otherwise specified, Site will return
Equipment and all related training
materials and  documentation in
Institution's possession to Sponsor’s
designee. Site will use reasonable care to
ensure the safe return of the Equipment to
Sponsor’s  designee, including using
proper packaging, at Sponsor’s reasonable
expense. Each of the Institution and
Investigator shall ensure that the signed
ICF with each Study subject states that the
Study subject shall return the Equipment
at the end of his/her participation in the
Study.

10. TERM; TERMINATION.

(a)

This Agreement shall commence on the
Effective Date and shall continue in force

Fakultni nemocnice Brno/
SRA-MMB-301

podle Protokolu. Nesjedna-li Zadavatel
pisemné néco jiného, Vybaveni bude
pouzivano pouze Zdravotnickym
zafizenim, Zkousejicim, Tymem Studie,
pripadné subjekty Studie, a to pouze pro
ucely Studie a v souladu s Protokolem,
ICF, jakymikoli pissmnymi pokyny pro
pouziti, pripadné zaskoleni vydanymi
Zadavatelem nebo dodavatelem, kterého
Zadavatel uréi. Resitelské centrum nema
zadné vlastnické pravo k Vybaveni
vyplyvajici z této Smlouvy nebo z
pouzivani Vybaveni Regitelského centra.
Vybaveni je a zlstava vyhradnim
majetkem dodavatele, kterého urci
Zadavatel. Resitelské centrum vynaloZ
pfimétfenou péci, aby zajistilo udrzbu
vybaveni v dobé¢, kdy je ma v drzeni, za
predpokladu, Ze ndklady na udrzbu a
opravy spojené s b&éznym opotiebenim
nese Zadavatel. Zdravotnické zafizeni
bude neprodlen¢ informovat Zadavatele,
jakmile se dozvi o tom, ze Vybaveni
vyzaduje udrzbu nebo opravu. Po
dokonceni Studie nebo na zakladé
pozadavku Zadavatele, a pokud nebude
uvedeno néco jiného, Regitelské centrum
vrati Vybaveni a veskeré souvisejici
materialy a dokumentaci ke skoleni v
drzeni Zdravotnického zafizeni osob¢
povéfené  Zadavatelem.  Resitelské
centrum vynalozi pfiméfenou péci pro
zajisténi bezpecného vraceni Vybaveni
osobé poverené Zadavatelem, vcetné
sprdvného zabaleni, na pifiméfené
naklady Zadavatele. Zdravotnické
zatizeni 1Zkousejici zajisti, ze ICF
podepsany kazdym ze subjektl Studie
uvadi, Ze subjekt Studie vrati Vybaveni
na konci své ucasti ve Studii.

10. PLATNOST SMLOUVY, UKONCENI

SMLOUVY.

Tato Smlouva vstoupi v platnost k Datu
ucinnosti a zastane v platnosti az do toho
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until the later of the date on which: (i)
Sponsor has received all completed CRFs
from the Institution and/or Investigator;
(ii) Institution and/or Investigator have
resolved all data clarification queries and
submitted closeout reports to the EC and
to Sponsor, to Sponsor’s satisfaction; and
(i) all Study closeout activities have been
completed at the Institution, unless
terminated earlier as provided herein. The
Parties anticipate that the Study and all
Study closeout activities will be
completed in approximately

If the Study and/or Study closeout
activities extend beyond the anticipated
end date, no amendment to this Agreement
shall be required and this Agreement shall
remain in force. Copies of applicable
regulatory approvals will be filed at the
Institution by the Investigator with the
Study conduct documentation.

This Agreement may be terminated by any
Party with immediate effect on reasonable
bases for serious medical risk to Study
subjects. This Agreement may be
terminated by Sponsor for any reason
upon thirty (30) days written notice.

Sponsor may, without limitation of and in
addition to its rights under Section 10(b),
terminate this Agreement for good cause
immediately upon written notice to
Institution and Investigator. Good cause
shall  include, without limitation,
identification of any medical risk to Study
subjects, a showing that the Study Drug is
not effective, receipt of notice of
regulatory action by the FDA or other
regulatory authority terminating or
suspending the Study, or Investigator’s

Fakultni nemocnice Brno/
SRA-MMB-301

Z nasledujicich dat, které nastane pozdgji:
(i) Zadavatel obdrzel vsechny vyplnéné
CRF od Zdravotnického zafizeni,
ptipadné Zkousejiciho; (ii) Zdravotnické
zatizeni, piipadné Zkousejici vyfesil
vsechny dotazy tykajici se objasnéni dat
a predlozené zpravy o ukonceni Studie
ETK aZadavateli k plné spokojenosti
Zadavatele; a (ii) vSechny cinnosti
souvisejici s ukon¢enim Studie byly ve
Zdravotnickém  zafizeni dokonceny,
pokud nebyly ukonceny diive podle
pokynil uvedenych v této Smlouve.
Strany predpokladaji, ze vSechny ¢innosti
souvisejici s ukoncenim Studie budou
dokonceny ptiblizné v | I Pokud
bude Studie, ptipadné Cinnosti souvisejici
s ukoncenim Studie trvat i po tomto
pfedpokladaném datu, nebude tfeba
uzavirat Zzadny dodatek k této Smlouve a
tato Smlouva zdstane v platnosti. Kopie
ptislusnych souhlast regulacnich orgént
ulozi Zkousejici u  Zdravotnického
zatizeni spole¢né¢ s dokumentaci k
provadéni Studie.

Kterdkoli smluvni strana je opravnéna
tuto Smlouvu zrusits okamzitou platnosti
na zaklad¢ primérenych diivoda ochrany
zdravi nebo bezpecnosti subjektt Studie.
Zadavatel je opravnén vypoveédét tuto
Smlouvu z jakéhokoli diivodu na zéklade
pisemného oznameni ve lhité tficeti (30)
dnd.

Zadavatel mize bez omezeni a nad ramec
svych prav podle odstavce 10(b)
vypovédét tuto Smlouvu z dobrého
divodu na zaklad¢ pisemného oznameni
doruceného Zdravotnickému zatizeni a
Zkousejicimu. Dobrym divodem miize
byt napiiklad identifikace zdravotniho
rizika pro subjekty Studie, ktera doklada,
7z¢ Hodnoceny 1€k neni u¢inny, pfijem
oznameni o regulatornim kroku ze strany
FDA nebo jiného regulacniho organu,
jimz se ukoncuje nebo pozastavuje
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Fakultni nemocnice Brno/

inability or unwillingness to continue to Studie, nebo neschopnost ¢i neochota

serve as Investigator for the Study. Zadavatele dale pusobit jako Zadavatel

(d)

(e)

(f)

Further, as the Study is part of a multi-
center clinical research study, Sponsor
reserves the right to terminate enrollment
when the total number of subjects enrolled
at all Study centers reaches the level
specified in the Protocol.

Upon the effective date of termination of
this Agreement, an accounting shall be

conducted by the Site, subject to
verification by Sponsor. Following
Sponsor’s  receipt of  adequate

documentation, which must be submitted
to Sponsor within sixty (60) days of the
effective date of termination of this
Agreement, Sponsor will pay Site, through
PRA, for:

)} all services properly rendered and
monies properly expended by the
Site, through the effective date of
termination which have not yet
been paid; and

ii)  non-cancelable obligations
properly incurred for the Study by
the Site prior to receipt of notice of
termination.

If the Site has been paid any amounts
which have not been earned hereunder as
of the date of termination, the Institution
shall promptly returnto Sponsor all such
unearned funds within 30 days of the
effective date of termination of this
Agreement.

Immediately upon receipt of a notice of
termination, the Investigator shall stop
screening and enrolling subjects into the
Study and shall, as directed by Sponsor,
cease conducting Study procedures on
subjects already enrolled in the Study, to
the extent medically permissible, and shall

d)

f)

pro Studii. Dale plati, Ze vzhledem k
tomu, ze Studie je soucasti multicentrické
klinické vyzkumné studie, Zadavatel si
vyhrazuje pravo ukoncit zarazovani
subjektt, jakmile jejich celkovy pocet ve
vSech centrech Studie dosahne urovne
uvedené v Protokolu.

K Datu ucinnosti zruSeni této Smlouvy
provede Regitelské centrum vyG&tovani,
které overi Zadavatel. Jakmile Zadavatel
obdrzi piislusnou dokumentaci, kterd
musi byt Zadavateli pfedlozena ve lhute
Sedesati (60) dni od data ucinnosti
ukonceni této Smlouvy, Zadavatel zaplati
Regitelskému  centru  prostiednictvim
PRA:

i) za veSkeré poskytnuté sluzby a
Castky, které Resitelské centrum
fadn¢ vynalozi do data zéaniku
Smlouvy, které doposud nebyly
neuhrazeny; a

i)  nezrusitelné  zavazky,  které
Regitelskému centru fadné vznikly
v souvislosti s provadénim Studie
pred tim, neZ mu byla dorucena
vypovéd:.
Jestlize Regitelské centrum obdrzelo
néjaké zalohy, které nebyly do data
zaniku ftadné vyuzity, Zdravotnické
zafizeni veskeré tyto nevyuzité zalohy
bezodkladné vrati Zadavateli do 30 dna
od data ti¢innosti ukonceni této Smlouvy.

Okamzit¢ po obdrzeni vypoveéd
Zkousejici zastavi screening a mnabor
subjekti do Studie a, jak je nafizeno
Zadavatelem, pfestane s provadénim
studijnich procedur na subjektech jiz
zafazenych do Studie v Iékatsky
pfipustném rozsahu a vynaloZzi pfiméfené
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use reasonable efforts to minimize or
terminate all costs associated with the
Study and cease, to the extent reasonably
feasible, incurring any additional Study
expenses.

11. INSURANCE AND SUBJECT INJURY.

The Parties hereto acknowledge that Sponsor has
obtained the insurance required by Article 52 para.
3(f) of Act No. 378/2007 Coll.; on Medicinal
Products (as amended).

The Institution warrants that in conformance with
Article 45 (2) (n) of the Act No. 372/2011 on Health
Services, the Institution maintains insurance its
liability for damage caused in connection with the
provision of health services; this insurance must
last for the entire period of provision of health
services. Institution will be liable for all personal
injury and property damage attributable to the
negligence or willful misconduct of Institution,
Investigator and/or Study Team. Institution shall,
at Sponsor or PRA’s request, have its insurance
carrier for such insurance furnish to Sponsor a
certificate that such insurance is in force, such
certificate to indicate any deductible.

12. LIABILITY.

(a) Sponsor agrees to indemnify, defend and
hold  harmless (“Indemnify”) the
Institution, the Investigator, the Study
Team and their respective trustees,
officers, agents, and employees (including
the Investigator) (each an “Institution
Indemnitee”) against any damages, losses,
liabilities or expenses (“L0sses”) incurred
by an Institution Indemnitee from a third
party claim, suit, action, demand, or
judgment (“Claim”), arising out of: (i)

Fakultni nemocnice Brno/
SRA-MMB-301

Usili za tcelem minimalizace nebo
ukonceni veskerych nakladi
souvisejicich se Studii a dale piestane v
pfiméfené¢  proveditelném  rozsahu
vytvaiet jakékoli dalsi naklady na Studii.

11. POJISTENI A UJMA NA ZDRAVI
SUBJEKTU.

Smluvni strany berou na védomi, Ze si Zadavatel
sjednal pojisténi v souladu s ¢1. 52 odst. 3 pism.
f) zdkona ¢. 378/2007 Sb. o 1éCivech (v platném
znéni).

V souladu s¢l. 45 odst. 2 pism. n) zakona ¢.
372/2011 Sb. o zdravotnich sluzbach je
Zdravotnické  zafizeni  povinno  udrZovat
dostatecné pojisténi své odpovédnosti za skody
zpusobené  vsouvislosti s poskytovanim
zdravotnich sluzeb; toto pojisténi musi trvat po
celou dobu poskytovani zdravotnich sluzeb.
Zdravotnické zafizeni ponese odpovédnost za
veskerou jmu na zdravi a Skodu na majetku,
kterou lze pfipsat na vrub nedbalosti nebo
amyslnému nespravnému jednani Zdravotnického
zatizeni, Zkousejiciho, piipadné Tymu Studie.
Zdravotnické zafizeni je na zadost Zadavatele
nebo PRA povinno zajistit, aby jeho pojistitel
predlozil Zadavateli potvrzeni, Ze je uvedené
pojisténi platné, pficemz na potvrzeni musi byt
uvedena ptipadna spolutcast.

12. ODPOVEDNOST.

(2) Zadavatel se zavazuje odskodnit, chranit
a branit (dale jen ,,Odskodnit®)
Zdravotnické zatizeni, Zkousejiciho,
Tym Studie a jejich pfislusné zmocnénce,
zprostiedkovatele a zaméstnance (vcetné
Zkousejiciho) (kazdy dale oznaCovany
jako ,,Odskodnovana strana
Zdravotnického zatizeni®) proti
jakymkoli skodam, ztratam, zavazkim
nebo vydajim (déale oznaCovanym jako
LWZtratye) vynalozenym Odskodinovanou
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(b)

personal injury, illness or death to a Study
subject directly caused by the Study Drug
used in accordance with the Protocol; or
(i1) Sponsor’s use of the Study Data. The
indemnification provided above shall not
apply to any Claim to the extent resulting
from: (1) failure by an Institution
Indemnitee to comply with the Protocol or
written instructions from Sponsor, except
for those deviations from the Protocol
necessary to protect the safety or welfare
of a Study subject or avertimminent harm;
(2) failure by an Institution Indemnitee to
obtain informed consent from a Study
subject; (3) a breach of this Agreement by
an Institution Indemnitee; (4) failure of an
Institution Indemnitee to comply with any
applicable laws or regulations; or (5)
negligence or willful misconduct by an
Institution Indemnitee.

Institution agrees to Indemnify the
Sponsor its trustees, officers, agents,
contractors and employees (“Sponsor
Indemnitees”) against any Losses incurred
by a Sponsor Indemnitee from a Claim to
the extent arising out of: (i) failure by an
Institution Indemnitee to comply with the
Protocol or written instructions from the
Sponsor; (ii) failure by an Institution
Indemnitee to obtain informed consent
from a Study subject; (iii) a breach of this
Agreement by an Institution Indemnitee;
(iv) failure of an Institution Indemnitee to
comply with any applicable laws or
regulations; or (v) negligence or willful

(b)

Fakultni nemocnice Brno/
SRA-MMB-301

stranou Zdravotnického =zafizeni v
souvislosti s narokem, soudnim sporem,
zalobou, pozadavkem nebo rozsudkem
tieti osoby (dale jen ,Narok®)
vyplyvajicim z: (i) osobniho zranéni,
nemoci nebo smrti subjektu Studie
zpusobeného  Hodnocenym  lékem
uzivanym podle Protokolu; nebo (ii)
pouzitim Udaji Studie Zadavatelem.
Odskodnéni  poskytnuté  vyse se
nevztahuje k zadnym Narokim v
rozsahu, ktery vyplyva z nasledujiciho:
(1)  nedodrzeni  Protokolu  nebo
pisemnych pokynti Zadavatele
Odskodinovanou stranou Zdravotnického
zatizeni, vyjma odchylek od Protokolu,
které jsou zapotiebi za Gcelem ochrany
bezpecnosti a v zajmu zdravotniho stavu
subjektu Studie nebo pro odvréceni
bezprostiedné hrozici skody na zdravi;
(2) neziskani informovaného souhlasu od
subjektu Studie Odskodfiovanou stranou
Zdravotnického zafizeni; (3) porusSeni
této Smlouvy Odskodnovanou stranou
Zdravotnického zatizeni; 4
nedodrzovani  jakychkoli  platnych
zakonli nebo predpisi Odskodiovanou
stranou Zdravotnického zafizeni; nebo
(5) nedbalosti ¢i umysIného nespravného
jednani Odskodnované strany
Zdravotnického zatizeni.

Zdravotnické zafizeni se
Odskodnit
zprostfedkovatele,
zaméstnance Zadavatele (dale
oznacované ,,0Odskodnované strany
Zadavatele“) za Skody zptisobené
Odskodnované  strané Zadavatele
v dasledku  jakéhokoliv Naroku v
rozsahu, v jakém vyplyvd z: (i)
nedodrzeni Protokolu nebo pisemnych
pokynti Zadavatele Odskodnovanou
stranou Zdravotnického zatfizeni; (ii)
neziskani  informovaneho  souhlasu
subjektu Studie Odskodfiovanou stranou
Zdravotnického zatizeni; (iii) poruSeni

zavazuje
zmocnence,
dodavatele a
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(c)

misconduct by an Institution Indemnitee.

Each Party’s agreement set forth in
Sections 12(a) and 12(b) above is
conditioned upon the indemnified party:
(i) providing written notice to the
indemnifying party of any claim, demand,
or action arising out of the indemnified
activities within thirty (30) days after the
indemnified party has knowledge of such
claim, demand, or action, provided that
any failure on the part of an indemnified
party to notify the indemnifying party of
receipt of notice of a claim will relieve the
indemnifying party of its obligation to
indemnify the indemnified party for such
claim under this Agreement only to the
extent that the indemnifying party has
been prejudiced by the lack of timely and
adequate notice; (ii) permitting the
indemnifying party to assume full
responsibility and authority to investigate,
prepare for, defend against, and settle any
such claim or demand; and (iii) assisting
the indemnifying party, at the
indemnifying party’s reasonable expense,
inthe investigation of, preparation for, and
defense of any such claim or demand. If
the indemnifying party assumes the
defense of a third-party claim, the
indemnifying party will not be subject to
any liability for any settlement of such
claim made by the indemnified party
without the indemnifying party’s consent,
which consent may not be unreasonably
withheld or delayed.

(c)

Fakultni nemocnice Brno/
SRA-MMB-301

této Smlouvy Odskodnovanou stranou
Zdravotnického zafizeni, (iv)
nedodrzovani  jakychkoli  platnych
zakonl nebo predpisi Odskodiovanou
stranou Zdravotnického zafizeni; nebo
(v) nedbalosti ¢i umyslného nespravného
jednani Odskodnované strany
Zdravotnického zatizeni.

Souhlas kazdé ze Stran uvedeny v
odstavcich 12(a) a 12(b) vyse je
podminén tim, ze odSkodnovana strana:
(1) zajisti pisemné oznameni odskodiujici
strané o jakémkoliv naroku, pozadavku
nebo zalob& vyplyvajici
Z odskodiiovanych c¢innosti ve lhite
tficeti (30) dnti poté, co se odskodnovana
strana dozvi o tomto naroku, pozadavku
nebo zalobé, za predpokladu, ze jakékoli
nedodrZzeni  povinnosti  informovat
odskodnujici stranu o pfevzeti oznameni
o naroku odskodnovanou stranou zbavuje
odskodiiujici stranu jejiho zavazku
odskodnit odskodnovanou stranu za tento
narok podle této Smlouvy, a to pouze v
rozsahu, v jakém odskodiujici strana

nebyla vcas informovana pomoci
prislusného  oznameni; (i) dovoli
odskodiiujici  strané¢ ptevzit plnou
odpovédnost a opravnéni vysSetfit,

pfipravit se, branit se a urovnat jakykoliv
takovy narok nebo pozadavek; a (iii)
poskytne  odskodnujici  strané na
ptiméfené ndklady odskodiujici strany
soucinnost pii vySetfovani, piipravé a
obrané¢ proti jakémukoliv takovému
naroku nebo pozadavku. Pievezme-li
odskodnujici strana obhajobu proti
naroku-tieti osoby, odskodiujici strana
neponese zadnou odpovédnost za
jakékoliv urovnéni takového néaroku
provedeného odskodnovanou stranou bez
souhlasu odskodnujici strany, pficemz
tento souhlas nesmi byt bezdivodné
odepien a jeho poskytnuti bezdivodné
oddalovano.
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13. CERTIFICATIONS.

a)

b)

The Institution and Investigator each
certify that it/he/she has the legal authority
to enter into this Agreement and that the
terms of this Agreement are not in conflict
with any other agreements to which
it/he/she is legally bound. Institution and
Investigator agree not to enter into any
agreement or engage in any activities that
would materially impair its or his or her
ability to complete the Study in
accordance with this Agreement and this
Protocol. Notwithstanding the foregoing,
nothing in this Agreement shall be
construed to limit the freedom of the
Investigator or Institution to engage in
clinical trials under other grants, contracts
or agreements with parties other than PRA
or Sponsor.

The Institution and the Investigator hereby
individually certify that: (i) they have not
been debarred or disqualified from
participating in clinical research under any
laws or regulations; (ii) they are not under
investigation by any governmental or
regulatory authority. If during the term of
this Agreement, the Institution or the
Investigator (i) becomes debarred or
disqualified or (ii) receives notice or threat
of an action with respect to its debarment
or disqualification; or (iii) issanctioned by
any regulatory authorities or other
governmental authorities, the Institution
and/or the Investigator, asthe case may be,
shall notify Sponsor immediately.

The Institution and the Investigator hereby
individually certify that they have not and

Fakultni nemocnice Brno/
SRA-MMB-301

13. POTVRZENI.

a)

b)

Zdravotnické zafizeni 1 ZkousSejici
potvrzuji, ze jsou podle zakona opravnéni
uzavfit tuto Smlouvu a ze podminky této
Smlouvy nejsou v rozporu s zadnymi
jinymi smlouvami, které jsou pro né
podle zékona zavazné.  Zdravotnické
zatizeni a ZkouSejici se zavazuji
neuzaviit  zadnou  smlouvu  ani
nevykonavat jakékoli jiné ¢innosti, které
by podstatnym zplisobem negativng
ovlivnily jejich schopnost provadét Studii
podle této Smlouvy a tohoto Protokolu.
Bez ohledu na to, co jiz bylo feceno,
nesmi byt nic uvedeného v této Smlouve
vykladano jako omezeni svobody
Zkousejictho  nebo  Zdravotnického
zatizeni Ucastnit se klinickych hodnoceni
v ramci jinych grantt, smluv nebo dohod
s jinymi stranami nezZ s PRA nebo
Zadavatelem.

Zdravotnické zatizeni a ZkousSejici timto
kazdy sam za sebe potvrzuji, ze: (i) nebyli
vylouceni ani diskvalifikovani z i¢asti na
klinickém vyzkumu podle jakychkoli
prav  nebo ptedpisi; (ii) nejsou
vySetfovani ~ zadnym  stdtnim  ani
regulacnim organem. Pokud béhem doby
platnosti této Smlouvy Zdravotnické
zatizeni nebo Zkousejici (i) bude
vylouc¢en nebo diskvalifikovan (ii) obdrz
ozndmeni nebo mu bude hrozit pravni
postih v souvislosti s jeho vylouc¢enim
nebo diskvalifikaci; nebo (iii) bude
sankcionovan jakymikoli regulacnimi
organy nebo jinymi organy statni spravy,
Zdravotnické zafizeni, pripadné
Zkousejici, podle okolnosti, je povinen
neprodlené o téchto skutecnostech
informovat Zadavatele.

Zdravotnické zatizeni a Zkousejici timto
kazdy sam za sebe potvrzuji, Ze nemaji
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d)

will not use in any capacity the services of
any individual or entity which has been
debarred or disqualified from participating
in clinical research under any laws or
regulations. In the event that the
Institution or the Investigator becomes
aware of the debarment, threatened
debarment, disqualification or threatened
disqualification of any such individual or
entity, the Institution and/or the
Investigator, as the case may be, shall
notify Sponsor immediately.

Institution and Investigator each on its
own behalf, certify that Institution and
Investigator and Institution’s and its
affiliates’ respective directors, officers,
employees or agents (all of the foregoing,
collectively “Institution Representatives”)
has not taken any action that would result
in a violation of applicable anti-bribery or
anti-corruption laws, rules or regulations
(collectively, the  “Anti-Corruption
Laws”). Institution and Investigator each
on its own behalf, certify that Institution
and Investigator have conducted and will
conduct their own businesses in
compliance with the Anti-Corruption
Laws. Sitewill have necessary procedures
in place to prevent bribery and corruption
at the Site. The Site also agrees that
Sponsor and PRA shall have the right,
from time to time, upon written notice to
Institution and Investigator, to conduct an
audit of Site’s policies, books, records and
accounts related to the Study to verify
compliance with the provisions of this
Agreement. Site agrees to cooperate fully
with such audit at reasonable times and
upon reasonable notice. Without limiting
any other remedies at law or equity,
Sponsor may terminate this Agreement for
any violation of the Anti-Corruption
Laws.

d)

Fakultni nemocnice Brno/
SRA-MMB-301

anevyuziji Zadnym zplsobem zadné
sluzby jednotlivce nebo subjektu, ktery
byl vylouéen nebo diskvalifikovan
zucCasti na klinickém vyzkumu podle
jakychkoli zakonli nebo predpisi.
V ptipad¢, ze Zdravotnické zafizeni nebo
Zkousejici zjisti, ze doslo k vylouceni,
hrozbé vylouceni, diskvalifikaci nebo
hrozbé  diskvalifikace  kteréhokoliv
Z jednotlivci nebo subjektd,
Zdravotnické zafizeni, pripadné
Zkousejici, podle okolnosti, budou
neprodlené informovat Zadavatele.

Zdravotnické zatizeni i Zkousejici, kazdy
za sebe potvrzuji, Ze ZkouSejici |
Zdravotnické zatizeni a jeho pobocky ¢i
prislusni teditelé, vedouci pracovnici,
zamestnanci  nebo  zprostfedkovatelé
(vSichni spolecné dale oznacovani jako
,Zastupci  Zdravotnického  zafizeni®)
nepodnikli zaddné kroky, které by
predstavovaly poruseni platnych zakonu,
pravidel nebo piedpisit zamétenych proti
uplatkarstvi a korupci (spolecné dale
oznacovanych  jako ,Protikorupcni
zékony*“).  Zdravotnické zafizeni a
Zkousejici kazdy sam za sebe potvrzuji,
ze Zdravotnické zatfizeni a Zkousejici
vykonavaji a budou vykonavat svou
obchodni  ¢innost v  souladu s
Protikorupénimi zikony.  Resitelské
centrum ma zavedeny postupy pro
prevenci uplatkarstvi a korupce na
Pracovidti. ReSitelské centrum se
zavazuje respektovat pravo Zadavatele a
PRA  prilezitostné a na zaklad¢
pisemného  oznameni  doruceného
Zdravotnickému zafizeni a ZkouSejicimu
provést audit zasad, ucetnich a jinych
zéznamil Resitelského centra
vztahujicich se ke Studii za ucelem
ovéfeni shody s ustanovenimi této
Smlouvy. Regitelské centrum  se
zavazuje poskytnout plnou soucinnost v
ramci takového auditu konaneého v
pfimétené dobé a na zaklade primétencho
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e) During the course of the Study, Institution
and Investigator may each have access to
material non-public information about
Sponsor, a publicly traded company.
Institution and Investigator each on its
own behalf certify that will not trade on
the basis of any Confidential Information
to the extent it constitutes material non-
public information about Sponsor.
Institution will cause Institution’s
directors, officers, employees, agents and
advisors to comply with the provisions of
this Section 13(e).

14. ASSIGNABILITY.

Site may not assign any of its rights or delegate any
performance under this Agreement, voluntarily or
involuntarily, whether by merger, consolidation,
dissolution, operation of law, or any other manner
except with the prior written consent of Sponsor,
and any purported assignment or delegation without
Sponsor’s written consent is void.

Sponsor reserves the right to assign or transfer this
Agreement or any of the rights or obligations under
this Agreement to a third party.

15. NOTICES.

With the exception of Study funds paid by Sponsor
pursuant to Section 2 hereof, all notices required or
permitted to be given under this Agreement shall be

Fakultni nemocnice Brno/
SRA-MMB-301

ozndmeni.  Bez omezeni jakychkoli
ndhrad skody podle zakona nebo prava
ekvity je Zadavatel opravnén odstoupit
od této Smlouvy z divodu jakéhokoli
poruseni Protikorupcnich zakont.

e) V pribéhu Studic mohou mit
Zdravotnické zafizeni a ZkousSejici
pfistup k  zisadnim  nevefejnym
informacim o Zadavateli, ktery je
spolecnosti ] akciemi  vefejne
obchodovatelnymi na burze.

Zdravotnické zatizeni a Zkousejici kazdy
sam za sebe potvrzuji, ze nebudou
uzavirat obchodni transakce na zakladé¢
jakychkoli Dlvérnych informaci v
rozsahu, v némz predstavuji zasadni
nevefejné informace o Zadavateli.
Zdravotnické zatizeni zajisti, Ze feditelé,
vedouci pracovnici, zameéstnanci,
zprostfedkovatelé a poradci budou
dodrzovat ustanoveni tohoto odstavce
13(e).

14. POSTUPITELNOST.

Regitelské centrum neni opravnéno postoupit sva
prava ani delegovat néjaké vykony dobrovolné ¢i
nedobrovolng, at’ jiz na zakladé fuze, slouceni,
zruseni, ptisobenim prava nebo jakymkoli jinym
zpisobem vyjma s predchozim pisemnym
souhlasem Zadavatele, a jakékoli domnélé
postoupeni nebo delegovani bez pisemného
souhlasu Zadavatele je neplatné.

Zadavatel si vyhrazuje pravo prevést nebo

postoupit tuto Smlouvu nebo kterékoli z prav nebo
zavazktl podle této Smlouvy na tieti osobu.

15. OZNAMOVANI.

S vyjimkou prostiedki na provadéni Studie, které
uhradi Zadavatel v souladu s ¢lankem 2 této
Smlouvy, musi byt veskera oznameni, ktera maji
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in writing and shall be (a) delivered personally, (b)
sent by certified mail, (c) sent by a nationally-
recognised courier guaranteeing next-day delivery,
or (d) by PDF document via email which will be
deemed delivered at the beginning of the next
regular business day following successful
transmission to the recipients below. The Parties
agree that changes to the addresses below for
receipt of notices under this Section may be
effected by a letter signed by the relevant Party and
does not require an amendment to this Agreement
signed by all Parties:

If to the Institution:

Fakultni nemocnice Brno

Jihlavska 20

625 00 Brno

Czech Republic

Attention: director of the Institution

If to the Investigator:

Fakultni nemocnice Brno

Interni hematologicka a onkologicka klinika
Jihlavska 20

625 00 Brno

Czech Republic

Attention: |IENENEEE

If to the Sﬁonsor:

Sierra Oncology, Inc.

46701 Commerce Center Drive
Plymouth, MI 48170, U.S.A.

with a copy to: | NN
and with a Copy to PRA:

c/o Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park
Reading, Berkshire, RG2 6AD

United Kingdom

Attention: Director of Global Contracts

16. USE OF NAMES.

The Institution and Investigator shall not use the

Fakultni nemocnice Brno/
SRA-MMB-301

nebo mohou byt podavana podle této Smlouvy, v
pisemné formé a musi byt a) dorucena osobné, b)
zaslana postou jako doporucena zasilka, ) zaslana
celostatné uznavanou kuryrni sluzbou zarucujici
doruceni nasledujiciho dne, nebo d) u dokumentt
ve forméatu PDF zasilanych e-mailem se mé za to,
ze byly doruceny na zacatku nasledujiciho
pracovniho dne od data ispésného odeslani, a to
pfijemcim uvedenym nize. Smluvni strany se
dohodly, Ze zmény adres uvedenych nize pro
pfijem oznameni dle tohoto ¢lanku mohou byt
sdéleny dopisem podepsanym piislusnou smluvni
stranou a nevyzaduji dodatek k této Smlouvé
podepsany vSemi smluvnimi stranami:

Pokud jsou urceny pro Zdravotnické zatizeni:
Fakultni nemocnice Brno

Jihlavska 20

62500 Brno

Ceska republika

K rukém: feditele zdravotnického zafizeni

Pokud jsou urceny pro Zkousejiciho:
Fakultni nemocnice Brno

Interni hematologicka a onkologicka klinika
Jihlavska 20

625 00 Brno

Ceska republika

K rukam: [

Pokud i sou uréeni ﬁro Zadavatele:

Sierra Oncology, Inc.

46701 Commerce Center Drive
Plymouth, M1 48170, U.S.A.

v kopii: N

a v kopii pro PRA:

c/o Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park
Reading, Berkshire, RG2 6AD

United Kingdom

K rukdm: teditele pro globalni smlouvy

16. UZIVANI NAZVU.

Zdravotnické zafizeni a ZkouSejici nejsou
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name, symbols and/or trademarks of PRA or the
Sponsor in any form of publicity in connection with
the Study unless explicitly approved by PRA or the
Sponsor in advance. Institution and Investigator
agree that, in accordance with applicable law,
Sponsor may make public the amount of funding
provided hereunder for the conduct of the Study and
may identify Institution and Investigator as part of
this disclosure.

17. INFORMATION TECHNOLOGY
SECURITY AND SYSTEMS

IT and
measures

a) Each Party shall maintain
organisational security
sufficient to protect the personal
information, when in such Party’s
possession and whilst being transferred to
the other Party, or to PRA, or other third
parties as permitted by the Protocol or by
Sponsor. The Institution and Investigator
shall ensure that all Study Team members
comply with the obligationsimposed upon
them by applicable data protection laws
and specifically, the removal of subject
personal identifiers from any
communications external to the site unless
necessary for safety purposes or required
by law.

b) Mobile health (mHealth) applications,
where used in the pursuit or provision of
the services, shall comply with applicable
electronic security requirements, medical
device legislation, if applicable and all
applicable data protection laws to ensure
the security of all confidential and subject
personal information transmitted in this
manner. Study Data obtained through
mobile applications shall be securely
stored as long as required by applicable
legislation and regulations.

Fakultni nemocnice Brno/
SRA-MMB-301

opravnéni pouzivat v jakékoli formé publicity v
souvislosti se Studii nazev, symboly, pfipadné
ochranné znamky PRA nebo Zadavatele, pokud to
vyslovné piedem PRA nebo Zadavatel neschvali.
Zdravotnické zafizeni a Zkousejici souhlasi s tim,
ze v souladu s platnymi ptedpisy mtize Zadavatel
zvetejnit vysi prostfedklt poskytnutych na
provadéni Studie na zakladé této Smlouvy a v
ramci tohoto zvefejnéni muze identifikovat
Zdravotnické zatfizeni a Zkousejiciho.

17. BEZPECNOST A SYSTEM
INFORMACNICH TECHNOLOGII.

a) Kazdda ze Stran bude spravovat
informacni  technologie a  zajisti
organizan¢  bezpe€nostni  opatieni

dostateCna pro ochranu osobnich udaji,
kterd jsou v jeji vlastnictvi a zaroveti jsou
postoupena jiné Strané nebo PRA, nebo
jinym tietim strandm, jak to umoziuje
Protokol nebo Zadavatel. Zdravotnicke
zatizeni zajisti, aby vSichni c¢lenové
Tymu Studie postupovali v souladu
s povinnostmi, které jsou ukladané
platnymi zakony na ochranu osobnich
udaju a konkrétné s témi, které se tykaji
odstranéni  osobnich  identifikator(
subjektu hodnoceni z jakékoliv externi
komunikace mimo Resitelské centrum,
pokud to neni nezbytné z bezpecnostnich
divodi, nebo vyzadované zakonem.

b)  Aplikace Mobilni zdravi (Mobile health—
mHealth), v piipadé, ze byly vyuzity
vramci poskytovani sluzeb, musi byt
vsouladu splatnymi elektronickymi
bezpecnostnimi pozadavky, legislativou
souvisejici se zdravotnickymi prostiedky,
pokud je aplikovatelnd, a vSemi platnymi
zakony na ochranu osobnich udaji, tak
aby byla zajiSténa bezpecnost vsech
davérnych a osobnich informaci subjekt
pfedavanych timto zpusobem. Udaje
Studie obdrzené ptes mobilni aplikace
musi byt bezpetné ulozeny v souladu
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Splatnymi  pravnimi  pfedpisy a
narizenimi.

c) Prior to the start of the Study the Sponsor C) Zadavatel je povinen pfed spusténim
is obliged to conduct and agree the Studie  realizovat a  odsouhlasit
acceptance tests with the authorized akceptacni testy, s povéfenym zastupcem
representative of the Institution”s Center Centra informatiky  Zdravotnického
of Informatics, during which the access to zatizeni, kde bude ovéfen proces
all requested systems, databases and web ptihlaSeni se do vSech pozadovanych
pages will be verified, as well as systému, databazi a webovych stranek
the uploading of the data files or the Zadavatele a fyzické odzkouseni pienosu
agreed test files. dat, piip. uploadu dohodnutych

testovacich sobort.

d) For safety reasons, the Institution only d) Zbezpecnostnich divodi Zdravotnické
supports the current version of the Java zatizeni podporuje jen aktudlni verz
application. aplikace Java.

e) Inthe event that the Sponsor cannot meet e) Vpfipadé, Ze nelze Zadavatelem splnit

the Institution”s conditions for the use of
HW and SW, the Institution reserves the
right not to accept the Sponsor's
requirements not specified prior to the
execution of the Agreement, if the
additional and unsupported configurations
and settings will conflict with the security
policy of the Institution as a system
operator of the basic services according to
§ 2 point. i) of Act No. 181/2014 Coll,, on
cyber security in the healthcare sector. In
this case, the Sponsor shall secure the
Study solution using its own resources
(e.g. PC dedicated for this Study,
including Internet connectivity - STAND
ALONE).

podminky provozu Zdravotnického
zatizeni pro pouziti HW a SW, si
Zdravotnické zatfizeni vyhrazuje pravo
nepiijmout splnéni pozadavki
Zadavatele neuvedenych pred podpisem
smlouvy, pokud dodatecné a
nepiedlozené konfigurace a nastaveni
budou v rozporu s bezpecnostni politikou
Zdravotnického zatizeni jako
provozovatele informacnich systému
zakladni sluzby dle § 2 pism. 1) zadkona ¢.
181/2014 Sb., o kybernetické bezpecnosti
v odvétvi zdravotnictvi. V tomto pripadé
Zadavatel zabezpe¢i feSeni Studie
pomoci svych vlastnich prostredkt (napf.
dedikované PC pro tuto studii, véetné
internetové  konektivity — STAND
ALONE).
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18. WAIVER; SEVERABILITY.

No waiver of any term or condition of this
Agreement whether by conduct or otherwise in any
one or more instances shall be deemed to be or
construed as a further or continuing waiver of such
term or condition, or of any other term or condition
of this Agreement. If any terms or conditions of
this Agreement are held to be invalid, illegal or
unenforceable the remaining terms and conditions
contained herein shall not be affected.

19. ENTIRE AGREEMENT; EXHIBITS;
COUNTERPARTS.

This Agreement, including the Exhibits attached
hereto, constitutes the full understanding of the
Parties with respect to the subject matter hereof and
a complete and exclusive statement of the terms of
their agreement, and no terms, conditions,
understanding or agreement purporting to amend,
modify, vary or waive the terms of this Agreement
shall be binding unless made in writing and signed
by an authorised representative of each Party
hereto. If there is a conflict between the terms of
this Agreement and the Protocol, the terms of the
Protocol will govern with respect to matters of
medicine, science, safety and the conduct of the
Study, and the terms of the Agreement will govern
all other matters. This Agreement and any
amendment hereto shall be executed in three (3)
counterparts, each of which shall be deemed an
original but taken together shall constitute one and
the same instrument. This Agreement isbeing made
in the English language and Czech language and if
there is a conflict in interpretation between the
Czech and English versions of the Agreement, the
Czech language shall control. The priority language
of this Agreement will be Czech.

Fakultni nemocnice Brno/
SRA-MMB-301

18. VZDANI SE PRAV,
ODDELITELNOST USTANOVENI.

Zadné prominuti splnéni nékterych podminek
nebo ustanoveni této Smlouvy, at’ uz jednanim
nebo jinak, se nepovazuje nebo nebude vykladano
jako dalsi nebo trvalé prominuti takovych
podminek nebo jinych podminek dle této
Smlouvy. V pfipadé ze nékteré podminky nebo
nalezitosti této Smlouvy se stanou neplatnymi,
nezdkonnymi nebo nevynutitelnymi, potom
platnost, zakonnost a vynutitelnost zbyvajicich
podminek a nalezitosti obsazenych v této Smlouvé
nebude dotcena nebo timto narusena.

19. UPLNOST SMLOUVY, PRILOHY,
VYHOTOVENI.

Tato Smlouva, véetné priloh, zaklada uplnou
dohodu Smluvnich stran ohledné¢ piredmétu
Smlouvy a Wplné vyjadieni podminek jejich
ujednani a zadné podminky, ujednani ani dohody,
o kterych se ma za to, Ze dopliuji, méni, upravuji
nebo promijeji podminky této Smlouvy, nejsou
platné, ledaze jsou v pisemné formé a podepsané
zmocnénymi zastupci smluvnich stran. Dojde-1i ke
kolizi mezi podminkami této Smlouvy a
Protokolem, podminky Protokolu jsou rozhodujici
pro zalezitosti souvisejici s medicinou, védou,
bezpecCnosti a provadénim Studie a podminkami
Smlouvy se fidi vSechny zbyvajici zalezitosti. Tato
Smlouvaa veskeré jeji dodatky budou uzavieny ve
ttech (3) vyhotovenich, z nichz se kazdé
vyhotoveni povazuje za original, ale které
spole¢né zakladaji jeden a tentyz dokument. Tato
Smlouva je vyhotovena v anglickém a ceském
jazyce a dojde-li ke kolizi vykladu mezi anglickou
a Ceskou verzi Smlouvy, plati ceska verze.
Rozhodnym jazykem této Smlouvy bude cesky
jazyk.
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20. TRVALE ZAVAZKY, PLATNOST
20. CONTINUING OBLIGATION; USTANOVENI.

SURVIVAL OF PROVISIONS.

Except as otherwise specifically provided herein,
termination of this Agreement shall not relieve any
Party hereto from any obligation under this
Agreement that accrued or arose from facts and
circumstances in existence prior thereto. In the
event of termination or expiration of this
Agreement, the rights and obligations in the
following Sections shall survive: 1(f), 2(e), 3, 4, 5,
6, 7, 8, 9(c), 9(d), 10, 11, 12,18, 19 and 20.  In
addition, the provisions of this Agreement that by
their nature contemplate continuing obligations
shall survive expiration or termination of this
Agreement.

21. GOVERNING LAW; DISPUTE
RESOLUTION.

(b) This Agreement and any non-contractual
obligations arising out of or in connection
with it are governed by and must be
construed in accordance with Czech law.

(c) Mutual rights and obligations of the

parties that are not expressly provided for

inthis Agreement shall be governed by the
civil code.

Any and all disputes arising from this Agreement
shall be resolved by the courts of the Czech
Republic.

SIGNATURES APPEAR ON FOLLOWING
PAGE

Pokud neni v této Smlouvé konkrétné uvedeno
jinak, zanikem této Smlouvy neni zadna Smluvni
strana osvobozena od svych zavazkt podle této
Smlouvy, které wvznikly nebo vyplynuly ze
skutecnosti a okolnosti existujicich pred jejim
zénikem. V piipadé vypovédi nebo uplynuti
platnosti této Smlouvy, prava a zavazky uvedené v
nasledujicich odstavcich zistavaji v platnosti: 1(f),
2(e), 3,4,5,6,7,8,9(c),9(d), 10, 11,12, 18,19 a
20. Mimo to, ustanoveni této Smlouvy, které ze
své povahy dopliiuji pietrvavajici zavazky, plati i
po uplynuti platnosti nebo po zaniku této Smlouvy.

21. ROZHODNE PRAVO, RESENI

SPORU.

a) Tato Smlouva i jakékoli mimosmluvni
povinnosti z ni nebo v souvislosti s ni
vyplyvajici se fidi a musi byt vykladany
v souladu s Ceskym pravem.

b) Vzajemnd prdva a povinnosti stran

vyslovné neupravené touto Smlouvou se
idi obCanskym zakonikem.

Veskere spory z této Smlouvy budou feseny soudy
Ceské republiky.

PODPISY  JSOU
NASLEDUJICI STRANE

UVEDENY NA
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IN WITNESS WHEREOF, the Parties have NA DUKAZ TOHO {4dn& zmocnéni zéstupci
caused this Agreement to be executed by their duly Smluvnich stran podepsali tuto Smlouvu dne, jak
authorised representatives on the date(s) indicated je uvedeno dale, ale s u¢innosti pro vsechny ucely
below, but effective for all purposes as of the k Datu u¢innosti.

Effective Date.

SPONSOR/ZADAVATEL

By/Podepsal:
Authorised Signature / podpis zmocnéného zastupce

Name/Jméno:

Title/Funkce:

Date/Datum:

INSTITUTION / ZDRAVOTNICKE ZARIZENI

By/Podepsal:
Authorised Signature/ podpis zmocnéného zastupce

Name/Jméno: prof. MUDr. Jaroslav Stérba Ph.D.
Title/Funkce:  Director / Reditel

Date/Datum:

INVESTIGATOR/ZKOUSEJICI

By/Podepsal:

Name/Jméno: [ EEEEEEEE

Title/Funkce:  Principal Investigator / Hlavni zkousejici

Date/Datum:
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EXHIBIT A / PRILOHA A
PAYMENT TERMS / PLATEBNI PODMINKY

[Exhibit A is kept blank based on non-disclosure [Ptiloha A je ponechana prazdna dle ujednani o
agreement in accordance with Article 6 nezvetejiiovani v souladu s ¢lankem ¢. 6
Publication] Zvetejnovani]
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EXHIBIT B/ PRILOHA B
BUDGET / ROZPOCET
(in English language / v Anglickém jazyce)
(in Czech language / v Ceském jazyce)

[Exhibit B is kept blank based on non-disclosure [Ptiloha B je ponechana prézdna dle ujednéani o
agreement in accordance with Article 6 nezvefejiiovani v souladu s ¢lankem ¢. 6
Publication] Zvetejnovani]
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EXHIBIT C/PRILOHAC ]
EQUIPMENT PROVIDED TO SITE / VYBAVENI POSKYTNUTE RESITELSKEMU CENTRU

Sponsor’s designated vendor will provide Site Dodavatel urfeny Zadavatelem poskytne
with the following ePRO equipment for use by ResSitelskému centru nasledujici vybaveni
each Study subject in accordance with the ePRO, které budou pouzivat subjekty Studie v

Protocol: souladu s Protokolem:

SF-550 Smartphone Smartphone SF-550
EasyCharge™/MultiCharge Cable Kabel EasyCharge™/MultiCharge
SIM Card (Handheld) Karta SIM (Handheld)
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EXHIBIT D PRILOHA D

DATAPROTECTION TERMS

1. Data Protection

1.1

(a)

(b)

(©)

(d)

Definitions: In this Exhibit, the following
terms shall have the following meanings
and all other capitalized terms shall have
the meanings as defined in the Agreement:

"controller"”, "processor", "data subject",
"personal data" and "processing” (and
"process™) shall have the meanings given in
EU Data Protection Law; and

"Applicable Data Protection Law™ means
all worldwide data protection and privacy
laws and regulations applicable to the
personal data in question, including, where
applicable, EU Data Protection Law.

"EU Data Protection Law" means (i)
Regulation 2016/679 of the European
Parliament and of the Council on the
protection of natural persons with regard to
the Processing of Personal Data and on the
free movement of such data (General Data
Protection Regulation) (the "GDPR™"); (ii)
the EU e-Privacy Directive (Directive
2002/58/EC); and (iv) any and all applicable
national data protection laws made under or
pursuant to (i) or (ii); in each case as may be
amended or superseded from time to time.

"Privacy Shield Framework™ means the
EU-US and Swiss-US Privacy Shield self-

PODMINKY OCHRANY UDAJU

1. Ochrana udaji

1.2.

Vyklad pojmii: V této Priiloze maji

nasledujici pojmy vyznam uvedeny v této Piiloze
a vSechny ostatni pojmy s velkym pocate¢nim

pismenem maji vyznam uvedeny ve Smlouve:

(a)

(b)

(©)

(d)

,Spravce”,,.zpracovatel”,  "subjekt
udaja“,,,0osobni Udaje“ a ,,proces” (a
,,Zpracovani) maji vyznamuvedeny v
Evropskych zadkonech na ochranu
osobnich udajii; a

,,Platné zakony na ochranu osobnich
udaji“ znamena vSechny zakony a
predpisy na ochranu osobnich udaji
kdekoliv na svéte, které se vztahuji na

prislusné osobni udaje, vCetné pripadné

Evropskych zakonti na ochranu
osobnich udajt.
,Evropské zakony na ochranu

osobnich udaji‘“ znamena (i) Nafizeni
Evropského parlamentu a Rady
2016/679 o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich
udaju a o volném pohybu téchto udaji
(obecné natfizeni o ochrané osobnich
udaji) (,,GDPR®); (ii) smérnice o
soukromi a elektronickych
komunikacich (smérnice 2002/58/ES);
a (iv) jakékoli a veskeré platné
vnitrostatni zakony o ochran¢ osobnich
udaju ptijaté podle (i) nebo (ii); v
kazdém ptipad¢ ve znéni pozdg&jsSich
predpisa.

,,Ramec §titu na ochranu soukromi*
Znamena evropsko-americké  a
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1.2.

1.3.

certification programs operated by the US
Department of Commerce.

Relationship of the Parties: Sponsor (the
controller) appoints Institution as a
processor to process the personal data that
is the subject of this Agreement (the
"Data"). Notwithstanding Institution’s
appointment as processor, Institution shall
remain liable as controller to the extent
Institution’s performance under this
Agreement falls under the definition of
“controller”under the EU Data Protection
Law. For the avoidance of doubt,
Institution isthe controller of personal data
processed for purposes other than the
Study, for example, the provision of
medical care.

Purpose limitation: Institution shall
process the Data as a processor as
necessary to perform its obligations under
this Agreement and strictly in accordance
with the documented instructions of
Sponsor (the "Permitted Purpose"”),
except where otherwise required by any EU
(or any EU Member State) law applicable
to Institution. In no event shall Institution
process the Data for its own purposes or
those of any third party. Institution shall
immediately inform Sponsor if it becomes
aware that  Sponsor's  processing
instructions infringe Applicable Data
Protection Law.

1.2.

1.3.

Fakultni nemocnice Brno/
SRA-MMB-301

Svycarsko-americké autocertifikacni
programy Stitu na ochranu soukromi
provozované americkym

Ministerstvem obchodu.

Vztahy Stran: Zadavatel (spravce udaja)
ustanovuje Zdravotnické zafizeni
zpracovatelem osobnich udaji podle této
Smlouvy (dale oznaCovanych jako
,Udaje). Bez ohledu na ustanoveni
Zdravotnického zafizeni zpracovatelem
udaju, Zdravotnické zafizeni i nadale nese
odpovédnost spravce tdaju v rozsahu, v
jakém plnéni vykonavané Zdravotnickym
zafizenim podle této Smlouvy spliuje
definici  ,spravce  udaji“ podle
Evropskych zakond na ochranu osobnich
udaju. Pro vylouceni pochybnosti se uvadi,
7ze Zdravotnické zafizeni je spravcem
osobnich udajt zpracovavanych pro ucely
jiné, nez jsou ucely Studie, jako je
napfiiklad poskytovani 1¢katské péce.

Omezeni _ucelu: Zdravotnické zafizeni
bude zpracovavat Udaje jako spravce
udajt, bude-li to nezbytné pro plnéni jeho
zavazkl podle této Smlouvy, a to pfisné v
souladu se zdokumentovanymi pokyny
Zadavatele  (,,Dovoleny ucel), s
vyjimkou, jak je jinak po Zdravotnickém
zatizeni vyzadovano podle jakychkoli
platnych evropskych zakont (nebo zakoni
kteréhokoliv z ¢lenskych stati EU). V
zadném ptipadé nebude Zdravotnické
zatizeni zpracovavat Udaje pro své vlastni
ucely nebo pro ucely jakékoli tfeti osoby.

Zdravotnické zatizeni bude neprodlené
informovat Zadavatele, pokud zjisti, Ze
pokyny Zadavatele tykajici se zpracovani
porusuji Platné zakony na ochranu
osobnich udaja.
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1.4. International transfers: Institution shall 1.4. Mezindrodni  prevody:  Zdravotnické
not transfer the Data (nor permit the Data zatizeni nebude prevadét zadné Udaje (ani
to be transferred) outside of the EEA unless nedovoli pfevod zadnych Udaji) mimo
(i) it has first obtained Sponsor 's prior Evropsky hospodaisky prostor (EHP),
written consent or such transfer is in pokud (i) nebude mit k dispozici ptedchozi
accordance with Sponsor’s documented pisemny souhlas Zadavatele nebo pokud je
instructions; and (ii) it takes such measures takovy  pfevod v souladu  se
as are necessary to ensure the transfer is in zdokumentovanymi pokyny Zadavatele; a
compliance  with  Applicable Data (ii) ptfijme opatfeni, kterd jsou nezbytna
Protection Law. pro zajisténi, ze pievod bude v souladu s

Platnymi zakony na ochranu osobnich
udaju.

1.5. Privacy Shield: In accordance with the  1.5. Stit na ochranu soukromi: \V souladu s
Privacy Shield Framework, to which Ramcem S§titu na ochranu soukromi, k
Sponsor self-certifies, Institution jehoz zasadam se Zadavatel hlasi,
acknowledges that Sponsor may disclose Zdravotnické zafizeni potvrzuje, Ze
the terms of this Agreement to any Zadavatel muze zptistupnit podminky této
competent US or EU regulatory body upon Smlouvy jakémukoliv kompetentnimu
their request. americkému nebo evropskému

regulacnimu organu na zaklad¢ jeho
pozadavku.

1.6. Confidentiality of processing: Institution  1.6. Divérnost _ zpracovani: — Zdravotnické
shall ensure that any person that it zafizeni zajisti, Ze jakakoli osoba, ktera
authorises to process the Data (including bude mit opravnéni zpracovavat Udaje
Institution’s staff, agents and (v€etné pracovnikul, zprostiedkovatelti a
subcontractors) (an "Authorised Person") subdodavateli Zdravotnického zafizeni)
shall be subject to a strict duty of (ddle oznacovana jako ,,Opravnéna
confidentiality (whether a contractual duty osoba“) bude povinna zachovavat
or a statutory duty), and shall not permit mlcenlivost (na zaklad¢ smluvniho
any person to process the Data who is not ujednani nebo ulozenou zakonem) a
under such a duty of confidentiality. nedovoli zpracovavat Udaje Z4dné osobg,
Institution shall ensure that all Authorised kterd neni vazana touto povinnosti
Persons process the Data only as necessary zachovavat mlcenlivost. Zdravotnické
for the Permitted Purpose. zafizeni zajisti, ze Opravnéné osoby budou

zpracovavat Udaje pouze pro Dovoleny
ucel.

1.7. Security: The processor shall implement  1.7. Bezpecnost: Zpracovatel je povinen

appropriate technical and organisational
measures to protect the Data (i) from

prijmout technicka a organizacni opatieni
na ochranu Udaji (i) pfed ndhodnym nebo
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1.8.

1.9.

accidental or unlawful destruction, and (ii)
loss, alteration, unauthorised disclosure of,
or access to the Data (a "Security
Incident™).

Subprocessing: Institution shall not
subcontract any processing of the Data to a
third party subprocessor without the prior
written consent of Sponsor. If Sponsor
refuses to consent to Institutions
appointment of a third party subprocessor
on reasonable grounds relating to the
protection of the Data, then either
Institution  will not appoint the
subprocessor or Sponsor may elect to
suspend or terminate the Agreement.

Cooperation _and data subjects’ rights:
Institution shall provide all reasonable and
timely assistance (including by appropriate
technical and organisational measures) to
Sponsor to enable Sponsor to respond to: (i)
any request from a data subject to exercise
any of its rights under Applicable Data
Protection Law (including its rights of
access, correction, objection, erasure and
data portability, as applicable); and (ii) any
other correspondence, enquiry or complaint
received from a data subject, regulator or
other third party in connection with the
processing of the Data. In the event that any
such request, correspondence, enquiry or
complaint is made directly to Institution,
Institution shall promptly inform Sponsor
providing full details of the same.

1.8.

1.9.

Fakultni nemocnice Brno/
SRA-MMB-301

protipradvnim zni¢enim a (ii) ztratou,
zménou, neopravnénym zpiistupnénim

nebo piistupem k Udajoim  (dale
oznatovanymi  jako »Bezpecnosti
incident®).

Subzpracovani: Zdravotnické zafizeni
nebude provadet subzpracovani
jakéhokoliv zpracovani Udaju
prostfednictvim ciziho subzpracovatele
bez predchoziho pisemného souhlasu
Zadavatele. Neudéli-li Zadavatel

Zdravotnickému zatizeni svoleni ustanovit
ciziho  subzpracovatele na zakladé
pfimétenych divodt vztahujicich se
kochran¢ Udaji, pak Zdravotnické
zatizeni bud’ subzpracovatele neustanovi,
nebo se Zadavatel muze rozhodnout
vypovédét Smlouvu nebo pozastavit jeji
platnost.

Soucinnost a prava subjektn  udaji:
Zdravotnické zafizeni =zajisti veSkerou
pfimeétenou a v€asnou soucinnost (vcetné
vhodnych technickych a organiza¢nich

opatfeni) ve prospéch Zadavatele tak, aby
Zadavatel mohl reagovat na: (i) jakykoliv
pozadavek subjektu udaji tykajici se
uplatnéni kteréhokoliv z jeho prav podle
Platnych zédkonti na ochranu osobnich
udaji (vcetné prava na pristup k osobnim
udajim, jejich opravu, prava vznést
namitku proti zpracovani, pozadovat
vymaz a prava na prenositelnost osobnich
udaji podle okolnosti); a (ii) jakoukoli
dalsi korespondenci, dotaz nebo stiznost
predlozenou subjektem udajii regulacnimu
organu nebo jiné tireti osobé v souvislosti
se zpracovavanim Udaji. V ptipadé, ze
jakykoliv takovy poZadavek,
korespondence, dotaz nebo stiznost budou
Zdravotnickému

predlozeny  pfimo
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1.10.

1.11.

Data Protection Impact Assessment: If
Institution believes or becomes aware that
its processing of the Data is likely to result
in a high risk to the data protection rights
and freedoms of data subjects, it shall
promptly inform Sponsor and Institution
shall provide Sponsor with all such
reasonable and timely assistance as
Sponsor may require in order to conduct a
data protection impact assessment in
accordance  with  Applicable  Data
Protection Law including, if necessary, to
assist Sponsor to consult with its relevant
data protection authority.

Security incidents: Upon becoming aware
of a Security Incident, Institution shall
inform Sponsor without undue delay and,
in any event, within twenty-four (24) hours
and shall provide all such timely
information and cooperation as Sponsor
may require in order for Sponsor to fulfil its
data breach reporting obligations under
(and in accordance with the timescales
required by) Applicable Data Protection
Law. Institution shall further take all such
measures and actions as are necessary to
remedy or mitigate the effects of the
Security Incident and shall keep Sponsor
informed of all developmentsin connection
with the Security Incident.

Fakultni nemocnice Brno/
SRA-MMB-301

zafizeni, Zdravotnické zafizeni bude
informovat Zadavatele a

informace o

neprodlené
poskytne
uvedeném.

mu veskeré

1.10. Posouzeni viivu na ochranu vudaji: Je-l

Zdravotnické zatizeni presvédc¢eno nebo
zjisti-li, e zpracovani Udaji bude
pravdépodobné vysoce rizikové z hlediska
ochrany prav a svobod subjektt udaju, je
povinno neprodlené informovat
Zadavatele a Zdravotnické
poskytne Zadavateli veskerou primétenou
a vCasnou soucinnost, kterou Zadavatel
muze priméfené vyzadovat za ucelem
posouzeni vlivu na ochranu udaji v
souladu se Zakony na ochranu osobnich
udajt, vcetné naptiklad bude-li zapotiebi
pomoci Zadavateli s konzultaci u
prislusného ufadu na ochranu osobnich
udaja.

zafizeni

1.11. Bezpecnostni incidenty: Zjisti-li
Zdravotnické zafizeni, ze dosSlo k
Bezpecnostnimu incidentu, bude

neprodlené informovat Zadavatele, a to v
kazdém ptipadé ve 1hité dvaceti Ctyt (24)
hodin, a poskytne vcas veskeré informace
a soucinnost, které bude Zadavatel
ptipadné vyzadovat, aby mohl spinit své
informacni povinnosti tykajici se poruseni
ochrany udaji podle Platnych zakont na
ochranu osobnich udajt (ve lhitach, které
tyto zakony ptedepisuji). Zdravotnické
zatizeni dale pfijme veskera opatieni a
kroky, které jsou zapotiebi k napraveé nebo
zmirnéni  nasledklt  Bezpecnostniho
incidentu, a bude prubézn¢ informovat
Zadavatele o vyvoji souvisejicim s
Bezpecnostnim incidentem.
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1.12.

1.13.

Deletion _or return of Data:  Upon
termination or expiry of this Agreement,
Institution shall (at Sponsor's election)
destroy or return to Sponsor all Data
(including all copies of the Data) in its
possession or control (including any Data
subcontracted to a third party for
processing). This requirement shall not
apply to the extent that Institution is
required by any EU (or any EU Member
State) law to retain some or all of the Data,
including as provided for in Section 3(a) of
this Agreement, in which event Institution
shall isolate and protect the Data from any
further processing except to the extent
required by such law until deletion is
possible.

Audit: Institution shall permit Sponsor (or
its appointed third party auditors) to audit
Institution's compliance with this Exhibit,
and shall make available to Sponsor all
information, systems and staff necessary
for Sponsor (or its third party auditors) to
conduct such audit. Institution
acknowledges that Sponsor (or its third
party auditors) may enter its premises for
the purposes of conducting this audit,
provided that Sponsor gives it reasonable
prior notice of its intention to audit,
conducts its audit during normal business
hours, and takes all reasonable measures to
prevent  unnecessary  disruption to
Institution's operations. Sponsor will not
exercise its audit rights more than once in
any twelve (12) calendar month period,

1.12.

1.13

Fakultni nemocnice Brno/
SRA-MMB-301

Pii
vypovézeni nebo uplynuti doby platnosti
této Smlouvy Zdravotnické zatrizeni (na
zaklad€¢ rozhodnuti Zadavatele) znici
veskeré Udaje nebo vrati veskeré Udaje,
které ma ve svém drZeni nebo nad nimiz
ma kontrolu, Zadavateli (vCetné vSech

Vymaz nebo vrdceni udajii:

kopii Udaji) (véetng jakychkoli Udaju,
jejichz zpracovavani provadi
subkontrahovana tfeti osoba). Tento
pozadavek neplati v rozsahu, v némz je
Zdravotnické zafizeni povinno podle
jakychkoli evropskych zdkonti (nebo
zakonu kteréhokoliv z ¢lenskych stati)
uchovavat nékteré nebo veskeré Udaje,
véetné jak stanovi odstavec 3(a) této
Smlouvy, kdy v takovém pfipade
Zdravotnické zafizeni zajisti izolaci a
ochranu Udajii pied jakymkoliv dal§im
zpracovanim, s vyjimkou v rozsahu
pozadovaném témito zakony, dokud
nebude mozny vymaz.

. Audit: Zdravotnické zafizeni umozni
Zadavateli (nebo cizim auditorim
urenym Zadavatelem) provadét audit
dodrzovani této Prilohy ze strany
Zdravotnického zafizeni a zpfistupni
Zadavateli vSechny informacni systémy a
pracovniky, které bude Zadavatel (nebo
cizi auditofi urCeni Zadavatelem)
potfebovat k vykonu tohoto auditu.
Zdravotnické zafizeni potvrzuje, zZe
Zadavatel (nebo cizi auditofi) mohou
vstupovat do jeho prostor za ucelem
vykonu tohoto auditu, za predpokladu, ze
Zadavatel bude informovat o svém umyslu
provést audit formou pifiméfeného
ozndmeni doruceného piedem, bude
provadét audit béhem normalni pracovni
doby a pfijme veskera opatieni, aby
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except (i) if and when required by
instruction of a competent data protection
authority; or (ii) Sponsor believes a further
auditis necessary due to a Security Incident
suffered by Institution.

Fakultni nemocnice Brno/
SRA-MMB-301

zabrénil nikoliv nezbytnému naruseni
provozu Zdravotnického zatizeni.
Zadavatel neuplatni své pravo na
provedeni auditu cCastéji nez jednou za
dvanact (12) kalendafnich mésici s
vyjimkou (i) pokud a kdyz bude o uvedené
pozadan kompetentnim organem na
ochranu osobnich dajti; nebo (ii) je-li
Zadavatel presvédéen, ze dalSi audit je
nezbytny v disledku Bezpecnostniho
incidentu, ktery se stal ve Zdravotnickém
zatizeni.
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