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CLINICAL TRIAL AGREEMENT FOR
PROTOCOL GS-US-352-0101

This Clinical Trial Agreement (‘“Agreement”) is
entered into as of the day of the last party signature
(the “Effective Date”) by and among

Fakultni nemocnice Hradec Kralové, located at
Sokolskd 581, Post Code 50005, Hradec Kralové —
Novy Hradec Kralové, Czech Republic, Company
ID (IC): 00179906, Tax ID no.: CZ00179906,
represented by prof. MUDr. Roman Prymula, CSc.,
Ph.D., director (hereinafter the “Provider”)

AND
with her date of birth
permanent residency address
-
and place of work address at Faculty Hospital
Hradec Kralové, Sokolska 581, Post Code 500 05

Hradec Krilové — Novy Hradec Krilové, Czech
Republic the investigator for the Trial (the

“Investigator”)
AND

Gilead Sciences, Inc., a Delaware corporation with
headquarters located at 333 Lakeside Drive, Foster
City, California, 94404, U.S.A. (together with its
affiliates and subsidiaries, “Sponsor”™),

in connection with a clinical trial conducted
pursuant to Protocol GS-US-352-0101, “A Phase
3, Randomized, Double-blind Active-controlled
Study Evaluating Momelotinib vs. Ruxolitinib in
Subjects with Primary Mpyelofibrosis (PMF) or
Post-Polycythemia Vera or Post- Essential
Thrombocythemia Myelofibrosis (Post-PV/ET
MF)” “” (together with any amendments thereto,
which are incorporated herein by reference, the
“Protocol”) (the “Trial”), at Provider’s location
Fakultni nemocnice Hradec Kralové, Sokolska 581,
Post Code 50005, Hradec Krilové — Novy Hradec
Kralové, Czech Republic (“Trial Site”). The Trial
will be conducted under the immediate supervision
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SMLOUVA O KLINICKE STUDII PRO
PROTOKOL GS-US-352-0101

Tato Smlouva o klinické studii (“Smlouva”) je
uzaviena dne, kdy posledni ze stran pfipoji nize
sviyj podpis (“Datum Géinnosti”’) mezi

Fakultni nemocnici Hradec Kralové, se sidlem
Sokolské 581, PSC 500 05 Hradec Krélové — Novy
Hradec Krdlové, Ceska republika, IC: 00179906,
DIC: CZ00179906, jejimZz jménem jednd prof.
MUDr. Roman Prymula, CSc., Ph.D., feditel (déle
jen “Poskytovatel”)

A

I e narozen
I disou trvalého pobytu [N

a adresou
pracovisté Fakultni nemocnice Hradec Kréilové,
Sokolské 581, PSC 500 05 Hradec Krélové — Novy
Hradec Kralové, Ceské republika, zkousejicim v
ramci studie (ddle jen “Zkousejici”)

A

Gilead Sciences, Inc., obchodni spolec¢nosti
zaloZenou ve stat¢ Delaware, se sidlem v 333
Lakeside Drive, Foster City, Kalifornie, 94404,
U.S.A. (spole¢né s jejimi poboCkami a dcefinymi
spole¢nostmi ve Spojenych statech, ‘“Zadavatel”),

v souvislosti s klinickou studii provadénou v
souladu S Protokolem GS-US-352-0101,
“Randomizovand, dvojité zaslepend, aktivné
kontrolovand studie fdize 3, porovndvajici
momelotinib s ruxolitinibem u pacientiit s
primdrni  myelofibrozou (PMF), po pravé
polycytémii nebo po esencidlni trombocytemické
myelofibroze (post-PV/ET MF)” ,,* (spole¢né s
jakymikoliv dodatky k tomuto, které jsou zde
zminény, “Protokol”) (“Studie”), v lokalité
Poskytovatele Fakultni nemocnice Hradec Krélové,
Sokolska 581, PSC 50005, Hradec Kralové — Novy
Hradec Krilové, Ceské republika (“Poskytovatel”)
(“Zkousejici centrum”). Studie bude provadéna
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of the Investigator. The Trial will be conducted
using Sponsor’s trial drug(s), Momelotinib (the
“Compound”). Pharmaceutical Research
Associates CZ, S.r.0., located at
Prague 7, Jankovcova 1569/2c, Post Code: 170 00,
Czech Republic, company ID number: 27636852,
the limited liability company duly registered in the
Commercial Register of the Czech Republic
maintained by the Municipal Court in Prague,
Section C, Entry 120574, represented by MUDr.
Andrea KI¢, Proxy (the “CRO”) is serving as
Sponsor's contract research organization for the
Trial. Hereafter, Sponsor, Investigator and
Provider are sometimes referred to individually as
“Party” or collectively as the ‘“Parties.” The
Parties agree as follows:

1. OBLIGATIONS FOR THE CONDUCT

OF THE TRIAL
1.1 Compensation. Provider will

complete and return a supplier information form to
Sponsor as a precondition to receiving payments
under this Agreement. Sponsor will pay the
Provider’s payee as set forth in the Budget and
Payment Schedule attached hereto as Exhibit A
and incorporated herein by reference.

@) The Parties agree that the
compensation paid under this Agreement
constitutes the fair market value of the performance
of Trial-related activities to be provided hereunder
and is unrelated to the volume or value of any
referrals or other business otherwise generated
between the Parties

(ii) No amounts paid under
this Agreement are intended to be for, nor shall
they be construed as, an offer or payment made in
exchange for any explicit or implicit agreement to
purchase, prescribe, recommend, or provide a
favorable status for, any Sponsor’s product or
service.

(ii1) Provider and Investigator
will not seek or accept from Trial subjects or third-
party payors, including any government entity or
insurance company, compensation for any Trial
related material or service provided or paid for by
Sponsor.
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pod pfimym dohledem ZkousSejiciho. Studie bude
provedena pomoci testovacich 1€kt Zadavatele
Momelotinib (“Slouc¢enina”). Pharmaceutical
Research Associates CZ, s.r.o., se sidlem Praha 7,
Jankovcova 1569/2c, PSC
170 00, Cesk4 republika, IC: 27636852, spole¢nost
s ru¢enym omezenym fddn¢ zapsand v Obchodnim
rejstitku  Ceské republiky vedeném Méstskym
soudem v Praze, oddil C, vlozka 120574,
zastoupend MUDr. Andreou KIE, prokuristkou
(“CRO”) jedna jako smluvni vyzkumna organizace

Zadavatele ve spojeni se Studii.  Zadavatel,
ZkouSejici a Poskytovatel jsou dale nékdy
jednotlivé nazyvany “Smluvni strana” nebo

spole¢né jako “Smluvni strany.” Smluvni strany
se dohodly na nésledujicim:

1. ZAVAZKY PRO  PROVADENI
STUDIE
1.1 Platba Poskytovatel je povinen

dokoncit a vratit dodavatelsky formuladt Zadavateli
jako podminku k obdrzeni plateb dle této Smlouvy.
Zadavatel vyplati pfijemce na stran¢ Poskytovatele,
jak je stanoveno v Rozpo¢tu a Rozvrhu plateb,
které tvoii PFrilohu A této Smlouvy a odkazuje se
na n¢.

(1) Smluvni strany souhlasi,
Ze platba provedend na zdkladé této Smlouvy
predstavuje  redlnou trzni hodnotu  plnéni
souvisejiciho se Studii, které bude zajisténo podle
této Smlouvy, a Ze nesouvisi s objemem nebo
hodnotou jakychkoliv doporu¢eni nebo jinych
obchodnich  vztaht  jinak  vzniklych  mezi
Smluvnimi stranami.

(i1) Z4dné &astky vyplacené na
zaklad¢ této Smlouvy nejsou zamysleny jako
nabidka nebo platba uskute¢nénd vyménou za
jakoukoliv explicitni nebo implicitni dohodu o
zakoupeni, pfedepisovani, doporuCovédni (Ci
zajisténi pfiznivych podminek) jakéhokoli vyrobku
nebo sluzby Zadavatele a ani jako takové nebudou
chipény.

(iii) Poskytovatel a ZkouSejici
nebudou vyzadovat ani pfijimat od subjektd Studie
nebo od jinych platct, véetné vladnich subjektt
nebo pojistoven, platbu za materidly nebo sluzby
souvisejici se Studii, které dodal nebo zaplatil
Zadavatel.
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@iv) If Sponsor requires
Investigator and Cooperating Persons (as defined
below) to attend an investigator meeting for the
Trial, 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.

1.2 Trial Conduct. Provider and
Investigator will conduct the Trial at the Trial Site
in strict compliance with (i) the Protocol; (ii) the
obligations of Provider and Investigator under this
Agreement; (iii) all applicable laws, in particular
Act no. 378/2007 Coll., Act on Pharmaceuticals,
Act no. 372/2011 Coll. Act on medical services and
Act no. 101/2000 Coll. Act on personal data
protection, rules, regulations and guidance,
including, without limitation, the applicable
directives of the European Union, including those
related to the conduct of human clinical trials and
the protection of personal data (95/46/EEC) and all
applicable anti-corruption, anti-kickback, and fraud
and abuse statutes; (iv) good clinical practice

requirements as may be published by the
International Conference on  Harmonization
Harmonized Tripartite Guidelines for Good

Clinical Practice (“ICH-GCP”), including, without
limitation, GCP (ICH-E6), clinical safety data
management (ICH-E2A) and general
considerations for clinical trials (ICH-ES8); (v)
generally accepted treatment standards of the
medical profession, and (vi) all other applicable
laws and regulations of the country in which the
Trial is conducted. Provider shall be solely
responsible for any liabilities resulting from any
failure by Provider to perform in accordance with
the foregoing requirements. Neither Provider nor
Investigator will 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
Trial subjects due to emergent or urgent medical
conditions, in which case Investigator or Provider
shall notify Sponsor orally of such deviation and
justification for it 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.
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(iv) Pokud Zadavatel pozaduje,
aby se ZkouSejici a Spolupracujici osoby
(definovany nize) zucCastnil setkdni zkouSejicich
pro Studii, Zadavatel zafidi a uhradi pfimé naklady
na cestovdni, ubytovani a stravu v souvislosti s
Ucasti. Takto proplacené vydaje mohou byt vefejné
vykazatelné. Nebude vyplacena zZddnd odména v
souvislosti s tcasti na setkdni zkousejicich.

1.2 Provddéni studie Poskytovatel
bude provadét Studii ve ZkousSejicim centru studie
v ptisném souladu s (i) Protokolem; (ii) se zdvazky
Poskytovatele dle této Smlouvy; (iii) ustanovenimi
vSech pfisluSnych zdkonti, zejména zdkona C.
378/2007 Sb., Zakon o 1éC¢ivech, zakona ¢.
372/2011 Sb., Zdkon o zdravotnich sluZzbich a
zédkona ¢. 101/2000 Sb. Z&kon o ochrané osobnich
udaji, pravidly, nafizenimi a smérnicemi, vcetng,
bez omezeni, platnych smérnic Evropské Unie,
véetné téch, které se vztahuji na provadéni
humannich klinickych studii a ochran¢ osobnich
udaji (95/46/EHS) a  veSkerych platnych
protikorupcnich zakonl a zdkont na ochranu proti

uplatkarstvi, podvodim a zneuzivani; (iv)
pozadavky spravné klinické praxe, které mohou byt
publikovdny ~ Mezindrodni  konferenci  pro
harmonizaci, harmonizovanymi tripartitnimi

smérnicemi pro spravnou klinickou praxi (“ICH-
GCP”), vCetné bez omezeni GCP (ICH-E6),
smérnici o bezpecnosti prace s klinickymi daty
(ICH-E2A) a vSeobecnym zhodnocenim klinickych
studii (ICH-E8); (v) vSeobecné pfijimanymi
léCebnymi standardy v Iékaiské profesi; a (vi)
veskerymi dal$imi platnymi zdkony a ptedpisy
zemeé, v niZ bude Studie proviadéna. Vylucné
Poskytovatel bude odpovédny za veskeré zavazky
vyplyvajici z jakéhokoli neplnéni povinnosti
Poskytovatele v souladu s vySe uvedenymi
pozadavky. Ani Poskytovatel ani ZkouSejici se
neodchyli od Protokolu bez ptfedchoziho
pisemného souhlasu Zadavatele, kromé piipadd,
kdy podle odidvodnéného Iékatského nazoru
Zkousejictho je takové odchyleni nutné pro
ochranu bezpecnosti subjekti Studie v piipadé
ndhlych nebo naléhavych situacich. V téchto
piipadech Zkousejici nebo Poskytovatel uvédomi
Zadavatele ustné¢ o takové odchylce a ajeji
oduvodnéni do dvaceti ¢tyf (24) hodin po jejim
vzniku a do péti (5) pracovnich dnd po vyskytu
takového odchyleni podd Zadavateli pisemnou
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1.3 Compliance of  Investigator.
Provider and Investigator represent that
Investigator is an employee of Provider and has
executed the signature page of the Protocol and this
Agreement, and warrants that the Investigator will
comply with all terms of the Protocol and this

Agreement.

1.4 Debarment, Restriction, or
Inability of Investigator. Provider and Investigator
will immediately notify Sponsor in writing if
during the course of the Trial, Investigator: (i) is
debarred, disqualified or receives notification of
any investigation by his/her professional governing
body, any regulatory authority or other government
authority; (ii) receives notification of any
restriction on his/her clinical privileges at Provider;
(iii) is sanctioned by any regulatory authorities or
other governmental authorities; (iv) terminates or
has been terminated from his/her employment or
other contractual relationship with the Provider; or
(v) otherwise becomes unfit, unable or unwilling
to fulfill his/her obligations under this Agreement.
In the event of any of the foregoing, Provider will
ensure that the original Investigator will continue to
comply with the terms of this Agreement. If
requested by Sponsor, Provider and Investigator
will cooperate to find a suitable replacement
investigator or transition the Trial to another
Provider in a timely manner so as not to interrupt
the Trial.

1.5 EC Approvals and Informed
Consent Form. Prior to the commencement of the
Trial at the Trial Site, Provider and Investigator
will obtain approval for the Trial, including
approval of the Protocol, informed consent form
and, if applicable, pediatric assent form
(collectively, “ICF”) and any amendments to any
of the foregoing, from the applicable Ethics
Committee (“EC”) in accordance with applicable
laws, rules and regulations. Provider and
Investigator will obtain from each individual (or
such individual’s legal representative) who is to be
screened for participation in the Trial, a properly
executed ICF, as approved by Sponsor and the EC
before such individual is allowed to be screened for
participation in the Trial. Provider or Investigator
will ensure that the ICF complies in form and
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Zpravu.

1.3 Dodrzeni podminek ze strany
ZkouSejictho  Poskytovatel a ZkouSejici timto
prohlasuji, Ze ZkouSejici je zaméstnancem

Poskytovatele a Ze podepsal podpisovou stranu
Protokolu i této Smlouvy, a ddle zarucuje, Ze
ZkouSejici bude dodrzovat veskeré podminky
Protokolu a této Smlouvy.

1.4 Zastaveni Cinnosti, omezeni nebo
neschopnost  Zkousejiciho Poskytovatel a
ZkouSejici  bezodkladné¢  pisemné¢  uvédomi

Zadavatele, pokud v prubéhu Studie: (i) bude
ZkouSejicimu zastavena Cinnost, ztrati svou
kvalifikaci nebo obdrZi oznadmeni o jakémkoli
vySetfovani ze strany jeho profesionalni vedouci
organizace, jakéhokoli regula¢niho orgdnu nebo
jiné vladni organizace; (ii) ZkouSejici obdrzi
ozndmeni o jakémkoli omezeni svych klinickych
privilegii u Poskytovatele; (iii) ZkouSejici je
sankcionovén jakymkoli regulaénim organem nebo
jinou vladni organizaci; (iv) ukon¢i nebo je mu
ukoncen pracovni pomér nebo jiny smluvni vztah s
Poskytovatelem; nebo (v) jakkoli jinak se stane
nevhodnym, neschopnym nebo neochotnym plnit
své zdvazky dané touto Smlouvou. V piipade
kterékoli vySe popsané situace Poskytovatel zajisti,
aby Zkousejici nadédle dodrZzoval podminky této
Smlouvy. Na pozadiani Zadavatele budou
Poskytovatel a ZkousSejici spolupracovat pti hledani
vhodného nédhradniho zkouSejictho nebo pievodu
Studie k jinému Poskytovateli v brzkém terminu
tak, aby se Studie nepferusila.

1.5 Schvaleni Etické komise (EK) a
Formulat informovaného souhlasu Pted zahdjenim
Studie ve Zkousejicim centru obdrZi Poskytovatel a
Zkousejici od pftislusné etické komise (“EK”)
schvaleni Studie, vcetné schvaleni Protokolu,
formulafe  informovaného  souhlasu, a v
relevantnich piipadech téZ formuléie pediatrického
souhlasu (souhrnné, “ICF”) a jakychkoli dodatkd
ke kterémukoli z vySe uvedenych dokumentl v
souladu s piislusnymi zdkony, pravidly a dal$imi
pfedpisy zemé, ve které se Studie provadi.
Poskytovatel a ZkouSejici obdrzi od kazdého
jedince (nebo od zdkonného zéastupce tohoto
jedince), ktery bude hodnocen pro ucast ve Studii,
spravn¢  vyplnény ICF, jak bylo schvdleno
Zadavatelem a EK, dfive, neZ bude tomuto jedinci
umoznéno podstoupit hodnoceni pro ucast ve
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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. Provider or Investigator will
promptly supply Sponsor or CRO with appropriate
evidence of EC approval, a copy of the EC-
approved ICF, and any amendments to the ICF
later approved by the EC prior to its use by
Provider. Any proposed deviations by Provider
from Sponsor’s model ICF language must be
approved by Sponsor in advance of any use with
subjects in the Trial. Breach of this Section 1.5
will constitute a material breach of this Agreement.

1.6 Authorization. Provider and
Investigator shall ensure that the ICF obtained for
each individual who is to participate in the Trial
includes the express written authorization of such
individual (or  such individual’s legal
representative) for the collection, use, storage and
onward transfer of personal data outside the
European Union (the “Authorization”) to
document such individual’s authorization for the
disclosure of personal data by Provider to Sponsor
or CRO, applicable regulatory authorities and the
employees, agents, and independent contractors of
Sponsor and its affiliates, pursuant to the European
Union’s Directive on Data Protection (95/46/EEC),
the implementing laws and regulations of the
nation where the Trial is to be conducted
(implementing laws and regulations of the Czech
Republic) and other regulations, laws and
guidelines applicable to the protection of personal
data (collectively, “Privacy Laws”). Each Party
will cooperate in the amendment of the
Authorization or other documents as may be
necessary, from time to time, to comply with
Privacy Laws to the extent such laws apply to such
Party, and to ensure that the Trial Results (as
defined below) may be used by Sponsor for the
purposes contemplated under this Agreement.
Sponsor will be entitled to review and revise as
appropriate such Authorization or other document
or any modification thereof prior to use by
Provider, subject to subsequent approval by the EC,
as applicable.

1.7 FDA Form 1572; Financial
Disclosures. Prior to the commencement of the
Trial at Provider, Investigator will complete, sign
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Studii. Poskytovatel nebo ZkouSejici zajisti, Ze
ICF bude vyhovovat formou i obsahem pfisluSnym
zakonum, nafizenim a smérnicim, véetné ICH-
GCP, a zdkonil o ochran€¢ osobnich udajl, stejné

jako ptisluSnym podminkdm Protokolu.
Poskytovatel a ZkouSejici okamzZit¢ dodaji
Zadavateli nebo CRO piislusné doklady o

schvéleni EK, kopii ICF schvileného Etickou
komisi a jakékoli dodatky ICF pozd¢ji schvdlené
EK pfed pouZitim Poskytovatelem.  Jakékoli
Poskytovatelem navrzené odchylky ve vzorovém
jazyku ICF od Zadavatele musi byt Zadavatelem
schvaleny pied jejich pouZitim u subjektl ve Studii.
PoruSeni tohoto clanku 1.5 bude predstavovat
podstatné poruseni této Smlouvy.

1.6 Opravnéni Poskytovatel a
ZkouSejici zajisti, Ze ICF obdrZzeny od kaZdého
jedince, ktery se bude ucastnit Studie, obsahuje
vyslovny pisemny souhlas tohoto jedince (nebo
jeho zakonného zastupce) se shromazdovanim,
vyuzivanim, ukldddnim a dalSim pfevodem jeho
osobnich  1ddaji  mimo  Evropskou  Unii
(“Opravnéni”), coz bude dokumentovat souhlas
takovéhoto jedince s tim, aby Poskytovatel poskytl
jeho osobni ddaje piisluSnym vedoucim slozkdm
Zadavatele nebo CRO, piisluSnym kontrolnim
uradiim a zaméstnanclim, zastupcim a nezavislym
dodavatelim Zadavatele a jejim pobockdm v
souladu se smérnici Evropské Unie o ochrané
osobnich udajt (95/46/EHS), piislusnymi zdkony a
nafizenimi zemé€, ve které je Studie provadeéna,
(pfislusné zdkony a naiizeni Ceské republiky) a
dalS§imi ptedpisy, zdkony a smérnicemi, které se
tykaji ochrany osobnich tdajli (souhrnné“Zakony
na ochranu soukromi”). VSechny Smluvni strany
budou spolupracovat na doplnéni Oprdvnéni nebo
jinych dokumentti, které mohou byt nékdy
potiebné, tak, aby vyhovovaly Zikonim na
ochranu soukromi v rozsahu, ve kterém tyto zakony
pro danou Smluvni stranu plati, a aby zajistily, Ze
vysledky Studie (definované niZe) mohou byt
pouZzity Zadavatelem pro ucely pfedpoklddané
touto Smlouvou. Zadavatel bude oprdvnéna
pfezkoumat a pfiméfené revidovat Opravnéni nebo
jiné dokumenty nebo jakékoli jejich zmény diive
pted jejich pouZitim ze strany Poskytovatele, a to
pod podminkou nédsledného souhlasu piislusné EK.

1.7 FDA formuldaf 1572, Finanéni
informace ZkouSejici pfed zahdjenim Studie u
Poskytovatele kompletné vyplni, podepiSe a pieda
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and deliver to Sponsor or CRO the United States
Food and Drug Administration (“FDA”) Form
1572 as described in 21 CFR §312.53. In addition,
prior to the commencement of the Trial at Provider,
the Provider and Investigator shall ensure that the
Investigator and each individual listed on the FDA
Form 1572 provides to Sponsor or CRO a signed
financial disclosure form disclosing either the
existence or absence of any and all financial
interests and arrangements identified in 21 CFR §
54.4(a) so that Sponsor and its affiliates are able to
submit complete and accurate certifications or
disclosure statements as required by 21 CFR §
54.4(a). In addition, during the term of this
Agreement and for one (1) year after the
completion or termination of the Trial, Provider
and Investigator shall ensure that all individuals
listed on the FDA Form 1572 promptly notify
Sponsor of any changes or updates to the
information contained in the signed financial
disclosure forms submitted by such individuals.

1.8 Safety Reporting. Provider and
Investigator will report all serious adverse events,
Special Situation Reports (defined below), and
other safety concerns as specified in the Protocol
and in accordance with applicable laws, rules and
regulations, including, but not limited to ICH-E2A
and the European Union Directive 2001/20/EC.
For the avoidance of doubt, each of the Investigator
and the Provider will provide all reasonable
assistance to Sponsor to allow Sponsor to comply
with all applicable requirements. ‘“Special
Situation Reports” means: a) pregnancy reports;
b) reports of medication error, abuse, misuse, or
overdose; c) lack of effect reports, d) reports of
adverse reactions in infants following exposure
from breastfeeding; e) reports of adverse reactions
associated with product complaints; and f) reports
arising from occupational exposure.

1.9 Trial Personnel Personal Data.
Personal data relating to the Provider, Investigator,
and Trial Personnel will be processed and held on
one or more databases. Such data may be used for the
purposes of: (i) the conduct of the Trial; (ii)
verification by governmental or regulatory
agencies, Sponsor, CRO, their agents and affiliates;

(iii)) compliance with legal and regulatory
requirements; (iv) publication on
GSI-FORM-CR_CTA EU_3Party 01 Mar 2013 Page 6 of 31
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Zadavateli nebo CRO formulatr FDA (United
States Food and Drug Administration) ¢. 1572,
jak je popsdn v 21 CFR §312.53. Ddéle pted
zahdjenim Studie u Poskytovatele zajisti ZkousSejici
a Poskytovatel, Ze ZkouSejici a kazdd jednotliva
osoba zapsand na formuldfi FDA 1572 poskytnou
Zadavateli nebo CRO podepsany formuléf
finan¢nich informaci, kde pftiznaji nebo popiou
existenci vesSkerého finanéntho z4jmu a zaleZitosti
popsanych v 21 CFR § 54.4(a) tak, aby Zadavatel a
jeho pobocky byly schopny poskytnout kompletni a
presné wujiSténi nebo prohldSeni o poskytnuti
informaci, které je vyZadovano 21 CFR § 54.4(a).
Déle béhem doby trvani této Smlouvy a po dobu
jednoho (1) roku po dokonceni nebo ukonceni
Studie Poskytovatel nebo ZkouSejici zajisti, Ze
vSichni jedinci uvedeni na formuldfi FDA 1572
ihned uvédomi Zadavatele o jakychkoli zménich
nebo  opravich informaci obsazenych v
podepsaném  formuladfi finan¢nich informaci
predlozeném témito jedinci.

1.8 Bezpecnostni hlaseni Poskytovatel
a ZkouSejici budou hlédsit vSechny zdvaZné
nezddouci piihody, HlaSeni zvlaStnich situaci
(definované niZe), a/nebo nebo jiné bezpecnostni
problémy, které jsou urceny v Protokolu a v
souladu s piisluSnymi zdkony, pravidly a
vyhlaSkami, které, kromé jinych, obsahuji ICH-
E2A a Smérnici Evropské Unie 2001/20/ES. Pro
vylou¢eni pochybnosti se timto sjedndvd, ZzZe
Zkousejici i Poskytovatel poskytnou pfimerenou
pomoc Zadavateli, aby mu umoznili vyhovét vSem
ptislusnym pozadavkim. ,HlaSeni zvlastnich
situaci“ znamenaji: a) hlaSeni t&hotenstvi; b)
hlaseni chybného podani, zneuZziti a nespravného
uziti 1€kt nebo predavkovani 1éky; c) hlaseni
nedostatecné ucinnosti; d) hlaseni nezadoucich
ucinkil u kojenct po expozici pfi kojeni; e) hlaseni
nezadoucich uc¢inkli spojovanych se stiZznostmi na
piipravek a f) hladSeni souvisejici s pracovni
expozici.

1.9 Osobni udaje Zaméstnancii
zapojenych do vykonu klinického hodnoceni.
Osobni ddaje spojené s  Poskytovatelem,
Zkousejicim a Zaméstnanci zapojenymi do vykonu
klinického hodnoceni budou zpracoviany a
uchovavany vjedné ¢i vice databazich. Takové
udaje mohou byt pouZity pro ucely: (i) provedeni
Klinického hodnoceni; (ii) ovéfeni vladnimi nebo
kontrolnimi urady, Zadavatelem, smluvni
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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 affiliates,
subsidiaries, representatives, and contractors
working on behalf of Sponsor, and to regulatory
authorities across the world. The Provider will ensure
that all necessary consents are in place to allow for
the uses described in this Section.

2. TRIAL DRUG; MATERIALS
TRANSFER;RECORDS RETENTION;
INSPECTION
2.1 Trial Drug.

@) Provider and Investigator

acknowledge that the Compound is owned or
controlled by Sponsor and that neither the terms of
this Agreement nor the Protocol, nor any activities
conducted by Provider or Investigator for the Trial,
shall be construed to grant to either Provider or
Investigator any rights in or to the Compound.

(ii) Except as otherwise agreed
by the Parties, Sponsor will provide the Compound
and any control/placebo materials administered to
Trial subjects as part of the Trial (collectively, the
“Trial Drug”) free of charge to hospital pharmacy
of the Provider for administering or dispensing
solely by or under the supervision of Investigator or
sub-investigators to Trial subjects at the Trial Site
in strict compliance with the Protocol.

(ii1) Provider and Investigator
shall use the Trial Drug solely to conduct the Trial
in strict compliance with the Protocol and for no
other purpose, and shall not transfer the Trial Drug
to any third parties. Provider and Investigator shall
handle, store, ship and dispose of the Trial Drug as
directed by Sponsor or its designee and in
compliance with all applicable laws, rules, and
regulations.
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vyzkumnou organizaci, jejich jednateli a
pfidruzenymi osobami; (iii) dodrZovani zdkonnych

a pravnich pozadavkd; (iv) zvefejnéni na
internetovych strankach na adrese
www.clinicaltrials.gov ~a na  internetovych

strankdch a v databdzich, které slouZi podobnym
ucelum; a (v) uchovavani v databazich k umoznéni
vybéru  zkouSejicich pro budouci klinicka
hodnoceni. Osobni tidaje mohou byt zpfistupnény
nebo poskytnuty pfidruzenym nebo dcefinym
spole¢nostem, zastupcim a smluvnim partnerim
Zadavatele pracujicim jménem Zadavatele a
kontrolnim dfadim po celém svété. Poskytovatel
zajisti, aby byly podepsidny vesSkeré dokumenty
souhlasu s pouZitim téchto ddaji pro ucely popsané
v tomto Clénku.

PREVOZ
UDAJU,

2. ZKOUSENE  LECIVO,
MATERIALU, UKLADANI
KONTROLA

2.1 ZkouSené 1éCivo

1) Poskytovatel a ZkouSejici
jsou si védomi, Ze Sloucenina je vlastnéna nebo
fizena Zadavatelem a Ze Zddnd podminka této
Smlouvy ani Protokolu, ani Zidnd Ccinnost
provadénd Poskytovatelem nebo ZkouSejicim v
rdmci Studie nebude vykldddna jako wudéleni
jakéhokoli prava ke Slouceniné€ Poskytovateli nebo
Zkousejicimu.

(i) Pokud se Smluvni strany
nedohodnou jinak, Zadavatel poskytne Slouceninu
a jakékoli kontrolni ¢i placebo latky podavané
subjektim ve Studii jako soucast Studie (souhrnné
“ZkouSené lé¢ivo”) bezplatné do nemocni¢ni
lékarny Poskytovatele k podavani nebo nakladani s
ni pouze podle urceni nebo pod dohledem
Zkous$ejictho nebo spolu-zkouSejicich, a to
subjektim Studie ve Zkousejicim centru, v pfisném
souladu s Protokolem.

(ii1) Poskytovatel a Zkousejici
budou pouzivat Zkousené 1é¢ivo pouze k provadéni
Studie v piisné shod€ s Protokolem a ne k Zddnému
jinému tucelu, a neptedaji ZkousSené 1é¢ivo Zadné
tteti strané.  Poskytovatel a ZkouSejici budou
manipulovat, ukladat, transportovat nebo likvidovat
Zkousené 1écivo tak, jak je urCeno Zadavatelem
nebo jeho zastupci, a to v souladu s piisluSnymi
zdkony, pravidly a vyhlaSkami.
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@iv) Provider and Investigator
will ensure that empty and partially used Trial Drug
containers and any Trial Drug remaining at the
Trial close-out visit at the Trial Site or upon early
termination of this Agreement are disposed of or
returned to Sponsor in accordance with the
Protocol.

W) Neither Sponsor’s support
of the Trial, nor Provider’s or Investigator’s
participation in the Trial, impose any obligation,
express or implied, for Provider or Investigator to
purchase, prescribe, provide favorable formulary
status for, or otherwise support Sponsor’s products.

(vi) Unless required by the
Protocol, neither Provider nor Investigator will
modify the Trial Drug or its container. If the
Provider’s policy requires any modification to the
Trial Drug container, such modification must be
approved in advance in writing by Sponsor.

2.2 Specimens and Other Materials.
Diagnostic tests, bodily fluids, tissue biopsies, data
or other materials collected for the Trial will be
used by Provider and Investigator solely for
purposes of the Trial and only as specified in the
Protocol and this Agreement.

2.3 Records Maintenance and
Retention. Investigator and Provider will maintain
adequate and accurate records relating to the
disposition of the Trial Drug and the performance
of all required Protocol procedures on Trial
subjects, including but not limited to, written
source documents, medical records, charts
pertaining to individual Trial subjects, “Case
Report Forms” (“CRFs”), accounting records,
notes, reports, and data. Provider and Investigator
will retain these documents for the longer of: (i) at
least 5 years after completion or earlier termination
of the Trial at all participating providers; (ii) 2
years after the last approval of a marketing
application for the Compound in the United States,
European Union and Japan; (iii) 2 years following
notification from Sponsor that it has formally
discontinued clinical development of the
Compound; or (iv) such other minimum retention
period requirements as required by applicable law.
Provider or Investigator will notify Sponsor in
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(iv) Poskytovatel a ZkouSejici
zajisti, Ze prdzdné a Cdaste€né pouZité baleni
ZkouSeného 1éciva a jakékoli zbyvajici mnoZstvi
ZkouSeného 1éciva pfi zdveéreCné navstéveé na
Zkousejicim centru nebo pii pfed¢asném ukonceni
této Smlouvy bude znehodnoceno nebo vriceno
Zadavateli v souladu s Protokolem.

V) Podpora Zadavatele Studii
ani tucast Poskytovatele nebo ZkouSejiciho ve
Studii nezakladaji Z&dny vyslovny ¢i implicitni
zdvazek Poskytovatele nebo ZkousSejictho k
ndkupu, predepisovéni, poskytovini zvyhodnéného
rezimu preskripce nebo k jakékoli jiné podpote
produkti Zadavatele.

(vi) Pokud to  nevyzaduje
Protokol, Poskytovatel ani ZkouSejici nebudou
modifikovat ZkouSené 1éCivo nebo jeho baleni.
Pokud politika Poskytovatele vyZaduje jakékoli
modifikace baleni Zkouseného 1é¢iva, musi tyto
zmény byt pfedem pisemnou formou schvileny
Zadavatelem.

2.2 Vzorky a jiné materialy
Diagnostické testy, télesné tekutiny, tkanové
biopsie, tidaje nebo jiné materidly shromazdéné pro
Studii  budou pouzity Poskytovatelem a
Zkousejicim pouze pro potieby Studie a pouze tak,
jak je uréeno Protokolem a touto Smlouvou.

2.3 Vedeni zdznamu a jejich
uchovdvini ZkouSejici a Poskytovatel povedou
dostate¢né a piesné zdznamy vztahujici se k
podavani Zkouseného 1éCiva a vykonavani vSech
vyZzadovanych postupti podle Protokolu na
subjektech Studie, zejména pisemné zdrojové
dokumenty, zdravotni zdznamy, grafy vztahujici se
k jednotlivym subjektim Studie, “Formulidfe o
ptipadu” (“CRF”), kontrolni zdznamy, pozndmky,
hlaseni a data. Poskytovatel a Zkousejici budou
mit tyto dokumenty uloZeny po nasledujici dobu:
(i) nejméné po dobu péti let po dokonceni nebo
pfedcasném ukonceni Studie u vSech tcastnicich se
poskytovateld; (ii)) dva roky po poslednim
schvaleni Zzadosti o registraci Slouceniny ve
Spojenych statech, Evropské unii a Japonsku; (iii)
dva roky po ozndmeni poskytnutém Zadavatelem,
ve kterém bude uvedeno, Ze oficialn€é ukoncila
klinicky vyvoj Slouceniny; nebo (iv) po jiné
minimdlni 1htté pro uchovavani, jak je vyZzadovano
platnymi zdkony. Poskytovatel nebo ZkouSejici
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writing prior to destruction of any Trial-related
records and, if requested by Sponsor, shall transfer
such records to Sponsor at Sponsor’s expense.

2.4 Inspection and Assistance with
Regulatory Matters.

@) At reasonable times and
upon reasonable notice, Sponsor and its respective
appointed representatives shall have the right to
inspect, audit, and monitor the Trial Site,
Provider’s facilities, and all records described in
Section 2.3. Each of the Provider, Trial Site and
Investigator will cooperate with Sponsor and its
appointed representatives with respect to such
inspections, audits and monitoring visits.

(i) Provider and Investigator
will notify Sponsor immediately upon receiving
notice of, and will cooperate with Sponsor on any
impending inspection or other action related to the
Trial by the FDA or other governmental or
regulatory authority. Provider and Investigator will
promptly provide Sponsor with a copy of any
documentation relating to the Trial received from
or sent to the FDA or any other regulatory
authority.

(ii1) At Sponsor’s request and
expense, Provider 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 will attend meetings with such
regulatory authorities regarding such applications.

3. REPRESENTATIONS AND
WARRANTIES
3.1 Each of Provider and Investigator

represents and warrants 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. Neither Provider nor Investigator will enter
into any agreement or engage in any activities that
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uvédomi Zadavatele pisemnou formou pted
zniCenim jakychkoli zdznami vztahujicich se ke
Studii a na poZddani Zadavatele pievezou tyto
zdznamy Zadavateli na ndklady Zadavatele.

2.4 Kontrola a soucinnost v

zaleZitostech regulace

1) V pfiméfenych casovych
intervalech a po pfiméfeném upozornéni predem
mi Zadavatel a jeho urceni z4stupci pravo
prohliZet, kontrolovat a monitorovat ZkouSejici
centrum, zafizeni Poskytovatele a vSechny
zdznamy popsané v ¢lanku 2.3.  Poskytovatel,
ZkouSejici centrum Studie i ZkouSejici budou
poskytovat soucinnost Zadavateli a jeho ur¢enym
zastupciim v souvislosti s takovymi kontrolami,
audity a monitorovacimi ndvstévami.

(i) Poskytovatel a ZkousSejici
uvédomi okamzit€¢ Zadavatele, jakmile obdrzi
ozndmeni o jakékoli kontrole nebo jiném tkonu ve
vztahu ke Studii ze strany FDA nebo jiného
vladnitho ¢i regulacniho orgdnu, a poskytnou
Zadavateli v této souvislosti potiebnou soucinnost.
Poskytovatel a ZkouSejici ihned poskytnou
Zadavateli kopie veSkeré dokumentace vztahujici
se ke Studii ziskané od FDA nebo jiného
regulacniho organu nebo jim zaslané.

(ii1) Na Zadost a ndklady
Zadavatele budou Poskytovatel a/nebo Zkousejici
poméhat Zadavateli pfi piipraveé a zasilani novych
zku$ebnich 1é¢ebnych piipravki, novych 1é¢ebnych
piipravki a vSech jinych pre-marketingovych
aplikaci vztahujicich se ke Studii, které mohou byt
vyZadovany FDA nebo jinym regulaénim organem,
a budou pfitomni na schizkich s té€mito
regula¢nimi organy ohledné téchto aplikact.

3. PROHLASENI A ZARUKY

3.1 Poskytovatel a ZkouSejici timto
prohlasuje a zarucuje, Ze ma zdkonné pravo uzaviit
tuto Smlouvu a Ze smluvni podminky této Smlouvy
nejsou v konfliktu s Zadnou jinou smlouvou, jiZ je
zékonn¢ vazana.  Poskytovatel ani Zkousejici
neuzaviou Zddnou jinou smlouvu nebo se
nezavazou k jinym ¢innostem, které by podstatnym
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would materially impair its or his/her ability to
complete the Trial in accordance with this
Agreement and the Protocol.

3.2 Each of Provider and Investigator
represents and warrants that the Investigator is fully
qualified as a medical practitioner under applicable
laws and regulations and is fit to perform his/her
obligations under this Agreement.  Each of
Provider and Investigator represents and warrants
that it/he/she will not, in the course of performing
the Trial, use in any capacity the services of any
person or entity who has been debarred,
disqualified as an investigator, or restricted by any
national or international governmental or
regulatory authority. =~ Each of Provider and
Investigator represents and warrants that it/he/she
and none of the individuals or entities providing
services for the Trial on behalf of Provider and
Investigator  (collectively, the “Cooperating
Persons”), are or have ever been debarred,
disqualified, restricted, or banned from conducting
clinical trials or, to the best of its knowledge after
reasonable inquiry, are under investigation by any
governmental authority for any such type of
activity. Provider and Investigator (as applicable)
will notify Sponsor immediately if any of the
Cooperating  Persons becomes disqualified,
debarred or restricted, or if Provider discovers that
any of the Cooperating Persons is under
investigation by any governmental authority for
any such type of activity.

33 Anti-Corruption. Provider  and
Investigator represent and warrant that neither the
Provider nor the Investigator, nor any of their
affiliates, nor any of their respective directors,
officers, employees or agents (all of the foregoing,
including  affiliates  collectively, “Provider
Representatives”) has taken any action that would
result in a violation by such persons of the Foreign
Corrupt Practices Act of 1977, as amended (such
act, including the rules and regulations thereunder,
the “FCPA”), the Convention on Combating
Bribery of Foreign Public Officials in International
Business Transactions adopted by the Negotiating
Conference of the Organization for Economic Co-
operation and Development on 21 November 1997
(such convention, including the rules and

GSI-FORM-CR_CTA EU_3Party 01 Mar 2013
GS-US-325-0101,

Page 10 of 31

zpusobem branily jejich schopnosti dokongéit Studii
v souladu se Smlouvou a Protokolem.

3.2 Poskytovatel a ZkousSejici timto
prohlasuji a zaruCuji, Ze ZkouSejici je plné
kvalifikovany jako 1ékai podle platnych zdkonu a
provadécich pravnich predpist a Ze je schopen plnit
své zavazky dle této Smlouvy. Poskytovatel a
ZkouSejici timto prohlasuje a zaruCuje, Ze v
pribéhu provadéni Studie nebude vyuzivat v
jakékoli formé sluzeb jiné osoby nebo subjektu,
jimZ byla zastavena ¢innost, jiZ nemaji potfebnou
kvalifikaci jako zkouSejici nebo jimZ bylo natfizeno
omezeni ze strany jakéhokoli ndrodniho nebo
mezindrodniho vladdniho nebo regulacniho orgénu.
Poskytovatel a ZkouSejici timto prohlasuji a
zarucuji, Ze zadné z osob nebo subjektl
poskytujicich sluzby v ramci Studie jménem
Zkousejiciho a Poskytovatele (souhrnné
“Spolupracujici osoby”) nebyla zastavena ¢innost,
zruSena kvalifikace, nafizeno omezeni nebo
zakdzano provadéni klinickych studii ani tyto
osoby ¢i subjekty podle nejlepStho védomi
Poskytovatele a ZkouSejictho po piiméfeném
dotazovani nejsou vysetiovany jakymikoli vladnimi
ufady v souvislosti s jakymkoli takovym druhem
¢innosti. ZkousSejici a Poskytovatel (dle situace)
uvédomi ihned Zadavatele, pokud komukoli ze
Spolupracujicich osob bude odebrdna kvalifikace,
zastavena c¢innost nebo nafizeno omezeni, nebo
pokud Poskytovatel zjisti, Ze kdokoli ze
Spolupracujicich osob je vySetfovan jakymkoli
vladnim dfadem v souvislosti s jakymkoli takovym
druhem cinnosti.

33 Protikorup¢ni zakon. Poskytovatel
a ZkouSejici prohlasuji a zarucuji, Ze ani
Poskytovatel, ani ZkouSejici, ani Zadnd z jejich
pfidruZzenych spolecnosti nebo jejich jednotlivi
feditelé, ufednici, zaméstnanci ¢i jednatelé (vSichni
vySe jmenovani, vcetné¢ pridruzenych osob,
spole¢né oznacovani jako Zastupci
Poskytovatele*), neucinili zZadné kroky, které by
mély za néasledek poruSeni zdkona proti
zahraniénim korupénim praktikdm zroku 1977,
vplatném znéni (takovy zdkon, vcetné jeho
pravidel a pfedpistl, je oznacovan jako ,,FCPA®),
Umluvy o boji s podplicenim vefejnych Ginitelt
v mezinarodnich obchodnich transakcich pfiijatou
na jednani Organizace pro ekonomickou spolupraci
a rozvoj 21. listopadu 1997 (takova imluva, véetné
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regulations thereunder, the “OECD Convention”),
the U.K. Bribery Act of 2010 (“Bribery Act”), or
any other applicable anti-bribery or anti-corruption
laws, rules or regulations (collectively with the
FCPA, the OECD Convention and the Bribery Act,

the “Anti-Corruption Laws”). Provider and
Investigator represent and warrant that the
Provider, Investigator, and Provider

Representatives have conducted and will conduct
their businesses in compliance with the Anti-
Corruption Laws. Provider and Investigator
represent and warrant that Provider and
Investigator has and will have necessary procedures
in place to prevent bribery and corrupt conduct by
Provider = Representatives. Provider and
Investigator also agree that Sponsor shall have the
right, from time to time, upon written notice to
Provider and Investigator, to conduct an audit of
Provider’s and Investigator’s policies, books,
records and accounts to verify compliance with the
provisions of this Agreement. Provider and
Investigator agree to cooperate fully with such
audit at reasonable times and upon reasonable
notice to the Provider and Investigator. Without
limiting any other remedies at law or at equity,
Sponsor may, at Sponsor’s sole discretion,
terminate this Agreement, for any violation of the
Anti-Corruption Laws.

34 Each of Provider and Investigator
represents and warrants that Investigator and all
other Cooperating Persons are, or prior to the
commencement of the Trial, will be contractually
obliged to convey to Provider all title and interest
to Trial Results and Trial Inventions as defined
below. In addition, Provider and Investigator shall
ensure that all Cooperating Persons comply with
the provisions of this Agreement.

4. CONFIDENTIALITY

4.1 Provider and Investigator will (and
will cause Cooperating Persons to) keep strictly
confidential and not disclose to third parties all
information provided by or on behalf of Sponsor or
CRO or that is generated, discovered, or obtained
by any Party as a result of the Trial (other than
patient medical records), including the Trial
Results, Trial Inventions and information related
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jejich pravidel a predpisti, je oznacovana jako
,Umluva OECD*), britského protikorup&niho
zakona z roku 2010 (,,protikorupéni zakon*) ani
zadného jiného platného zdkona proti podplaceni
nebo korupci, pravidel nebo predpist (spolecné se
zdkonem FCPA, Umluvou OECD a protikorupénim
zakonem  oznacovdny jako ,protikorupéni
zakony*). Poskytovatel a ZkousSejici prohlasuji a
zaruCuji, Ze Poskytovatel, ZkouSejici a Zastupci
Poskytovatele provadéli a budou provadét svou
obchodni ¢innost v souladu s protikorupénimi
zékony. Poskytovatel a ZkouSejici prohlaSuji a
zaruCuji, Ze Poskytovatel a ZkouSejici maji a
budou mit oSetfeny nezbytné postupy k zabranéni
korupce a nekalého jedndni ze strany Zastupctu
Poskytovatele. Poskytovatel a Zkousejici rovnéz
souhlasi s tim, Ze Zadavatel bude mit ¢as od ¢asu
pravo, na zakladé pisemného ozndmeni zaslaného
Poskytovateli a Zkousejicimu, provést audit zdsad,
ucetnich knih, zdznamt a vykazi Poskytovatele a
Zkousejictho, za ducelem ovéfeni dodrZzovani
ustanoveni této Smlouvy. Poskytovatel a Zkousejici
souhlasi stim, Ze bé&hem takového auditu
poskytnou tdplnou souinnost a  spoluprici
v pfiméfenych Casovych terminech a na zdkladé
pisemného ozndmeni poskytnutého Poskytovateli a
Zkousejicimu s dostateCnym predstihem. Zadavatel
miZe, dle svého uvazeni a bez omezeni jakychkoli
jinych prostiedki podle zdkona nebo prava ekvity,
tuto Smlouvu ukon¢it, dojde-li
k jakémukoli poruseni protikorupcnich zédkonda.

34 Poskytovatel a ZkousSejici timto
prohlaSuje a zarucuje, Ze ZkouSejici a veSkeré
ostatni Spolupracujici osoby jsou nebo pied
zahdjenim Studie budou smluvné zavazani sdélit
Poskytovateli veSkeré zdvazky a zdjmy na
vysledcich Studie a objevech Studie, jak jsou
definovany niZe. Poskytovatel a ZkouSejici navic
musi zajistit, aby Spolupracujici osoby dodrZovaly
ustanoveni této Smlouvy.

4. MLCENLIVOST

4.1 Poskytovatel a Zkousejici budou
zachovévat pifisnou mlcenlivost (a totéZ zajisti ze
strany Spolupracujicich osob) a nesdéli tfetim
osobdm 7Zadné informace poskytnuté Zadavatelem
nebo jménem Zadavatele nebo CRO nebo
informace, které wvznikly, byly objeveny nebo
ziskany jakoukoli Smluvni stranou jako vysledek
Studie (jiné neZz lékarské zdznamy o pacientovi),
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thereto (“Confidential Information”). Provider
and Investigator will wuse, and will cause
Cooperating Persons to wuse, Confidential

Information only for purposes of the Trial. The
obligations of this Section 4 will survive expiration
or termination of this Agreement. Confidential
Information will not include information that:

@) is or becomes publicly
available through no fault of Investigator or
Provider;

(i) was known to Investigator
or Provider without obligation of confidentiality
prior to receiving it either directly or indirectly
from Sponsor or CRO under this Agreement, as
demonstrated by written records predating the date
it was learned by Investigator or Provider from
Sponsor;

(iii) is disclosed to Investigator
or Provider by a third party without violation of
law or any obligation of confidentiality; or

@iv) can be shown by written
records of Investigator or Provider to have been
independently developed by Investigator or
Provider without reference to or reliance upon any
Confidential Information.

4.2 Notwithstanding any other
provision of this Agreement, Provider and
Investigator may disclose Confidential Information
to the extent required:

@) to comply with an
applicable governmental law, rule, regulation or
order, after prompt notice to Sponsor and provided
that Investigator and Provider cooperate with
Sponsor’s efforts to limit such disclosure by
appropriate legal means;

(i) to protect any Trial
subject’s safety or provide appropriate medical care
for any Trial subject, or to prevent a public health
emergency with prompt notice to Sponsor;

(iii))  for purposes of insurance
or reimbursement by a third party payor for
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véetné vysledki Studie, vyndlezti Studie a
informaci  souvisejicich s nimi (“Davérné
informace”). Poskytovatel a Zkousejici budou
pouzivat Duvérné informace pouze pro potieby
Studie (a totéz zajisti ze strany Spolupracujicich
osob). Zdavazky vyplyvajici z tohoto ¢lanku 4
zustavaji v platnosti a ucinnosti i po ukonceni
Smlouvy. Dtvérné informace nezahrnuji
informace, které:

@) jsou nebo se stanou
vetfejné dostupnymi bez pochybeni Zkousejiciho
nebo Poskytovatele,

(i1) byly znamy ZkouSejicimu
nebo Poskytovateli bez zdvazku davérnosti diive,
nez je pfimo nebo nepfimo ziskal od Zadavatele
nebo CRO v rdmci této Smlouvy, jak je doloZeno v
pisemnych zdznamech s datem pfedchdzejicim
datu, kdy ZkouSejici nebo Poskytovatel tyto
informace ziskali od Zadavatele,

(iii))  jsou sd€leny ZkouSejicimu
nebo Poskytovateli tfeti osobou bez poruseni
zédkona nebo jakéhokoli zdvazku mlcenlivosti, nebo

@iv) mohou byt  doloZeny
pisemnymi zdznamy Zkousejiciho nebo
Poskytovatele, Ze byly nezdvisle vytvoreny

Zkousejicim nebo Poskytovatelem bez jakékoli
vazby na Dlvérné informace.

4.2 Bez ohledu na jakdkoli dalsi
ustanoveni této Smlouvy mohou Poskytovatel nebo
Zkousejici  sdelit Duvérné  informace  ve
vyZadovaném rozsahu:

1) aby vyhovéli piislusnému
statnimu zdkonu, pravidlu, nafizeni nebo vyhldSce,
po okamzitém ozndmeni Zadavateli, a za
predpokladu, Ze ZkouSejici a Poskytovatel budou
spolupracovat se Zadavatelem ve snaze omezit
takovd sdéleni piisluSnymi zdkonnymi prostfedky,

(ii) aby chrénili bezpecnost
kteréhokoli subjektu hodnoceni nebo poskytli
ptisluSnou zdravotni péci kterémukoli subjektu
hodnoceni nebo zabrdnili ohrozeni vefejného
zdravi s okamZitym ozndmenim Zadavateli,

(iii) za tucelem pojisténi nebo
ndhrad platce tfeti osoby za medicinskou lécbu
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medical treatment of a Trial subject related to the
procedures included in the Protocol.

4.3 Section 4 does not limit Provider’s
or Investigator’s rights or obligations under
Sections: 1.5 (EC Approvals and Informed Consent

Form); 2.4 (Inspection and Assistance with
Regulatory Matters); 5  (Publication); 8.1
(Publicity); or 8.3 (Relationship).

4.4 Return of Confidential

Information. Upon either (i) the completion of the
Trial or termination of this Agreement; or (ii)
Sponsor’s request for any reason, Provider and
Investigator will (x) immediately cease all use of
all Confidential Information, and (y) promptly
either return to Sponsor, or if instructed by
Sponsor, destroy all Confidential Information,
including any copies, extracts, summaries, or
derivative works thereof, and certify in writing to
Sponsor the completion of such return and/or
destruction; provided, however, that Provider and
Investigator may retain one (1) copy of
Confidential Information in its legal archives solely
for the purpose of monitoring its surviving
obligations under this Agreement.

4.5 Injunctive Relief. Provider and
Investigator acknowledge that any actual or
threatened breach of this Section 4 will cause
Sponsor immediate and irreparable harm that
cannot be adequately compensated by monetary
damages, and Provider and Investigator therefore
agree that Sponsor shall not be required to
demonstrate irreparable harm in order to seek or
obtain injunctive relief for actual or threatened
breach of this Section 4. In addition to any
injunctive relief, Sponsor may seek any other
remedies available to it at law or in equity.

S. PUBLICATION

5.1 Provider and Investigator may
publish or present the results of the Trial generated
by Provider and Investigator (the “Trial Results”)
either: (i) with the advance written consent of
Sponsor; or (ii) 2 years after the completion of the
Trial at all participating providers (each, a
“Publication”).  Investigator will submit all
proposed Publications along with the name of the
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subjektu hodnoceni ve vztahu k procedurdm
obsaZenym v Protokolu.

43 Clanek 4 neomezuje priva Ci
povinnosti  Poskytovatele nebo Zkousejiciho
vyplyvajici z €lankt: 1.5 (Schvaleni EK a Formulaf
informovaného souhlasu), 2.4 (Kontrola a
souCinnost v zdlezitostech  regulace), 5
(Zvetejiiovani vysledkt), 8.1 (Publicita), nebo 8.3
(Vztahy)

4.4 Vraceni Divérnych informaci.
Nésledn€ po (i) dokonceni Klinického hodnoceni
nebo ukonceni této Smlouvy; nebo (ii) na Zadost
Zadavatele, z jakéhokoli divodu, Poskytovatel a
Zkousejici (x) ihned prestanou pouZivat veSkeré
Dtvérné informace a (y) okamzit¢ je bud vrati
Zadavateli, nebo, budou-li o to Zadavatelem
pozadani, zni¢i veskeré Duvérné informace, vcetné
jakychkoli kopif, vynatkli, souhrnii nebo z nich
odvozenych dé€l, a pisemné potvrdi Zadavateli, Ze
takové informace odevzdali a/nebo zni€ili; nicméné
za predpokladu, Ze si Poskytovatel a ZkouSejici
mohou ponechat jednu (1) kopii Duvérnych
informaci ve svych pravnich archivech vyhradné
pro tucely monitorovani svych pretrvavajicich
zavazki vyplyvajicich z této Smlouvy.

4.5 Opatieni ochranného charakteru.
Poskytovatel a ZkouSejici berou na védomi, Ze
jakékoli skute¢né nebo hrozici poruseni Clanku 4
zpisobi Zadavateli nevyhnutelné a nenapravitelné
Skody, které nelze adekvatné uhradit finan¢né, a
proto Poskytovatel a Zkousejici souhlasi s tim, Ze
Zadavatel nebude muset prokazat nenapravitelnou
Skodu ve snaze uplatnit opatfeni ochranného
charakteru ve spojeni se skute¢cnym nebo hrozicim
porusenim Cldnku 4. Kromé& jakéhokoli opatieni
ochranného charakteru mize Zadavatel usilovat o
jakdkoli jind ndpravnd opatfeni podle zdkona nebo
prava ekvity.

5. ZVEREJNOVANI VYSLEDKU

5.1 Poskytovatel a ZkouSejici mohou
publikovat nebo prezentovat vysledky Studie
vytvoiené  Poskytovatelem a  ZkouSejicim
(“Vysledky Studie”) bud: (i) s predchozim
pisemnym souhlasem Zadavatele nebo (ii) 2 roky
po dokonceni Studie u vSech ucastnicich se
poskytovateld  (ddle jednotlivé  “Zvefejnéni
vysledkd”). ZkouSejici ptedlozi Zadavateli
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intended scientific journal, forum or conference, to
Sponsor prior to submission of the Publication (30
days prior for manuscripts and 15 days for abstracts
and oral presentations). Provider and Investigator
will delete references to Sponsor’s Confidential
Information in any paper or presentation and, at
Sponsor’s request, delay such Publication for up to
45 days in order to permit Sponsor to obtain
appropriate intellectual property protection on any

Confidential Information contained in the
Publication.
5.2 Other than as permitted in Section

5.1, the use of Sponsor’s name, or the names of
Sponsor’s  affiliates or employees, in any
publication is governed by Section 8.1. . If
Sponsor requests Investigator to present the multi-
site Trial results on behalf of Sponsor, Sponsor will
either reimburse Investigator or arrange and pay for
the expenses directly for travel, accommodation,
and meals in connection with such presentation.
Such covered expenses may be publicly reportable.
No compensation will be paid in connection with
presenting the results.

6. TRIAL RESULTS AND INVENTIONS

6.1 Sponsor owns all data, Trial
Results, Confidential Information, CRFs and all
other information generated as a result of or in
connection with the conduct of the Trial, excluding
Provider’s  patient medical records and
Investigator’s personal notes.  Sponsor hereby
grants to the Provider a non-exclusive, non-
transferable, non-sublicensable right to use the
Trial Results solely for its own internal, non-
commercial research, patient care, and educational
purposes subject to the terms of Section 5.1.

6.2 All inventions, ideas, methods,
works of authorship, know-how or discoveries that
are made, conceived, or reduced to practice by
Provider, Investigator or Cooperating Persons: (i)
as a result of or in connection with the conduct of
the Trial; (ii) that incorporate or use Confidential
Information; or (iii) that are directly related to the
Compound, and in each case together with all
intellectual ~property rights relating thereto
(collectively, “Trial Inventions™), will be the sole
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vSechna navrhovand Zvefejnéni vysledkl spolu s
nazvem piisluSného odborného €asopisu, féra nebo
konference pted jejich pteddnim ke zvetfejnéni (30
dnti pfedem u rukopist a 15 dnti pfedem u vytahil a
ustnich prezentaci). Poskytovatel a ZkousSejici
odstrani odkazy na jakékoli Duvérné informace
Zadavatele ze vSech predndSek a prezentaci a na
zadost Zadavatele odlozi Zvetejnéni vysledkd az o
45 dnt, aby mél Zadavatel moZnost zajistit
odpovidajici ochranu svého dusSevniho vlastnictvi
ve vztahu k Divérnym informacim obsaZenym v
takovém Zvetejnéni vysledka.

5.2 Kromé pifipadi povolenych dle
Clanku 5.1 vySe se pouziti ndzvu obchodni firmy
Zadavatele nebo nazvil ¢i jmen jejich pfidruZenych
spolecnosti ¢i zaméstnanct v jakékoli publikaci fidi
ustanovenimi ¢lanku 8.1 této Smlouvy. Pokud bude
Zadavatel pozadovat, aby ZkouSejici prezentoval
vysledky z  multicentrické studie jménem
Zadavatele, Zadavatel bud’ wuhradi vydaje
Zkousejicimu, nebo piimo zajisti a uhradi vydaje za
cestovné, ubytovani a stravu v souvislosti s takovou
prezentaci. Takto proplacené vydaje mohou byt
vefejné¢ vykazatelné. Nebude vyplacena Zadna
odmeéna v souvislosti s prezentaci vysledk.

6. VYSLEDKY STUDIE A VYNALEZY

6.1 Zadavatel je vlastnikem veSkerych
dat, Vysledkt Studie, Dtvernych informaci, CRF a
veSkerych dalSich informaci ziskanych na zakladé
provadéni Studie nebo v souvislosti s ni, kromé
lékaiskych zdznaml Poskytovatele o pacientech a
osobnich poznamek Zkousejicitho. Zadavatel timto
udéluje Poskytovateli nevyhradni, nepfevoditelné a
nesublicencovatelné priavo pouzivat Vysledky
Studie vyhradné pro potfeby vlastnitho interniho
nekomerénitho vyzkumu, péfe o pacienty a pro
vzdélavaci ucely v souladu s ustanovenimi ¢lanku
5.1 vyse.

6.2 Veskeré vyndlezy, ndpady,
metody, autorskd dila, know-how, objevy ucinéné,
ziskané nebo uvedené do praxe ze strany
Poskytovatele, Zkousejictho nebo Spolupracujici
osoby: (i) na zdkladé¢ provddéni Studie nebo v
souvislosti s nf; (ii) jeZ obsahuji nebo vyuZivaji
Duvérné informace; nebo (iii) jeZ se piimo vztahuji
ke Sloucening, a to ve vSech uvedenych piipadech
véetné piislusSnych prav k duSevnimu vlastnictvi
(déle souhrnné “Vynalezy Studie”) jsou vylu¢nym
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and exclusive property of Sponsor or its designee.
Provider and Investigator will promptly disclose all
Trial Inventions to Sponsor in writing. Provider
and Investigator each hereby assigns, and will
cause Cooperating Persons to assign, all right, title
and interest in all Trial Inventions to Sponsor or its
designee. At Sponsor’s request and expense,
Provider and Investigator shall take, and shall cause
Cooperating Persons to take, all additional actions
as Sponsor deems necessary to perfect the interest
of Sponsor or its designee in Trial Inventions or to
obtain patents or otherwise protect the interest of
Sponsor or its designee in Trial Inventions.

7. INSURANCE AND SUBJECT INJURY

7.1 Each Party will maintain in effect
appropriate levels of insurance or self-insurance for
the duration of the Trial in amounts sufficient to
meet its liability obligations under this Agreement.
Provider will maintain, or will cause Investigator to
maintain, adequate levels of medical malpractice
insurance for the term of the Trial. Provider and
Investigator will provide certificates of insurance to
Sponsor upon reasonable request. Provider and
Investigator will notify Sponsor in writing within
20 days of any notice of cancellation or non-
renewal of, or material change in, or claim against,
its insurance coverage that could reasonably affect
Provider’s or Investigator’s obligations under this
Section 7.1. Each Party’s insurance coverage will
comply with applicable laws, rules, regulations and
insurance guidelines.

7.2 The Sponsor hereto acknowledges,
that in accordance with § 52 Act on Drugs No.
378/2007 Coll., as amended, contract insurance of
liability for damage for the Investigator and the
Sponsor has been ensured. This policy also duly
covers compensable death of subjects of
assessment or compensation of the subjects of
assessment in case of injury resulting from and
sustained in course of performance of the Study. A
copy of the Contract of Insurance in the Czech
Republic may be provided to Provider upon written
request
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vlastnictvim Zadavatele nebo ji ur¢eného subjektu.
Poskytovatel a ZkousSejici neprodlené sdéli veskeré
Vynélezy Studie Zadavateli pisemnou formou.
Poskytovatel a ZkousSejici timto postupuji veskera
prava, opravnéni a naroky k Vyndleziim Studie na
Zadavatele nebo ji ureny subjekt a totéZ zajisti ze
strany  Spolupracujicich  osob. Na Zadost
Zadavatele a na jeji ndklady ucini Poskytovatel a
Zkousejici veSkerd dodatecnd opatfeni (a totéZz
zajisti ze strany Spolupracujicich osob), jeZ bude
Zadavatel povaZovat za nezbytné k zajiSténi prav
Zadavatele nebo ji ur¢eného subjektu k Vynélezim
Studie nebo ke ziskdni patentl ¢i jiné formy
ochrany Vynélezl Studie ze strany Zadavatele nebo
jim ur¢eného subjektu.

7. POJISTENI A PREDMET SKODY
SUBJEKTU HODNOCENI
7.1 Kazd4 ze Smluvnich stran bude po

dobu provadéni Studie udrZovat odpovidajici
pojisténi ve vySi dostacujici k pokryti jejich
zdvazkd  vyplyvajicich z této  Smlouvy.
Poskytovatel bude po dobu trvani Studie udrZovat
pojisténi proti chybé pii vykonu lékaiské péle v
odpovidajici vysi (nebo zajisti jeho udrzovani ze
strany Zkousejictho). Poskytovatel a ZkouSejici
predloZi Zadavateli na jeho odiivodnénou Zadost
osvédCeni o existenci pojisténi. Poskytovatel a
Zkousejici oznami Zadavateli do 20 dnd po
obdrzeni jakéhokoli oznidmeni o zruSeni nebo
neobnoveni pojistky nebo o jeji podstatné zméné
nebo o pojistném néroku z pojisténi, jez by mohly
ovlivnit zavazky Poskytovatele nebo Zkousejiciho
dle tohoto ¢lanku 7.1. VySe pojistného kryti kazdé
ze Smluvnich stran bude odpovidat pfisluSnym
zdkontim, pravidlim, provadé&jicim pravnim
predpisim a pokyntiim tykajicim se pojisténi.

7.2 Zadavatel timto bere na védomi, ze
v souladu s §52 zikona ¢. 378/2007 Sb., Zakon o
1éCivech, ve znéni pozdé&jSich predpisi, bylo
zajiSténo pojisténi odpovédnosti za Skodu pro
Zkousejictho a Zadavatele. Toto pojisSténi se
vztahuje také na ftadny narok na ndhradu Skody
v piipadé  smrti  subjektu  hodnoceni nebo
odSkodnéni v pifipadé Skody vzniklé na zdravi
subjektu hodnoceni v disledku a utrpéné v prubéhu
provadéni klinického hodnoceni. Kopie Pojistné
smlouvy v Ceské republice miize byt poskytnuta
Poskytovateli na zdklad€ pisemné zadosti.
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7.3 If at any time during the Trial,
Provider, Investigator or Sponsor reasonably
concludes that any Trial subject should
immediately be withdrawn from participation in the
Trial, the Parties will cooperate to safely withdraw

such Trial subject.

8. GENERAL

8.1 Publicity. Sponsor will not use the
name of Provider or Investigator or their
employees or any of their trademarks, and Provider
and Investigator will not use the name of Sponsor
or any of its employees or any of its trademarks, in
any advertising, sales promotional material, or
press release without the relevant Party’s prior
written approval, except to the extent such
disclosure is reasonably necessary for: (i)
regulatory filings, including filings with the U.S.
Securities and Exchange Commission or the FDA
(or any equivalent oversight body in a country
other than the United States); (ii) prosecuting or
defending litigation; and (iii) complying with
applicable  laws, rules, and regulations.
Notwithstanding the foregoing, Sponsor may,
without prior consent, publicly disclose information
about Provider and Investigator as required by
applicable law, including, but not limited to
identifying Provider as the entity that is conducting
the Trial and Investigator as conducting the Trial at
Provider and the amount of funding provided and
expenses covered in connection with the Trial.
Investigator hereby consents to this disclosure.
Provider and Investigator may, without prior
consent, disclose in Provider’s confidential internal
reports or governmental reports and grant
applications, their participation in the Trial
(including Sponsor’s name, the name of the Trial
and Protocol number).

8.2 Material Non-public Information.
During the course of the Trial, Investigator and
other employees of Provider may have access to
material non-public information about Sponsor and
its research partners that are publicly traded
companies. In order to avoid any potential or
actual conflict of interest, neither Provider nor
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7.3 Pokud kdykoli béhem trvani Studie
dospéji Poskytovatel, Zkousejici nebo Zadavatel k
divodnému zavéru, Ze kterykoli ze subjektt
hodnoceni by mél byt z dcasti ve Studii okamzité
stazen, budou Smluvni strany vzdjemné
spolupracovat na bezpeCném staZeni takového
subjektu hodnoceni.

8. VSEOBECNA USTANOVENI

8.1 Publicita Zadavatel nebude
pouzivat ndzev Poskytovatele nebo jméno
ZkouSejictho ¢i jména jejich zaméstnancii nebo
kteroukoli z jejich ochrannych zndmek a
Poskytovatel a ZkousSejici nebudou pouZivat ndzev
obchodni firmy Zadavatele nebo jména jejich
zameéstnancii nebo kteroukoli z jejich ochrannych
zndmek v jakychkoli reklamnich ¢i propagacnich
materidlech nebo tiskovych zprdviach bez
pfedchoziho pisemného souhlasu druhé Smluvni
strany vyjma piipadl, kdy je takové pouZiti nutné
pro: (i) podani urCend regulacnim orgdntim, vcetné
podani Komisi pro cenné papiry USA nebo podani
FDA (nebo jinému ekvivalentnimu dozorc¢imu
organu v jiné zemi nez v USA); (ii) zahdjeni
soudniho fizeni nebo obhajobu v né€m; nebo (iii)
dodrzeni platnych zdkont, pfedpisii ¢i nafizeni.
Bez ohledu na vySe uvedené mize Zadavatel bez
pfedchoziho souhlasu zvefejnit informace o
Poskytovateli a Zkousejicim, jeZ jsou vyzadovany
ze zdkona, vcetné identifikace Poskytovatele jako
subjektu  provadé&jictho Studii a identifikace
Zkousejictho jako osoby provadéjici Studii u
Poskytovatele a vysi poskytnutych finan¢nich
prostiedkli a nédkladi uhrazenych v souvislosti
s Klinickym hodnocenim. Zkousejici timto souhlasi
s timto prohlasenim. Poskytovatel a Zkousejici
mohou bez piedchoziho souhlasu zvetfejnit v
davérnych internich zpraviach Poskytovatele nebo
ve zpravach predkladanych vlddnim organtim nebo
ve zpravach tvoficich soucast Zddosti o granty
informace o své ucasti ve Studii (véetné nazvu
obchodni firmy Zadavatele, ndzvu Studie a cisla
Protokolu).

8.2 Podstatné nevetejné informace V
prubéhu Studie mohou mit ZkouSejici a dalsi
pracovnici Poskytovatele pfistup k podstatnym
nevefejnym informacim tykajicim se Zadavatele a
jejich  vyzkumnych  partneri -  vefejné
obchodovanych spolecnosti. Aby nedoslo k
jakémukoli potencidlnimu ¢i skute€nému stfetu
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Investigator will trade in any securities of Sponsor,
or its research partners, or recommend that others
do so, during the term of the Trial when in
possession of material non-public information of
Sponsor. This Section 8.2 will not restrict Provider
or Investigator, or entity of which Provider may be
a part, from participating in pooled investment
vehicles such as mutual funds.

8.3 Relationship. For the purposes of
this Agreement, the Parties are independent
contractors and nothing contained in this

Agreement will be construed to place them in the
relationship of partners, principal and agent,
employer and employee or joint venturers. No
Party will have the power or right to bind or
obligate the other Parties, or hold itself out as
having such authority.

8.4 Term. Unless terminated earlier by
written notice of one Party to the other Parties in
accordance with Section 8.5, this Agreement will
expire upon the later of the date on which: (i)
Sponsor has received all completed CRFs from
Provider and/or Investigator; (ii) Provider and/or
Investigator have resolved all data clarification
queries, and submitted the closeout reports to the
EC and to Sponsor to Sponsor’s satisfaction; (iii)
all Trial Site closeout activities have been
completed; and (iv) Sponsor has made all payments
and reimbursements and collected all refunds due
under this Agreement. Estimated Trial timeline isffj
Bl Active treatment period lasts approx.j]
I ith an option to continue in open label for
up to 3,5 years. Follow up will last approximately

8.5 Termination.  Any Party may
terminate this Agreement upon 30 days’ written
notice to the other Parties.

8.6 Surviving Terms. In the event of
expiration of this Agreement under Section 8.4 or
termination of this Agreement under Section 8.5,
the rights and obligations in the following Sections
shall survive: 1.7, 2, 4,5, 6, 7.1 and 8, and will
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zajmu, nesmi Poskytovatel ani Zkousejici po dobu
trvani Studie, dokud maji k dispozici podstatné
nevefejné informace Zadavatele, obchodovat s
jakymikoli cennymi papiry Zadavatele ani jejich
vyzkumnych partnerd ani nesmi davat jinym
osobam doporuceni k takovym obchodim.
Ustanoveni tohoto ¢lanku 8.2  neomezuje
Poskytovatele ani ZkousSejiciho, ptipadné jakykoli
subjekt, jehoZz muZe byt Poskytovatel soucasti, v
Uasti na jakémkoli hromadném investi¢nim
nastroji, jako jsou napf. investi¢ni fondy.

8.3 Vztah Pro ucely této Smlouvy jsou
Smluvni strany navzdjem nezdvislymi subjekty a
nic z obsahu této Smlouvy nebude vykladdno jako
vytvofeni  vztahu partner, zmocnitele a
zmocnénce, zaméstnavatele a zaméstnance nebo
spolecného podniku mezi nimi. Z4dna ze
Smluvnich stran neni oprdvnéna zavazovat druhou
Smluvni stranu nebo jakkoli naznaCovat, Ze
takovym opravnénim disponuje.

8.4 Doba trvani Smlouvy Nebude-li
tato Smlouva vypovézena difve pisemnou vypovédi
jedné ze Smluvnich stran druhé Smluvni strané¢ dle
¢lanku 8.5 niZe, pak bude tato Smlouva ukoncena k
pozdé€jSimu z nasledujicich termint: (i) den, kdy
Zadavatel obdrzi od Poskytovatele a/nebo
Zkousejiciho veskeré vyplnéné formuldfe CRF; (ii)
den, kdy Poskytovatel a/nebo Zkousejici vyfesi
veskeré nejasnosti ohledné¢ predanych dat a
predlozi zavérecné zpravy EK a Zadavateli k jeho
spokojenosti; (iii)) den dokonceni zavére¢nych
¢innosti ve ZkouSejicim centru Studie; a (iv) den,
kdy Zadavatel provede veskeré platby a vyplati
veskeré nahrady a inkasuje veSkeré vracené Castky
dle této Smlouvy. Predpoklddand délka trvani
Studie je [l Fize aktivni 1écby trvd zhruba [}

s moznosti pokracovani v open label do 3,5
Niésledné sledovani potvrvad piiblizné

let.

8.5 Ukonceni Smlouvy Kterdkoli ze
Smluvnich stran muZe tuto Smlouvu vypovedét
pisemnou vypovédi doruenou druhé Smluvni
strané se 30denni vypovédni lhutou.

8.6 Pokracovani platnosti a dcinnosti
V piipad€ ukonceni této Smlouvy dle ¢lanku 8.4
nebo v pfipadé vypovézeni této Smlouvy dle
¢lanku 8.5 zlstdvaji v platnosti a i¢innosti prava a
povinnosti vyplyvajici z téchto ¢lankd Smlouvy:
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remain in full force and effect following
termination or expiration of this Agreement.

8.7 Entire Agreement; Amendments.
This Agreement, including any attachments
referenced herein and the Protocol constitute the
entire, final, complete and exclusive understanding
of Sponsor, Investigator and Provider concerning
the Trial. If there is a conflict between the terms of
this Agreement and the Protocol, the terms of this
Agreement will govern, except for conflicts related
to matters of medicine, science, safety and conduct
of the Trial which will be governed by the terms of
the Protocol. This Agreement may be executed in
counterparts. No changes, amendments or
alterations will be effective unless in writing and
signed by all Parties. No waiver, expressed or
implied, will be a continuing or subsequent waiver
of the particular right or obligation. Any purported
assignment or delegation by Provider or
Investigator of this Agreement or their obligations
under this Agreement will be void without
Sponsor’s advance written consent.  Sponsor
reserves the right to assign or transfer this
Agreement or any of the rights or obligations under
this Agreement.

8.8 Severability. Any provision in this
Agreement determined by proper judicial authority
to be invalid or unenforceable will be revised by
agreement of the Parties to the extent necessary to
avoid the remainder of the Agreement being invalid
or unenforceable.

8.9 Notice. Any notice or consent
required to be given under this Agreement must be
in writing and sent to the other Parties either: (i) via
a nationally recognized delivery service with
guaranteed next business day delivery, which will
be deemed delivered one (1) day after deposit with
such carrier; or (ii) by confirmed facsimile
transmission or PDF document via email which
will be deemed delivered at the beginning of the
next regular business day following successful
transmission. Notices will include reference to the
Trial Protocol number and be forwarded to the
following:
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Ustanoveni ¢lankid 1.7, 2,4, 5, 6, 7.1 a 8 zlstavaji v
plném rozsahu v platnosti a G¢innosti po ukonceni
nebo uplynuti doby trvani této Smlouvy.

8.7 Celd Smlouva, zmény a dodatky
Tato Smlouva, vcetné pfiloh, na nézZ Smlouva
odkazuje, a v€etn¢ Protokolu, pfedstavuje dplnou,
konecnou, naprostou a vyhradni dohodu mezi
Zadavatelem, ZkouSejicim a Poskytovatelem ve
vztahu ke Studii. V piipad€ jakéhokoli rozporu
mezi ustanovenimi této Smlouvy a ustanovenimi
Protokolu jsou rozhodujici ustanoveni Smlouvy s

vyjimkou rozporli tykajicich se lékatskych,
védeckych ¢i  bezpeCnostnich zdleZitosti a
samotného provadéni Studie, jez se {idi

ustanovenimi Protokolu. Tato Smlouva muze byt
vyhotovena v nékolika stejnopisech. Zadné zmény,
doplnéni ¢i dpravy Smlouvy nebudou ucinné,
pokud nebudou uzavieny pisemné a podepsiny
viemi Smluvnimi stranami. Vyslovné ¢i implicitni
vzddni se prdv nebo prominuti jakychkoli
povinnosti neni trvalym vzdidnim se prav nebo
prominutim jakychkoli néslednych povinnosti.
Jakékoli domné¢lé postoupeni nebo delegovéni této
Smlouvy ze strany  Poskytovatele  nebo
Zkousejictho nebo postoupeni jejich povinnosti
vyplyvajicich z této Smlouvy na tfeti osobu bude
neplatné bez pifedchoziho pisemného souhlasu
Zadavatele. Zadavatel si vyhrazuje pravo postoupit
nebo pfevést tuto Smlouvu nebo kterdkoli ze svych
prav a povinnosti z této Smlouvy vyplyvajicich.

8.8 Oddélitelnost Jakékoli ustanoven{
této Smlouvy, které shledd pfislusny soud
neplatnym nebo nevymahatelnym, bude upraveno
dohodou Smluvnich stran v rozsahu nutném k
zabranéni neplatnosti nebo nevymahatelnosti
zbyvajicich ¢asti Smlouvy.

8.9 Ozndmeni Vsechna ozndmeni
nebo souhlasy vyzadované dle této Smlouvy musi
byt uCinény pisemné a zaslany druhé Smluvni
strané bud: (i) celostitné uznavanou dorucovaci
sluzbou s  garantovanym  doruenim  do
nésledujiciho pracovniho dne, pficemz v takovém
pfipadé bude ozndmeni povaZovdno za dorucené
jeden (1) den po ptedani piisluSnému piepravci;
nebo (ii) faxem s potvrzenim o uskute¢néném
prenosu nebo e-mailem ve formatu PDF, pfi¢emz v
takovém pfipadé¢ bude ozndmeni povaZovédno za
doru¢ené na zaCitku nésledujictho obvyklého
pracovniho dne po tsp&$ném pienosu. Ozndmeni
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If to Provider:

Fakultni nemocnice Hradec Kralové

Sokolska 581, Post Code 50005, Hradec Kralové —
Novy Hradec Krilové, Czech Republic

Attention: Dasa Proktipkova — Legal Dpt.

Tel (for courier use):

Facsimile: +420495833800

Email: dasa.prokupkova@fnhk.cz

If to Sponsor:

Gilead Sciences, Inc.

333 Lakeside Drive

Foster City, California 94404
Attention: Corporate Legal Affairs
Tel (for courier use): +1.650.574.3000
Facsimile: +1.650.522.5771

Email: [

If to Investigator:

Fakultni nemocnice Hradec Kralové

IV. Internal Hematology Clinic

Sokolska 581, Post Code 50005, Hradec Kralové —
Novy Hradec Kralové, Czech Republic

Attention: [
Tel (for courier use): || GG

Facsimile: [N

Email: [

8.10  Force Majeure. If any Party’s
performance of this Agreement is prevented,
restricted or delayed (either totally or in part) for
reasons beyond the affected Party’s reasonable
control and is not due to the action or inaction of
such Party, the affected Party will, upon giving
notice to the other Parties, be excused from such
performance to the extent of such prevention,
restriction or delay; provided, that, the affected
Party will use commercially reasonable efforts to
avoid or remove such causes of non-performance
and will continue its performance whenever such
causes are removed.

8.11  Governing Law. This Agreement
shall be governed by the laws of the Czech
Republic, without regard to any choice-of-law
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musi obsahovat ¢islo Protokolu Studie a musi byt
odesldna na nésledujici adresy:

Oznameni uréena Poskytovateli:

Fakultni nemocnice Hradec Kralové

Sokolska 581, PSC 500 05, Hradec Kralové —Novy
Hradec Kralové, Ceska republika

K rukdam: Dasi Prokiipkové — pravni odbor

Tel. (pro kuryrni sluzby): ]

Fax: +420495833800

E-mail: dasa.prokupkova@fnhk.cz

Oznameni uréend Zadavateli:

Gilead Sciences, Inc.

333 Lakeside Drive

Foster City, Kalifornie 94404

K rukdam: Pravni oddé€leni

Tel. (pro kuryrni sluzby): +1.650.574.3000
Fax: +1.650.522.5771

Email: |

Oznameni uréena ZkousSejicimu:

Fakultni nemocnice Hradec Kralové

IV.interni hematologicka klinika

Sokolskd 581, PSC 50005, Hradec Kralové —Novy
Hradec Kralové, Ceska republika

K rukam: [
Tel. (pro kuryrni sluzby): || GGGGGG_ocvo
I

Fax: [N
E-mail:

8.10 Vys$si moc Pokud plnéni této
Smlouvy nékterou ze Smluvnich stran bude
znemoznéno, omezeno nebo zdrZeno (zcela nebo
z¢asti) z divodi mimo pfiméfenou kontrolu
pfislusSné Smluvni strany a nebude spocivat v
jednani ¢i necinnosti této Smluvni strany, pak bude
dot¢end Smluvni strana po zaslani ozndmeni této
skutecnosti druhé Smluvni strané zproSténa plnéni
v rozsahu takové ptekazky, omezeni nebo prodlent;
to za predpokladu, Ze dotCend Smluvni strana
vynalozi pfiméfené usili k zamezeni nebo
odstranéni pficin svého neplnéni Smlouvy a Ze své
plnéni obnovi ihned po odstranéni nebo ziniku
téchto pricin.

8.11 Rozhodné pravo Tato Smlouva se
fidi pravnim fddem Ceské republiky bez ohledu na
jakékoli zasady volby prava.
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principles.

The Parties acknowledge and agree that discussion
and resolution of any disputes which are not solved
amicably shall be solved by and governed by
competent court in Hradec Kralové.

In case of any discrepancies between the English
version and Czech, the Czech version shall prevail
and govern.

This Agreement is executed in 3 counterparts, each
Party shall receive one copy.

The Agreement comes into force and effect on the
date of the signature by the last Party.
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Smluvni strany berou na vé&domi a souhlasi, Ze
projednéni a rozhodovani piipadnych sport, které
nebudou vyfeseny smirem, bude feSeno s pomoci
ptislusného soudu v Hradci Kralové.

V piipadé rozporu mezi anglickou a ceskou verzi
této smlouvy ma pfednost a je rozhodujici verze
Ceskd.

Smlouva je vyhotovena ve 3 vyhotovenich, z nichz
kazd4 smluvni strana obdrZi po jednom vyhotoveni.

Smlouva nabyva platnosti a ucinnosti dnem

podpisu posledni smluvni strany.
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IN WITNESS WHEREQF, the Parties have
entered into this Agreement as of the Effective
Date by their duly authorized representatives.

Fakultni nemocnice Hradec Kralové

By/ Podpis:

Name/ Jméno: prof. MUDr. Roman Prymula, CSc.,
Ph.D.

Title/ Funkce: Director / Reditel
Date / Datum:

By/ Podpis:

Name/ Jméno: | EENEEEE

Title/ Funkce: Investigator / Zkousejici

Date / Datum:
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NA DUKAZ TOHO, Smluvni strany uzaviely
tuto Smlouvu ke dni uUcinnosti, prostiednictvim
svych zplnomocnénych zastupct

GILEAD SCIENCES, INC.

By/ Podpis:
Name/ Jméno:John McHutchison, M.D.

Title/ Funkce:Executive Vice President, Clinical
Research

Date / Datum:
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EXHIBIT A PRILOHA A

BUDGET AND PAYMENT SCHEDULE ROZPOCET A PLATEBNI ROZVRH
GS-US-352-0101 GS-US-352-0101
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