Investigator/Zkousejici: | GGG

Institution/Poskytovatel:Fakultni nemocnice Hradec Kralové

Country/Zemé: Czech Republic

Clinical Trial Agreement

This Clinical Trial Agreement (hereinafter the
“Agreement”) is entered into as of the last date of
execution on the signature page, between the
undersigned Parties (as defined below) (the “Validity
Date”) and shall be effective on the day of its
publication in the Register of Contracts in accordance
with Act No. 340/2015 Coll. on the Register of Contracts,
as amended (the “Effective Date”):

Pharm-Olam, LLC

with principal place of business: 2000 Centregreen Way,
Suite 300, Cary, North Carolina 27513, USA (hereinafter the
“Pharm-Olam”)

Investigator:

Fakultni nemocnice Hradec Kralove

Klinika onkologie a radioterapie

Sokolska 581

500 05 - Hradec Kralove — Novy Hradec Kralové

Czech Republic (hereinafter the “Investigator”)

Institution:

Fakultni nemocnice Hradec Kralove

Klinika onkologie a radioterapie

Sokolska 581

500 05 - Hradec Kralove — Novy Hradec Kralové

Czech Republic (hereinafter the “Institution”)

Individually hereinafter referred to as “Party” and collectively
as “Parties”.

RECITALS

WHEREAS, Pharm-Olam and its affiliates has signed a
contract with Revolution Medicines, Inc., 700 Saginaw
Drive, Redwood City, CA 94063 (hereinafter referred to as
"Sponsor”), to undertake delegated tasks in the
performance and conduct of the Study (as defined below).

Smlouva o provedeni klinického hodnoceni

Tato smlouva o provedeni klinického hodnoceni (dale
jen ,,Smlouva“) se uzavira dnem posledniho podpisu na
podpisové strané mezi podepsanymi Stranami (jak je
definovana nize), (dale jen ,,Datum platnosti“) a nabyva
ucinnosti dnem uverejnéni v registru smiuv podle
zakona ¢. 340/2015 Sh. (zakon o registru smluv) ve
znéni pozdéjsich predpisu (dale jen ,,Den Géinnosti):

Pharm-Olam, LLC

s hlavnim mistem podnikani: 2000 Centregreen Way, Suite
300, Cary, North Carolina 27513, USA (dale jen ,Pharm-
Olam®)

Zkousejici:

|

Fakultni nemocnice Hradec Kralové

Klinika onkologie a radioterapie

Sokolska 581

500 05 - Hradec Kralové — Novy Hradec Kralové

Ceska republika (déle jen ,Zkousejici“)

Poskytovatel:

Fakultni nemocnice Hradec Kralové

Klinika onkologie a radioterapie

Sokolska 581

500 05 - Hradec Kralové — Novy Hradec Kralové
Ceska republika

(dale jen ,Poskytovatel)

Jednotlivé uvadény dale jako ,Strana“ a spole¢né dale jako
L,otrany”.

UVODNi USTANOVENI

JELIKOZ spole¢nost Pharm-Olam a jeji pridruzené
spole¢nosti podepsaly smlouvu se spole¢nosti Revolution
Medicines, Inc., 700 Saginaw Drive, Redwood City, CA
94063 (dale jen ,Zadavatel), kterou na sebe pfevzala
delegované ukony v rdmci vykonu a provadéni Studie (jak
je definovana nize).
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WHEREAS, Institution and Investigator are engaged in the
business of performing clinical trials and related services for
the pharmaceutical research industry.

WHEREAS, the Parties desire to enter into the Agreement
for the purpose of detailing the terms and conditions which
will govern the relationship between the Parties and in which
Pharm-Olam engages the Institution and Investigator to
perform certain services in connection with the Study, and
Institution and Investigator agree to perform such services,
all in accordance with and subject to the terms of this
Agreement.

WHEREAS, Pharm-Olam desires the Investigator, who is
an employee of Institution, to evaluate the safety and
efficacy of Sponsor's proprietary compound known as:
RMC-6291 (the “Investigational Product”) and to conduct
the following clinical trial titled: RMC-6291-001 “Phase 1/1b
, Multicenter, Open-Label, Dose Escalation and Dose
Expansion Study of RMC-6291 Monotherapy in Subjects
with Advanced KRASG2C Mutant Solid Tumors” (“Protocol”)
and any amendments thereto which may be added from
time to time (“the Study”).

WHEREAS, the Study is planned to start in July 2023 and
it is estimated that all individuals participating in the Study
(“Study Subjects”) should be enrolled by

and all clean data should be ready for collection (or entered
into CRF (as defined below)) and all queries resolved by
B cstimated duration of the Study is [
Il These dates are based on the current time-frame
specified by Pharm-Olam and/or Sponsor and may be
updated during the course of the Study. This change does
not require an amendment to this Agreement.

NOW THEREFORE, in consideration of the premises and
the mutual covenants and conditions hereinafter set forth,
the Parties agree as follows:

DEFINITIONS

The terms enumerated below, as used in this Agreement,
shall have the following meaning, unless expressly
stipulated otherwise further in this Agreement or in its
Appendices:

1) Adverse Event - any untoward medical occurrence in
a Study Subject administered with an Investigational
Product and that does not necessarily have a causal
relationship with this treatment. An Adverse Event can

JELIKOZ Poskytovatel a Zkousejici jsou &nni v odvétvi
provéadéni klinickych hodnoceni a souvisejicich sluzeb pro
farmaceuticky vyzkumny pramysl.

JELIKOZ si Strany preji uzaviit Smlouvu pro Ggely
stanoveni podminek, jimiz se bude vztah mezi Stranami
fidit a spolecnost Pharm-Olam povéfi Poskytovatele a
ZkouSejiciho, aby provedli urcité sluzby ve spojitosti se
Studii, pfiCemZz Poskytovatel a ZkouSejici souhlasi
s provedenim téchto sluzeb, to vSe podle ustanoveni této
Smlouvy a v souladu s nimi.

JELIKOZ si spole¢nost Pharm-Olam preje, aby Zkousejici,
ktery je zaméstnancem Poskytovatele, provedl hodnoceni
bezpenosti a ucinnosti patentovaného  pfipravku
Zadavatele s ndzvem: RMC-6291 (dale jen ,Hodnocené
léCivo“) a aby provedl nasledujici klinické hodnoceni
nazvané: Multicentrické oteviené klinické hodnoceni faze
1/1b eskalace a expanze davkovani monoterapie RMC-
6291 u subjektt s mutaci KRASG12C solidnich nadorl v
pokrocilém stadiu (dale jen ,Protokol) ve znéni veskerych
pfipadnych dodatku (ddle jen ,Studie®).

JELIKOZ zagatek Studie je naplanovan na ervenec 2023
a predpoklada se, Ze jednotlivci ucastnici se Studie (dale
jen ,Subjekty hodnoceni) by méli byt zafazeni do

a veSkera Cistd data by méla byt
pfipravena pro sbér (nebo zadana do CRF (dle definice
nize)) a veskeré dotazy by mély byt | GGG
Il Picdpokiadana doba trvani Studie cini [
Tyto terminy jsou zaloZeny na sou¢asném harmonogramu
uréeném spoleénosti Pharm-Olam a/nebo Zadavatelem a
mohou byt aktualizovany v pribéhu Studie. Tato zména
nevyZzaduje dodatek k této Smlouvé.

PROTO po zvéZeni vSech navrhd, vzajemnych zévazku a
podminek uvedenych dale se Strany dohodly nasledovné:

DEFINICE

Terminy niZe vyjmenované, jak je pouZiva tato Smlouva,
budou mit nasledujici vyznam, ledaze se ve Smlouvé nebo
jejich Pfilohach vyslovné stanovi jiny vyznam:

1) Nezadouci udalost - nezadouci pfihoda je kazdy
neobvykly lékafsky nalez u Subjektu hodnoceni, jemuz
je podavano Hodnocené IéCivo, a ktery nemusi mit
nutné pfi¢innou souvislost s touto 1é¢bou. Nezadouci
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therefore be any unfavorable and unintended sign
(including an abnormal laboratory finding), symptom, or
disease temporarily associated with the use of an
Investigational Product, whether or not related to the
Investigational Product.

Data Breach - shall have the same meaning as defined
under Data Protection Laws.

Data Protection Laws — all applicable laws relating to
privacy, the processing of personal data and data
protection, and/or any national laws implementing
these laws and/or regulations, as amended from time
to time, including the Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27 April
2016 on the protection of natural persons with regard
to the processing of personal data and on the free
movement of such data, the General Data Protection
Regulation (“GDPR”), as applicable to each Party.

eCRF or CRF (Case Report Form) - a printed, optical,
or electronic document designed to record all of the
Protocol required information to be reported to the
Sponsor on each Study Subject.

Ethics Committee (IEC/IRB) - an independent body (a
review board or a committee, institutional, regional,
national, or supranational), constituted of medical
professionals and non-medical members, whose
responsibility it is to ensure the protection of the rights,
safety and well-being of Study Subjects involved in the
Study and to provide public assurance of that
protection, by, among other things, reviewing and
approving/providing favorable opinion on, the Protocol,
the suitability of the investigator(s), facilities, and the
methods and material to be used in obtaining and
documenting Informed Consent of the Study Subjects.

Informed Consent - process by which a Study Subject
voluntarily confirms his or her willingness to participate
in the Study, after having been informed of all aspects
of the Study that are relevant to the Study Subject’s
decision to participate. An Informed Consent is
documented by means of a written, signed and dated
form.

Personal Data - shall have the same meaning as
defined under Data Protection Laws.

Pharmacy — a pharmacy which is either under control
of Institution (Institutional Pharmacy) or designated by
Institution to provide its services in connection with the

2)

3)

6)

7)

8)

pfihoda mlZe byt proto kazdy nepfiznivy nebo
nepfedpoklddany projev  (véetné abnormdlniho
laboratorniho nalezu), pfiznak nebo choroba ¢asové se
shodujici s pouZitim Hodnoceného IéCiva, at jiz je Ci
neni ve vztahu s Hodnocenym lécivem.

Poruseni zabezpeceni udaji — ma stejny vyznam jaky
je uveden v Pravnich pfedpisech o ochrané udajd.

Pravni predpisy o ochrané udaji - vSechny pravni
predpisy tykajici se soukromi, zpracovani osobnich
Udaji a ochrany Udaju a/nebo jakékoliv vnitrostatni
pravni predpisy provadgjici tyto pravni pfedpisy a/nebo
regulaéni opatfeni v platném znéni, véetné Nafizeni
(EU) 2016/679 Evropského parlamentu a Rady ze dne
27. dubna 2016 o ochrané fyzickych osob v souvislosti
se zpracovanim osobnich Udaju a o volném pohybu
téchto udaji, Obecné nafizeni o ochrané osobnich
udaju (dale jen ,GDPR"), podle toho, co je vhodné pro
kaZdou Stranu.

eCRF nebo CRF (Zaznam Subjektu hodnoceni) -
dokument v listinné, obrazové nebo elektronické
podobé ur€eny k zaznamenavani vsech informaci,
které jsou podle Protokolu pfedavény Zadavateli o
kazdém Subjektu hodnoceni.

Eticka komise (EK) - nezavisly organ (posudkova
komise nebo vybor, Ustavni, regiondlni, narodni nebo
nadnarodni) sloZzeny ze zdravotnickych/védeckych
odborniki a nezdravotnickych/nevédeckych ¢lend,
ktery odpovida za zajisténi ochrany prav, bezpecnosti
a zdravi Subjektt hodnoceni zafazenych do Studie a
poskytuje vefejnou zaruku této ochrany, mimo jiné
posuzovanim, schvalenim/poskytnutim souhlasného
stanoviska k Protokolu, vhodnosti
zkousejiciho/zkouSejicich,  zafizeni, postupt a
podklad(i pouZitych pfi ziskdvani a dokumentovani
Informovaného souhlasu Subjektd hodnoceni.

Informovany souhlas - proces, ve kterém Subjekt
hodnoceni dobrovolné potvrzuje svou ochotu uéastnit
se Studie poté, co byl informovan o vSech aspektech
Studie, které jsou relevantni pro rozhodnuti Subjektu
hodnoceni zuéastnit se Studie. Informovany souhlas je
dokumentovan formou pisemného, podepsaného a
datovaného formulare.

Osobni udaje - maji stejny vyznam jaky je uveden
v Préavnich pfedpisech o ochrané udajd.

Lékarna - [ékarna, jez je provozovana Poskytovatelem
(Nemocniéni |ékarna) nebo urena Poskytovatelem
k poskytovani sluzeb v souvislosti se Studii.
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Study.

Process/Processing - shall have the same meaning
as defined under Data Protection Laws.

Regulatory Authority(ies) — body(ies) having the
power to regulate, including authorities that review
submitted clinical data and those that conduct
inspections, including, but not limited to State Institute
for Drug Control (“SUKL”). These bodies are
sometimes referred to as competent authorities.

11) Services - specific tasks to be performed in connection

with the Protocol.

12) Study Team - any trained and instructed cooperating

persons who conduct the Study under the supervision
of the Investigator.

13) Sub-Investigator - any individual member of the Study

Team designated and supervised by the Investigator at
a Study site to perform critical trial-related procedures
and/or to make important Study-related decisions.

Scope of Work

1.1. The Institution and Investigator agree to conduct the

Study and also to accept responsibility for the conduct
of the Study by members of Study Team, under
Investigator’s supervision, in strict accordance with the
final, signed Protocol, as it may be amended, and this
Agreement. The Institution and Investigator warrant
that they have obtained and shall maintain all valid
permits, authorizations and approvals necessary to
perform their activities under the Study. The Institution
and Investigator also warrant, they shall use their best
efforts in performing their activities within the Study
(resolve all data queries from Pharm-Olam or Sponsor
within 5 days), cooperate with Pharm-Olam and
Sponsor in their duties to monitor the Study and further
ensure strict compliance with:

1.1.1. terms of this Agreement, the Protocol, any
and all laws, (including, but not limited to
Regulation on Clinical Trials on Medicinal
Products for Human Use 536/2014,
Pharmaceuticals Act No. 378/2007 as
amended; Healthcare Services Act No.
372/2011 as amended, Good Clinical
Practice  Regulaton No. 226/2008)
regulations, guidelines and institutional
regulations, including any regulations and

9)

Proces/Zpracovani — ma stejny vyznam jaky je
uveden v Pravnich pfedpisech o ochrané udajd.

10) Kontrolni/Regulaéni urad(y) — organ(y) opravnény/é

k provadéni regulacnich opatfeni, a to v€etné téch,
které posuzuji pfedloZzené klinické udaje a ty, které
provadeji inspekce, mimo jiné Statni dstav pro kontrolu
léCiv (dale jen ,SUKLf). Tyto ufady jsou nékdy
oznacovany téZ jako opravnéné/kompetentni urady.

11) Sluzby - konkrétni ukoly, které maji byt provedeny

v souvislosti s Protokolem.

12) Studijni tym - jakékoliv Skolené a instruované

spolupracujici  osoby,
dohledem ZkouSejiciho.

které provadi Studii pod

13) Spoluzkousejici — jakykoliv ¢len Studijniho tymu, ktery

1.

je ZkouSejicim urCen a na kterého ZkouSejici dohlizi v
misté provadéni Studie pfi vykonavani klicovych ukond
tykajicich se Studie a/nebo pfi provadéni dulezitych
rozhodnutich ve vztahu ke Studi.

Rozsah prace

1.1. Poskytovatel a ZkouSejici souhlasi, Ze provedou

Studii, a Ze také pfijmou odpovédnost za provedeni
Studie ¢leny Studijniho tymu pod dohledem
ZkouSejiciho, striktné v souladu s finalnim,
podepsanym Protokolem, pfipadné jeho pozdéjSimi
zménami a s touto Smlouvou. Poskytovatel a
ZkousSejici zaruCuiji, Ze ziskali a Ze si udrzi v platnosti
veskera povoleni, zmocnéni a schvaleni dllezita pro
provadéni  Cinnosti v souvislosti  se  Studii.
Poskytovatel a ZkouSejici téZ zaruCuji, Ze vynaloZi
veSkeré Usili pfi provadéni svych &innosti v ramci
Studie (a vyfeSi veSkeré dotazy k udajum ze strany
spole¢nosti Pharm-Olam nebo Zadavatele do 5 dnu) a
budou spolupracovat se spolecnosti Pharm-Olam a
Zadavatelem pfi plnéni jejich povinnosti monitorovat
Studii a dale zaijisti pfisny soulad s:

1.1.1. ustanovenimi této Smlouvy, Protokolu a
véemi pravnimi pfedpisy (mimo jiné
Nafizeni o  klinickych  hodnocenich
humannich 1éCivych pfipravkl 536/2014,
zakon ¢&. 378/2007 Sb., o |égivech, ve znéni
pozdéjSich predpist, zakon ¢. 372/2011
Sh., o zdravotnich sluzbach, ve znéni
pozdgjSich pfedpist, vyhladka &. 226/2008
Sb., o spravné klinické praxi ve znéni
pozdgjSich pfedpist), regulaénimi pfedpisy,
smérnicemi a nemocniénimi smérnicemi,
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guidelines governing the conduct of clinical
research reasonable guidance, and written
instructions  from Pharm-Olam  and/or
Sponsor;

1.1.2. the ethical principles of the World Medical
Association Declaration of Helsinki (the
latest version mentioned in the Protocol)
and applying consistently principles of Good
Clinical Practice (“GCP*) as may be required
by the International Conference on
Harmonization Guidelines for Good Clinical
Practice, International Conference on
Harmonization of Technical Requirements
for Registration of Pharmaceuticals for
Human Use (“ICH/GCP”), and any other
applicable regulatory requirements;

1.1.3. any and all applicable Data Protection Laws.

1.2. The Institution and Investigator shall also warrant that

they possess the required skill, experience,
knowledge, staff and access to Study Subjects to
conduct the Study, and shall:

1.2.1. provide an acceptable facility and resources
throughout the Study where the Services
pursuant to this Agreement will be
performed;

1.2.2. maintain adequate and confidential records
of Study Subjects identification, clinical

observations, laboratory tests,
Investigational Product, receipts and
disposition;

1.2.3. accurately complete CRFs in a timely
manner and

1.2.4. deliver all unused Investigation Product
supplies, all CRFs, serious Adverse Event
reports and any other Study related
information to Pharm-Olam, Sponsor, or
Regulatory Authorities, as requested and in
a timely manner.

1.3. The Investigator and Institution represent and warrant

that each has authority to enter into this Agreement
and that there is no outstanding agreement or
obligation that conflicts with the provisions of this

vetné jakychkoliv regulacnich pfedpist a
smémic tykajicich se fizeni klinického
vyzkumu a pisemnymi pokyny spole¢nosti
Pharm-Olam a/nebo Zadavatele;

1.1.2. etickymi  principy Helsinské deklarace
Svétové lékafské spolegnosti  [World
Medical Association] (posledni dostupna
verze uvedena v Protokolu) a dlsledné
uplatfiovani zasad spravné klinické praxe
(dale jen ,GCP*) podle pozadavki
Mezindrodni konference o harmonizaci
pokyn( pro spravnou klinickou praxi,
Mezindrodni konference o harmonizaci
technickych poZadavki na registraci
humannich lécivych pfipravki (dale jen
JICH/GCP*) a pouZitelnych regulacnich
pozadavk;

1.1.3. v8emi pfisluSnymi Pravnimi pfedpisy o
ochrané udajd.

1.2. Poskytovatel a ZkouSejici zaruCuji, Ze disponuiji

pozadovanymi dovednostmi, zkusenostmi,
védomostmi, persondlem a pfistupem k Subjektim
hodnoceni, pro vykon Studie a:

1.2.1. zajisti pfijatelné zazemi, zafizeni a zdroje v
prib&hu Studie, kde budou provadény
Sluzby na zakladé této Smlouvy;

1.2.2. budou vést pfiméfené a divérné zaznamy o
identifikaci Subjektd hodnoceni, jejich
klinickych  pozorovanich, laboratornich
testech, pfijmech a nakladani s
Hodnocenym léCivem;

1.2.3. budou presné a v&as vypliovat CRFs a

1.2.4. dodaji v€as podle instrukci spolecnosti
Pharm-Olam, Zadavatele nebo Regulacnich
Ufadd  veSkeré  nepouzité  zasoby
Hodnoceného 1ééiva, vesSkeré CRFs,
hlaSeni o zavaznych neZzadoucich ucincich
a jakékoliv dalSi udaje vztahujici se ke
Studii.

1.3. Zkousejici a Poskytovatel prohladuji a zaruduji, ze

maji opravnéni uzavfit tuto Smlouvu a Ze neni dosud
nevyfizenych dohod ¢i zavazkd, které by byly
v rozporu s ustanovenimi této Smlouvy a Poskytovatel
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14.

1.5.

Agreement, and that Institution and Investigator shall
not enter into any such conflicting agreement or
obligation during the Study. The Investigator will not
concurrently conduct any study that may conflict with
or negatively impact upon the goals of this Study. The
Institution and Investigator further confirm, that they
will not subcontract any services without the prior
written permission of Pharm-Olam and/or Sponsor,
and that there will not be any additional research
performed on Study Subjects, samples obtained from
Study Subjects or Study Data, unless agreed in
advance by Sponsor and included in the Protocol.

Pharm-Olam and Sponsor shall be allowed to instruct
the Investigator/Institution to stop enroliment at any
time for any reason. For example, for a multicenter
trial, enrollment by Institution/Investigator may be
stopped because the total recruitment number for the
Study has been reached. No representation/warranty
by Pharm-Olam/Sponsor as to the number of Study
Subjects to be enrolled is granted.

In the event the Investigator becomes either unwilling
or unable to perform the duties required by this
Agreement, the Institution will cooperate in good faith
and expeditiously help find a replacement investigator
acceptable to Pharm-Olam and Sponsor. It is at the
sole discretion of Pharm-Olam and Sponsor to accept
this replacement. In the event an acceptable substitute
is not found, this Agreement may be terminated by
Pharm-Olam or Institution in accordance with section
13 of this Agreement.

2. Regulatory Responsibilities

2.1. The Investigator shall not commence recruitment of
Study Subjects to the Study unless and until he/she
has submitted to Pharm-Olam each of the following:

a) the Investigator signed copy of the Protocol (approved
by both IEC and Regulatory Authority);

b) the Investigator completed and signed financial

disclosure form and any required national equivalent.
The Investigator shall warrant that the information
provided is truthful and accurate and will immediately
inform Pharm-Olam and/or the Sponsor of any change
in circumstances during the course of the Study and
one (1) year following completion of the Study.

1.4.

1.5.

2. Odpovédnosti

a Zkousejici neuzaviou, v pribéhu Studie, dohodu, €i
nepfevezmou zavazek, které by byly v rozporu se
Studii. Zkousejici nebude soubézné provadét Zzadnou
studii, kterd by byla vrozporu nebo by mohla
negativné ovlivnit cile této Studie. Poskytovatel a
ZkouSejici dale potvrzuji, Ze neuéini pfedmétem
subdodavky zadnou ze sluZeb, aniz by k tomu méli
pisemné pfedchozi svoleni spoleénosti Pharm-Olam
a/nebo Zadavatele a Ze na Subjektech hodnoceni
nebude provadén Zzadny dodateény vyzkum, ani
nebudou ziskavany dalSi vzorky od Subjekti
hodnoceni nebo ze Studijnich dat, ledaze to pfedem
odsouhlasi Zadavatel a je to uvedeno v Protokolu.

Pharm-Olam a Zadavatel jsou opravnéni udglit pokyn
ZkouSejicimu/Poskytovateli k ukon&eni naboru, a to
kdykoliv a z jakéhokoliv ddvodu. Pfikladné, v
multicentrickém klinickém hodnoceni mdZze byt nabor
ze strany Poskytovatele/Zkousejiciho ukonéen z
divodu, ze byl dosazen celkovy pocet nabiranych

Subjektt  hodnoceni vrdmci Studie. Pharm-
Olam/Zadavatel ne€ini zadné prohlaSeni ani zaruky
ohledné poCtu Subjektd hodnoceni ur€enych

k naboru.

V pfipadé, ze ZkouSejici pfestane byt schopen nebo
ochoten vykonavat své povinnosti podle této Smlouvy,
Poskytovatel bude v dobré vife spolupracovat a
promptné pomlZe najit nahradu za zkouSejiciho
pfijatelnou pro spolecnost Pharm-Olam a Zadavatele.
Je na vyluéném uvazeni spolecnosti Pharm-Olam a
Zadavatele, zda takovou nahradu pfijmou. V pfipadeé,
Ze piijatelny nahradnik neni nalezen, tato Smiouva
muze byt vypovézena spolecnosti Pharm-Olam nebo
Poskytovatelem podle ¢l. 13 této Smlouvy.

vaéi  Kontrolnim/Regulacnim

uradiim

2.1. ZkouSejici nezahdji nabor Subjektd hodnoceni do

Studie, pokud a dokud nepfedlozi spolecnosti Pharm-
Olam néasledujici dokumenty:

a) podepsanou kopii  Protokolu  ZkouSejicim
(schvaleny jak EK, tak Regulaénim ufadem);

b) Zkousejicim vyplnény a podepsany formulaf
majetkového pfiznani (Financial Disclosure Form)
a jakykoli poZadovany narodni ekvivalent tohoto
dokumentu. ZkouSejici se timto zaruCuje, Ze
poskytnuté informace jsou pravdivé a spravné, a
Ze okamzité vyrozumi spolenost Pharm-Olam
a/nebo Zadavatele o jakékoli zméné pomérd, ktera
pfipadné nastane v prubéhu provadéni Studie a
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2.2.

2.3.

2.4.

The Investigator and Institution will provide Pharm-
Olam with the copy of any direct correspondence with
the IEC/IRB and/or equivalent national authority
concerning the review of Study documentation.

The Investigator shall ensure that a written Informed
Consent form approved by the IEC/IRB and
Regulatory Authority is obtained from each Study
Subject prior to the enrollment in Study.

In order to support continuous review of the Study by
the IEC/IRB and/or Regulatory Authority, the
Institution and Investigator will periodically update the
IEC/IRB on Study progress, including Study Subject
recruitment, safety issues, new information, etc. In
addition, the Institution will submit for review by the
|IEC/IRB and/or equivalent Regulatory Authority any
amendments to the Study documentation, which may
impact upon Study Subject rights, safety and/or well-
being.

3. Study Data

3.1.

3.2.

3.3.

The Institution and Investigator agree to record all
Study Data (including, without limitation, CRFs,
laboratory work sheets, slides and reports) generated
as a result of conducting the Study (collectively, the
“Study Data”) in a timely, accurate, complete, and
legible manner in the form described in the Protocol
and in compliance with all applicable laws and
regulations. The Investigator shall take reasonable
and customary precautions, including periodic backup
of computer files, to prevent the loss or alteration of
any Study Data.

Investigator shall ensure that all information entered
into the CRFs shall reflect the Study Subject’s true
condition. The Investigator shall review all CRFs and
check the data against all pertinent information in the
Study Subject’s clinical records for accuracy and
completeness of information, legibility of entries,
correct any erroneous data, record use of concomitant
drugs, report Adverse Events, concurrent illnesses
and document reasons for any missing visits or
examinations.

The Institution and Investigator shall assist Pharm-
Olam, Sponsor and/or Pharm-Olam’s or Sponsor's
representatives and Study monitors upon their

2.2.

2.3.

24.

jeden (1) rok po dokon&eni Studie.

ZkouSejici a Poskytovatel poskytne spole¢nosti
Pharm-Olam kopie jakékoliv pfimé korespondence
s EK a/nebo jinym obdobnym mistnim organem
ohledné prezkoumani Studijni dokumentace.

ZkouSejici  zajisti, aby  pisemny  formulaf
Informovaného souhlasu schvéleny EK a Regulaénim
Ufadem byl ziskan od kazdého Subjektu hodnoceni
jesté pred zafazenim do Studie.

Poskytovatel a ZkouSejici podpofi nepferusené
pfezkoumavani Studie ze strany EK a/nebo
obdobného Regulaniho ufadu tim, Ze bude
pravidelné informovat EK o postupu Studie, véetné
naboru Subjektd hodnoceni, zaleZitosti bezpecnosti,
novych informacich atd. Dale bude Poskytovatel
pfedkladat EK a/nebo obdobnému Regulaénimu
Ufadu k jejich zhodnoceni veskeré dodatky ke Studijni
dokumentaci, které mohou zaséhnout do prav
Subjektd hodnoceni, jejich bezpecnosti i zdravi.

3. Studijni data

3.1.

3.2.

3.3.

Poskytovatel a Zkousejici souhlasi s tim, Ze budou
zaznamenavat vSechna Studijni data (mimo jiné
CRFs, laboratorni zédznamy, snimky a zpravy)
vytvofend jako vysledek provadéni Studie (spole¢né
dale ,Studijni data“) v&as, pfesné, kompletné, gitelnym
zplisobem ve formé popsané v Protokolu a v souladu
se vSemi pfisluSnymi pravnimi pfedpisy a regulaénimi
opatfenimi. Zkousejici u€ini pfiméfena a obvykla
opatfeni,  vCetné  pravidelného  zdlohovani
pocitacovych souboru, k zabranéni ztraty nebo zmény
jakychkoliv Studijnich dat.

ZkouSejici zajisti, aby veSkeré udaje zadané do CRFs
odrazely skuteCny stav  Subjektu hodnoceni.
ZkousSejici pfezkoumad vSechny CRFs a zkontroluje,
zda udaje souhlasi s pfislusnymi informacemi v
klinickych zaznamech Subjektu hodnoceni co do
pfesnosti a Uplnosti udaju a Citelnosti polozek, opravi

nespravné Udaje, zaznamend uziti soucasné
podavanych 1éCiv, nahldsi Nezadouci udalosti,
soubézné nemoci a zdokumentuje  ddvody

vynechanych navstév &i vySetfeni.

Poskytovatel a ZkouSejici se zavazuiji spolupracovat
se spolecnosti Pharm-Olam, Zadavatelem a/nebo se
zastupci spole¢nosti Pharm-Olam nebo Zadavatele a
monitory Studie na z&kladé jejich Zadosti, pfi
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34.

request, in promptly resolving any discrepancies or
errors contained in the CRFs and in performing
random audits on a Study Subject's records,
laboratory reports, or other raw data sources
underlying the data recorded on the CRFs. During the
Study, Pharm-Olam and Sponsor, and their respective
representatives shall have the right upon prior notice
and during normal business hours to review and verify
and, to the extent allowed by law, copy (only
pseudonymized or anonymized data), all Study Data
including, without limitation, original reports of
laboratory tests and examination findings, and all
other notes, charts, reports, electronic health records
or memoranda relating to Study Subjects enrolled in
the Study. In addition, during the Study and for a
reasonable period following the completion of the
Study, Pharm-Olam, Sponsor or their representatives
shall have the right to review any Study Subject’s
medical records or certified copies of any electronic
health records relating to the Study only for auditing
purposes according to applicable law. No later than
ten (10) days after the completion or termination of the
Study, the Investigator shall provide to Pharm-Olam
original CRFs for each Study Subject detailing the
results and conclusions of treatment provided to such
Study Subject in accordance with the Protocol, and
shall transfer to Pharm-Olam all Study Data required
for the Sponsor and/or Pharm-Olam Study files.
Personal data of Study Subjects shall be transferred
to Pharm-Olam and Sponsor in anonymous or
pseudonymous form only.

All Study Data required for the Sponsor and/or Pharm-
Olam Study files shall be the sole property of Sponsor
and may be freely utilized by Sponsor. All such Study
Data will be treated as Sponsor Confidential
Information and shall be subject to the obligations of
confidentiality as detailed in section 9 below.

4. Adverse Events

In accordance with the Protocol, the Institution and
Investigator will be provided with specific written instructions
on the reporting of any serious and/or unexpected Adverse
Events. Institution and/or Investigator will notify Pharm-
Olam and/or Sponsor within twenty-four (24) hours
(whenever possible, immediately by telephone or fax) of any
serious Adverse Events and/or unexpected Adverse
Events. Institution and/or Investigator shall ensure, that
acceptance of this report is confirmed by Pharm-Olam’s

promptnim feSeni jakychkoliv nesrovnalosti nebo
chyb obsazenych v CRFs a pfi provadéni nahodnych
kontrol zdznaml Subjektt hodnoceni, laboratornich
zaznamu, nebo jinych vstupnich datovych zdrojd
zaznamenanych v CRFs. Béhem provadéni Studie,
jsou Pharm-Olam a Zadavatel a jejich pfislusni
zastupci  opravnéni, po predchozim pisemném
oznameni a béhem obvyklé pracovni doby
pfezkoumavat a ovéfovat a v pfipadech povolenych
zakonem pofizovat kopie (pouze pseudonymnich
nebo anonymizovanych dat), vSech Studijnich dat
mimo jiné originall zprav laboratornich testd a nélezu
z vySetfeni, a vSech jinych poznamek, grafd, zprav
elektronickych zdravotnich zdznamd nebo memorand
tykajicich se Subjektl hodnoceni zafazenych do
Studie. Kromé toho, béhem provadéni Studie a po
pfiméfenou dobu po dokonceni Studie, Pharm-Olam,
Zadavatel nebo jejich zastupci budou opravnéni
k pfezkoumani  zdravotnich  zaznam(  Subjektu
hodnoceni nebo ovéfenych kopii jakychkoliv
elektronickych zdravotnich zdznamud tykajicich se
Studie pouze pro ucely auditu podle pfislusnych
pravnich predpisu. Nejpozdéji deset (10) dnl po
dokonceni nebo ukonceni Studie, Zkousejici poskytne
spoleCnosti Pharm-Olam originaly CRFs kaZdého
Subjektu hodnoceni s detailnim popisem vysledku a
zavérl léCby poskytnuté takovému  Subjektu
hodnoceni v souladu s Protokolem a prfevede
spole¢nosti  Pharm-Olam veSkera Studijni data
pozadovana pro Studijni $anony Zadavatele a/nebo
spole¢nosti Pharm-Olam. Osobni Udaje Subjektl
hodnoceni budou prevedeny na Pharm-Olam a
Zadavatele vylutné v anonymni podobé nebo pod
pseudonymem.

. Veskera Studijni data pozadovana pro Studijni $anony

Zadavatele a/nebo spolecnosti Pharm-Olam jsou
vyluénym vlastnictvim Zadavatele a mohou byt volné
vyuzivany Zadavatelem. Se vSemi takovymito
Studijnimi daty bude zachazeno jako s Davérnymi
informacemi Zadavatele a ty podléhaji povinnosti
mi&enlivosti, jak je uvedeno v ¢lanku 9 nize.

4. Nezadouci udalosti

V souladu s Protokolem Poskytovatel a ZkouSejici obdrzi
konkrétni pisemné pokyny ohledné ohlasovani jakychkoli
zavaznych a/nebo neogekavanych Nezddoucich udalosti.
Poskytovatel a/nebo Zkousejici vyrozumi Pharm-Olam
a/nebo Zadavatele nejpozdéji do dvaceti Gty (24) hodin (je-
i to mozné pak okamZité telefonem nebo faxem) o
jakychkoliv zavaznych Nezadoucich udalostech a/nebo
neoCekdvanych NeZadoucich udalostech. Poskytovatel
a/nebo Zkousejici zajisti, ze pfijeti takovéto zpravy bude
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and/or Sponsor’s authorized person in writing. Investigator
and Institution shall note the details on the appropriate form
in the CRF. Should it be necessary to further resolve or
investigate Adverse Events, the Investigator and the
Institution shall fully cooperate with Pharm-Olam and
Sponsor. Investigator shall submit a more detailed written
report within five (5) days as directed in the Protocol or
further written instructions. Where appropriate, either
Sponsor or the Investigator shall notify the IEC/IRB and/or
equivalent Regulatory Authority, within the time frame
specified by the IEC/IRB and/or equivalent Regulatory
Authority.

5. Monitoring and Data Verification

Institution and Investigator warrant that Pharm-Olam and
Sponsor have access to Study documentation during
normal business hours to monitor the conduct of the Study,
including the receipt, handling, storage and pharmacy
dispensing of the Investigational Product, comparator and
ancillary drugs, as well as to audit records, CRFs, source
documents. The representatives of Pharm-Olam and
Sponsor upon prior notice and during normal business
hours shall have access to CRFs, Study Subject’s clinical
notes and other relevant Study Subject information for the
purposes of monitoring in compliance with ICH/GCP.
Investigator and Institution warrant that they will fully
cooperate with Pharm-Olam and/or Sponsor during
monitoring and data verification. The Institution agrees to
allow direct access to hospital records and all Study Subject
data relevant to the Study, however stored, for the purpose
of Source Document Verification (“SDV”) by representatives
of Pharm-Olam or Sponsor. The Investigator also agrees to
provide any missing information in the CRFs, correct any
data errors, and complete hospital records in order to
ensure that CRF records shall conform to 100% consistency
with data found in the source data.

6. Audit and Inspection

6.1. The Institution will permit access to the Institution’s
premises and provide Study Subject data and all
Study Data and related information for the purpose of
the quality assurance audit by Pharm-Olam’s and/or
Sponsor’s personnel (or their designees) or to any
applicable Regulatory Authority representatives for
the purpose of inspection upon prior notice and within
usual working hours.

pisemné potvrzeno opravnénou osobou spolenosti
Pharm-Olam a/nebo Zadavatele. Zkou$ejici a Poskytovatel
se zavazuji zaznamenat podrobnosti do pfisluSného
formuldfe v CRF. Bude-li potfeba vyfesit nebo vySetfit
Nezadouci udalost podrobnéji, ZkouSejici a Poskytovatel
poskytnou spoleCnosti Pharm-Olam a Zadavateli plnou
do péti (5) dnl podle instrukci v Protokolu nebo podle
dalSich  pisemnych pokynd. Zadavatel, popfipadé
Zkousejici vyrozumi EK a/nebo obdobny Regulaéni ufad v
¢asovém ramci uréeném EK nebo obdobnym Regulaénim
Uradem.

5. Monitoring a ovéreni dat

Poskytovatel a Zkousejici zaruéuji, ze Pharm-Olam a
Zadavatel budou mit pfistup ke Studijni dokumentaci
béhem obvyklych pracovnich hodin k monitorovani
provadéni Studie, v€etné prevzeti, nakladani, uskladnéni a
vydeje Hodnoceného léCiva, srovnavaciho pfipravku a
vedlejsiho léCiva ze strany Lékamny, stejné jako k auditu
zaznamu, CRFs a zdrojovych dokumentl. Zéstupce
spoleCnosti Pharm-Olam a Zadavatele po pfedchozim
pisemném ozndmeni a béhem obvyklych pracovnich hodin
bude mit pfistup k CRFs, klinickym zaznamdm Subjektu
hodnoceni a jinym relevantnim informacim o Subjektu
hodnoceni za ucCelem provadéni monitoringu Studie
v souladu s ICH/GCP. Poskytovatel a Zkousejici zaruéuji,
Ze budou plné spolupracovat se spole¢nosti Pharm-Olam
a/nebo Zadavatelem v rdmci monitoringu a ovéfovani dat.
Poskytovatel souhlasi s umoznénim pfimého pfistupu
zastupcim spole¢nosti Pharm-Olam nebo Zadavatele k
nemocni¢nim zaznamum a veSkerym udajim o Subjektu
hodnoceni vztahujicich se ke Studii, jakkoliv jsou
uchovavana, za ucelem ovéfeni zdrojového dokumentu
[Source Document Verification] (dale jen ,SDV*). Zkousejici
také souhlasi, ze poskytne jakékoliv informace chybéjici v
CRFs, opravi jakékoliv chyby v datech a zkompletuje
nemocnicni Udaje tak, aby zajistil, ze zdznamy v CRF budou
100% odpovidat datim ze zdrojovych dat.

6. Audit ainspekce

6.1. Poskytovatel ~umozni  pfistup do  zafizeni
Poskytovatele a poskytne data tykajici se Subjektu
hodnoceni, veSkera Studijni data tykajici se Studie a
souvisejici informace pro ucely auditu zajisténi kvality
[Quality Assurance audit] pracovnikovi spoleénosti
Pharm-Olam a/nebo Zadavatele (nebo jimi
povéfenych osob), nebo zastupcim Regulacnich
Ufadd pro ucely inspekce po predchozim oznameni v
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6.2.

The Institution will notify Pharm-Olam and Sponsor
immediately (no later than within one working day)
upon receiving any request by a Regulatory Authority
to inspect or to have access to documents related to
the Study, and where allowed by law, allow Pharm-
Olam’s and Sponsor’s representatives the right to be
present at any such inspection to provide comment
and review. The Investigator will provide Pharm-Olam
and Sponsor copies of all materials, correspondence,
statements, forms, and records which Institution and
Investigator receive, obtain, or generate pursuant to
any such inspection that relate to the Study or affect
Institution’s or Investigator's ability to conduct the
Study. The Institution will provide Pharm-Olam and
Sponsor a reasonable opportunity to comment in
advance on any correspondence generated by
Institution or Investigator to the appropriate authority,
which comments shall be considered by Institution and
Investigator in good faith

7. Retention of the Documents

7.1.

7.2.

The Institution agrees to retain all Study related
documentation, including but not limited to all Study
Data and a Study Subject’s clinical notes, hospital
records and other relevant Study Subject information,
in secure storage, for twenty-five (25) years or longer
if required by institutional policy or applicable law. If
local regulations require a longer period of retention,
then these will take precedence. Pharm-Olam and/or
Sponsor are entitled to inspect the records at any time
during the period of record retention, upon reasonable
advance notice. The Institution and Investigator further
ensure that all Study related documentation is stored
on media such that they remain complete and legible
throughout the required period of retention.

The Institution shall archive any documentation, free
of charge, for a period of 5 years; the Institution shall
also provide paid archiving services for another 20
years at CZK 1,000 per year. An invoice shall be
issued in connection with the paid archiving services
after the Agreement is signed. The Sponsor shall, no
less than 6 months before the period of paid archiving
services expires, notify the Institution that it insists on
further archiving and pay any associated costs. If the
Sponsor fails to request further archiving services or

6.2.

ramci obvyklé pracovni doby.

Poskytovatel okamzité (nejpozdéji do jednoho
pracovniho dne vyrozumi spolenost Pharm-Olam a
Zadavatele o jakémkoliv pozadavku Regulaéniho
Ufadu ohledné inspekce nebo pfistupu k dokumentaci
tykajici se Studie, a pokud to pravni predpisy dovoli,
umozni Ucast zastupcu spole¢nosti Pharm-Olam a
Zadavatele u takovéto inspekce za uéelem poskytnuti
jejich vyjadreni a zhodnoceni. ZkouSejici poskytne
spoleCnosti Pharm-Olam a Zadavateli kopie vSech
materidlt, korespondence, stanovisek, formulafd, a
zaznamu obdrZenych, ziskanych nebo vyhotovenych
Poskytovatelem nebo ZkouSejicim na zakladé
jakékoliv takové inspekce, ktera se tyka Studie nebo
kterd ovlivni schopnost Poskytovatele nebo
ZkouSejiciho provést Studii. Poskytovatel spoleénosti
Pharm-Olam a Zadavateli pfedem poskytne
pfiméfenou  moznost  okomentovat  veSkerou
korespondenci  vytvofenou Poskytovatelem nebo
ZkouSejicim, adresovanou pfislusnému Ufadu, a
Poskytovatel a Zkousejici tyto komentafe v dobré vife
zvazi.

7. Drzeni dokumentt

7.1.

7.2.

Poskytovatel souhlasi s uchovavanim veskeré
dokumentace vztahujici se ke Studii mimo jiné
veSkerych ~ Studijnich dat, klinickych ~zaznamd
Subjektt  hodnoceni, nemocni¢nich zaznami a
dalSich relevantnich informaci o  Subjektech
hodnoceni v zabezpeceném archivu po dobu dvaceti
péti (25) let, nebo déle, pokud tak stanovi nemocnicni
pfedpisy nebo pfislusné pravni predpisy. Pokud
pravni Uprava vyZaduje del$i dobu uchovavani, pak se
pouziji tyto predpisy. Pharm-Olam a/nebo Zadavatel
jsou opravnéni ke kontrole zéznam( kdykoliv
vpribéhu doby uchovavani, po pfedchozim
ozndmeni, u¢inéném v pfiméfené dobé. Poskytovatel
a ZkouSejici dale zajisti, ze veSkera dokumentace
vztahuijici se ke Studii bude uchovavéana na takovém
médiu, Ze bude zajiSténa jejich upinost a Citelnost po
celou vyZadovanou dobu uchovavani.

Poskytovatel provede bezplatnou archivaci 5 let a na
dalSich 20 let provede zpoplatnénou archivaci — 1.000
K&/rok. Na zpoplatnénou archivaci bude vystavena
faktura po podpisu smlouvy. Zadavatel v pfedstihu 6
mésici od konce zpoplatnéné archivace oznami
poskytovateli, Ze trvd na dali archivaci a uhradi
naklady stim spojené. V pfipadé, Ze ve shora
uvedené Ihité zadavatel nesdéli pozadavek na dal$i
archivaci ¢i neuhradi poplatek na dalsi archivaci, je
Poskytovatel opravnén k likvidaci véech
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7.3.

8.

8.1.

8.2.

8.3.

pay the associated fees within the aforementioned
period, the Institution may destroy all retained Study
related documents.

Investigator shall store, keep and maintain adequate
and accurate source documents and Study records
that include all pertinent observations on each of the
Study Subjects and shall ensure that source data shall
be attributable, legible, contemporaneous, original,
accurate, and complete. Changes to source data
(including electronic health records) shall be
traceable, shall not obscure the original entry and shall
be explained by Investigator if necessary.

Investigational Product and Pharmacy

On behalf of Sponsor, Pharm-Olam shall provide at no
cost to the Pharmacy and/or Institution, the
Investigational Product and comparator, if applicable,
as well as other Protocol directed ancillary drugs, in
amounts reasonably determined by Sponsor to be
sufficient for the conduct of the Study. The Institution,
Investigator and Pharmacy shall maintain control of
the Investigational Product, comparator, and ancillary
drugs and ensure, that Investigational Product is
stored and handled in accordance with Pharm-Olam’s
and/or Sponsor’s written instructions, as set forth in
the labelling of the Study materials, in accordance with
applicable regulatory requirements, in accordance
with ICH/GCP, and in the manner outlined in the
Protocol.

The Investigational Product shall be supplied to the
Institutional Pharmacy, always in properly packed
packages intended for the Investigational Product and
labelled in accordance with Section 19(1)(e) of the
Good Clinical Practice Regulation No. 226/2008. The
Investigational Product shall be supplied to the
Institutional Pharmacy building no. 20 from Monday to
Friday from 7:00 am to 2:00 pm.

The Institution and Investigator shall use the
Investigational Product, comparator and ancillary
drugs for the sole purpose of conducting the Study in
strict accordance with the Protocol and for no other
purpose, and shall not transfer the Investigational
Product, comparator or ancillary drugs to any third
party. In the event that any quantity of the
Investigational Product, comparator or ancillary drugs
is lost, damaged, or destroyed while at the Institution
or Pharmacy, the Institution shall be liable to Pharm-

7.3.

archivovanych dokumentu Studie.

ZkouSejici bude uchovavat, drzet a udrZovat
pfiméfené a pfesné zdrojové dokumenty a zdznamy
Studie, které budou zahrnovat pfislusna pozorovani
kazdého ze Subjektt hodnoceni a zajisti, Ze zdrojova
data budou pfifaditelna, Citelna, aktualni, originalni,
presnd a kompletni. Zména zdrojovych dat (véetné
elektronickych ~ zdravotnich ~ zaznam()  bude
dohledatelnd a nebude prekryvat puvodni zépisy a
bude vysvétlena ze strany Zkousejiciho, bude-li to
tfeba.

8. Hodnocené léc¢ivo a Lékarna

8.1.

8.2.

8.3.

Jménem Zadavatele, Pharm-Olam poskytne zdarma
Lékarné a/nebo Poskytovateli Hodnocené Iécivo a
v pfipadé potfeby, srovnavaci pfipravek stejné jako
ostatni Protokolem stanovena vedlejsi [éCiva,
vmnozstvi pfiméfené stanoveném Zadavatelem
jako dostateCném pro uCely provadéni Studie.
Poskytovatel, ZkouSejici a Lékarna budou udrZovat
kontrolu nad Hodnocenym léCivem, srovnavacim
pfipravkem a vedlej§im léCivem a zajisti, ze
Hodnocené 1é¢ivo bude uloZzeno a bude s nim
nakladano vsouladu s pisemnymi instrukcemi
spole¢nosti Pharm-Olam nebo Zadavatele, jak bude
uvedeno na etiketé Studijniho materidlu, v souladu
s pfislusnymi  regulaénimi  poZadavky, v souladu
s ICH/GCP a zpusobem uvedenym v Protokolu.

Hodnoceny éCivy pfipravek bude dodavan do
nemocniéni Iékarny, vzdy v fadné zabalenych obalech
uréenych pro hodnoceny |éCivy pipravek a oznaceny
v souladu s § 19 odst. 1 pism. ) vyhlasky ¢.226/2008
Sb., o spravné klinické praxi. Dodavky hodnoceného
léCivého pripravku se budou uskute¢niovat v Po-P4 od
7.00 h do 14.00 h do budovy nemocniéni Iékarny €. 20.

Poskytovatel a ZkouSejici pouziji Hodnocené Iécivo,
srovnavaci pfipravek, vedlejsi léCivo vyluéné pro ucely
provadéni Studie v pfisném souladu s Protokolem a
nepouzie je pro Zadny jiny ucel, a nepfedaji
Hodnocené |éCivo, srovnavaci pfipravek a vedlejsi
léCivo zadné treti strané. V pfipadé, Ze jakakoliv ¢ast
Hodnoceného éCiva, srovnavaciho pfipravku nebo
vedlejSiho léCiva bude ztracena, poSkozena, nebo
zni¢ena béhem doby, kdy se bude nalézat u
Poskytovatele nebo v Lékamné, Poskytovatel bude
odpovédny spolecnosti Pharm-Olam a Zadavateli za
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8.4.

8.5.

8.6.

Olam and Sponsor for the replacement cost of such
Investigational Product, comparator and ancillary
drugs and shall use its best efforts to ensure that the
Study schedule set forth in the Protocol is not delayed
as a result of the loss, damage, or destruction of the
Investigational Product, comparator or ancillary drugs.

Investigational Product shall be received, stored and
distributed by Pharmacy. Institution warrants that any
handling with Investigational Product shall be done in
compliance with good pharmacy, storage and
distribution practice according to Pharmaceuticals Act
No. 378/2007 as amended, Good Clinical Practice
Regulation No. 226/2008 and in accordance with
Pharmaceuticals Manufacture and  Distribution
Regulation No. 229/2008 as amended.

Receipt of the Investigational Product shall be
confirmed by written handover protocol signed by
recipient.

Fee for pharmaceutical services shall be specified in
the budget in Appendix 1.

9. Confidentiality and Data Protection

Confidentiality

9.1.

The Parties agree that all information, materials, and
documents deemed by Pharm-Olam or Sponsor to be
confidential or proprietary, provided to the Institution,
its employees, including Investigator, agents,
subcontractors and affiliates (collectively, “Receiving
Party”), by or on behalf of Pharm-Olam and/or
Sponsor, to which Receiving Party may have or had
access in connection with the Study, or that is
developed or generated by Receiving Party during the
performance of the Study under this Agreement; in
each case, including, without limitation, the Protocol,
the Investigator Brochure for the Study, the Study
Data, a Study Subject’s Personal Data, information
relating to the intellectual property rights,
development, formulation, manufacturing,
pharmacology, clinical efficacy and safety and clinical
research program regarding the Investigational
Product or other Sponsor products or proposed
products shall be treated as confidential and
proprietary (collectively “Confidential Information”).
During the Term of this Agreement, including any
extensions thereof, and for a period of ten (10) years
after the expiration or termination of this Agreement,

8.4.

8.5.

8.6.

naklady spojené s nahrazenim Hodnoceného léCiva,
srovnavaciho pfipravku a vedlejSiho 1éCiva a vyvine
maximalni usili k zajisténi toho, Zze harmonogram
Studie stanoveny v Protokolu nebude opoZdén jako
dusledek  ztraty, poSkozeni nebo  zniCeni
Hodnoceného [é&iva, srovnavaciho pfipravku nebo
vedlejSiho léCiva.

Hodnocené léCivo obdrZi, bude skladovat a vydavat
Lékdrma. Poskytovatel zaruCuje, Ze nakladani
s Hodnocenym Ié&ivem bude v souladu se spravnou
lékarenskou, skladovaci a distribuéni praxi podle
zékona ¢. 378/2007 Sb., o léCivech, upraveny
pfedpisem €. 226/2008 Sb., o spravné klinické praxi a
blizSich podminkéch klinického hodnoceni 1€Civ a v
souladu s predpisem €. 229/2008 Sb., o vyrobé a
distribuci IéCiv ve znéni pozdéjSich predpisU.

Pfevzeti Hodnoceného Iédiva bude potvrzeno
pisemnym pfeddvacim protokolem podepsanym
prijemcem.

Odména za lékarenskeé sluzby bude konkretizovana v
rozpoctu v Pfiloze 1

9. Ddveérnost a ochrana osobnich udaji

Diavérnost

9.1. Strany souhlasi, Ze veSkeré informace, materidly a

dokumenty povazované spolecnosti Pharm-Olam
nebo Zadavatelem jako duvérné nebo v jgjich
vlastnictvi,  poskytnuté ~ Poskytovateli,  jeho
zaméstnancim, véetné ZkouSejiciho, zmocnéncd,
subdodavateld a pfidruzenych spole¢nosti (spolecné
LPhijimajici strana“), spole¢nosti Pharm-Olam nebo
jejim jménem a/nebo Zadavatelem, ke kterym
Pfijimajici strana mohla mit pfistup v souvislosti se
Studii, nebo které byly vytvofené Ci vyvinuté
Pfijimajici stranou pfi provadéni Studie podle této
Smlouvy a vzdy zahrnujici bez omezeni Protokol,
Informace pro Zkousejiciho, Studijni data, osobni
udaje Subjektu hodnoceni, informace tykajici se prav
dusevniho vlastnictvi, vyvoje, slozZeni, vyroby,
farmakologie, klinické ucinnosti a bezpecnosti a
klinického vyzkumu ve véci Hodnoceného Ié¢iva nebo
jinych produktu €i navrhovanych produktl Zadavatele
budou povazovany za divérné a v jeho vlastnictvi
(spolecné dale jen ,Divémé informace®). V prabéhu
trvani této Smlouvy, véetné prodlouZeni jejiho trvani,
a po dobu deseti (10) let po vyprSeni nebo ukonceni
této Smlouvy, Prijimajici strana nesmi zpfistupnit
Davémé informace bez predchoziho pisemného
souhlasu spoleénosti Pharm-Olam nebo Zadavatele.
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the Receiving Party shall not disclose Confidential
Information without Sponsor's or Pharm-Olam'’s prior
written consent. Notwithstanding the foregoing, the

Institution and Investigator can disclose
information to those third parties (e.g.

such
Sub-

Investigators and members of Study Team) who have
a need to know such information in relation to the
conduct of the Study, provided however that all such
third parties are subject to a statutory obligation of
confidentiality or are bound to confidentiality terms at
least as restrictive as those herein by an applicable

binding contract concluded
Institution/Investigator and a third party.

9.2.
not apply to Confidential Information that;

The obligation of confidentiality described above shall

between

9.2.1.is already known to the Institution and/or
Investigator as evidenced by records
predating disclosure under this Agreement;

or

9.2.2.is or becomes known or available to the
public other than through acts or omissions
of the Institution and/or Investigator in

violation of this Agreement; or

9.2.3. becomes known to the Institution and/or
Investigator from sources independent of
disclosing party who have a lawful right to

make such disclosure; or

9.24.is

independently  developed by

the

Institution and/or Investigator without use of

the Confidential Information; or

9.2.5.

Receiving Party may disclose Confidential

Information to the extent it is required to be
disclosed or made available by the
Institution and/or Investigator to a third party

pursuant to any applicable

law,

governmental regulation, or decision of any
court of competent jurisdiction; provided
that, except where impermissible, the
Institution and/or Investigator shall give
reasonable advance notice to Pharm-Olam
and Sponsor of such disclosure and shall
use best efforts to limit the disclosure and

9.2.

Bez ohledu na vySe uvedené, Poskytovatel a
ZkouSejici mohou zvefejnit tyto informace tém tretim
stranam (napf. Spoluzkousejicim a &lenum Studijniho
tymu), které potiebuji byt obezndmeny s témito
informacemi v souvislosti s provadénim Studie, avSak
pod podminkou, ze véechny tyto tfeti strany podléhaji
zékonné povinnosti mi¢enlivosti nebo jsou véazéany
podminkami  mi&enlivosti  pfinejmenim tak
restriktivng, jak je uvedeno v ustanovenich Smlouvy
uzaviené mezi Poskytovatelem/ZkouSejicim a treti
stranou.

Povinnost mi€enlivosti uvedena vy$e se neuplatni na
Davérné informace:

9.2.1.které jsou jiz Poskytovateli a/nebo
ZkouSejicimu znamé a tato skutecCnost je
dolozena  zdznamy, které  Casové
pfedchazeji okamZiku, kdy Duavémé
informace byly zpfistupnény Poskytovateli
a/nebo ZkouSejicimu podle této Smiouvy;
nebo
9.2.2. které jsou i vejdou ve znamost nebo se
stanou vefejné pfistupnymi jinak nez
konanim ¢i  opomenutim ze strany
Poskytovatele a/nebo  ZkouSejiciho v
rozporu s touto Smlouvou; nebo
9.2.3. které se stanou zndmymi Poskytovateli
a/nebo ZkousSejicimu ze zdroji nezévislych
na sdélujici strang, pficemz tyto zdroje maji
pravo tyto informace zpfistupnit; nebo

9.24.se kterymi se Poskytovatel a/nebo
ZkouSejici seznamili nezavisle a bez pouZiti

Davérnych informaci; nebo

9.2.5. Pfijimajici strana muze zpfistupnit Duvérné
informace v rozsahu, v jakém je
vyZadovano, aby byly prozrazeny i
zpfistupnénymi ze strany Poskytovatele
a/nebo ZkousSejiciho treti osobé podle
pfislusného pravniho pfedpisu, regulaéniho
opatfeni vefejné moci, nebo rozhodnuti
soudu pfislusné jurisdikce; pod podminkou,
Ze Poskytovatel a/nebo ZkouSejici oznami
v dostateCném  predstihu  spole¢nosti
Pharm-Olam a  Zadavateli  takové
zvefejnéni a vyvinou maximalni usili
k omezeni takového zvefejnéni a budou
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9.3.

9.4.

9.5.

maintain  the confidentiality of such
Confidential Information to the extent
possible. In addition, the Institution and/or
Investigator shall permit Pharm-Olam
and/or Sponsor to attempt to limit such
disclosure by seeking a protective order or
other confidential treatment of Confidential
Information by appropriate legal means.

The Confidential Information shall remain the sole and
exclusive property of Pharm-Olam, Sponsor or third
parties to whom Pharm-Olam or Sponsor have an
obligation of confidentiality, as stipulated under this
Agreement. Nothing contained in this Agreement shall
be construed as a grant of right or of license, whether
express or implied, by Pharm-Olam, Sponsor or other
third parties to the Institution or Investigator, with
respect to the Confidential Information, or to any
patent, copyright, trademark, trade secrets or any
other intellectual property rights. Nothing contained in
this Agreement shall be construed as a grant of right
or of license, whether express or implied, by
Institution or Investigator to Sponsor or Pharm-Olam,
with respect to the any Confidential Information of
Institution and/or Investigator.

The Parties acknowledge that this Agreement is
mandatorily published in Contract Register pursuant
to Act No. 340/2015 Coll. (the Act on the Contract
Register). The Parties have agreed that the
publication of this Agreement in the Contract Register
pursuant to Section 5 par. 1 of the act shall be
performed by the Institution without undue delay,
however not later than 30 days after conclusion of this
Agreement. Neither Sponsor nor Investigator shall be
authorized to publish this Agreement, unless
Institution does not do it within required deadline (as
set forth above). In such a case Pharm-Olam will take
the responsibility for publication and for delivery of
confirmation to other Parties.

Before the signature of the Agreement, the Institution
requires an agreed final version of the Agreement in
a machine readable format with any provisions
highlighted that the Sponsor considers as trade
secrets. The Institution shall obtain the Sponsor's
consent before further modifying the final version of

9.3.

9.4.

9.5.

zachovavat duvérnost takovych Divérnych
kromé pfipadud, kdy je toto nepfipustné.
V souvislosti s tim, Poskytovatel a/nebo
ZkouSejici  umozni  spoleCnosti  Pharm-
Olam a/nebo Zadavateli ucinit pokus o
omezeni takového zpfistupnéni informaci
tim, Ze poZadaji o vydani pfedbézného
opatfeni nebo se jinak pokusi o zajiSténi
divérného  zachdzeni s Davérnymi
informacemi  pomoci vhodnych pravnich
prostredkd.

Davérné informace zlstanou ve vyluéném viastnictvi
spole¢nosti Pharm-Olam, Zadavatele nebo tfetich
stran, vuci kterym je spole¢nost Pharm-Olam nebo
Zadavatel povinna/povinen zachovavat mi¢enlivost,
jak je uvedeno v této Smlouvé. Nic, co je obsazeno
v této Smlouvé nebude povaZovano za udéleni prava
nebo licence, at vyslovné nebo micky, ze strany
spole¢nosti Pharm-Olam, Zadavatele nebo jiné tfeti
strany Poskytovateli nebo Zkousejicimu, pokud jde o
Davéré informace nebo jakykoli patent, autorské
pravo, ochrannou znamku, obchodni tajemstvi nebo
jakékoli jing prava duSevniho vlastnictvi. Nic, co je
obsaZeno v této Smlouvé nebude povazovano za
udéleni préva nebo licence, at uz vyslovné nebo
micky, Poskytovatelem nebo ZkousSejicim, Zadavateli
nebo spolecnosti Pharm-Olam, pokud jde o jakékoliv
Davémé  informace  Poskytovatele  a/nebo
ZkousSejiciho.

Strany berou na védomi, Ze tato Smlouva je povinné
uvefejiiovanym dokumentem v Registru smluv podle
zakona ¢&. 340/2015 Sb. (zékon o registru smluv).
Strany se dohodly, ze uvefejnéni této Smlouvy
prostfednictvim registru smluv podle § 5 odst. 1
citovaného zakona bude provedeno Poskytovatelem
bez zbyte¢ného odkladu, nejpozdéji vSak do 30 dnd
od uzavieni Smlouvy. Zadavatel ani ZkouSejici
nejsou opravnéni k uvefejnéni této Smlouvy, ledaze
Poskytovatel tak ve stanovené |huté (jak je uvedena
vySe) neucini. V takovém pfipadé prfevezme Pharm-
Olam odpovédnost za uvefejnéni a doruceni
potvrzeni ostatnim Stranam.

Poskytovatel vyZaduje pfed podpisem smlouvy zaslat
odsouhlasenou findlni verzi smlouvy ve strojové
Citelném formatu s podbarvenym textem, ktery
zadavatel povazuje za obchodni tajemstvi.
Poskytovatel je povinen ziskat souhlas zadavatele
pred tim, nez bude koneénou verzi smlouvy dale
ménit nad ramec podbarveného textu ze strany
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9.6.

9.7.

9.8.

9.9.

the Agreement beyond the provisions highlighted by
the Sponsor.

The estimated maximum value of the Agreement
amounts to 1,145,202.16 CZK.

The Parties acknowledge that no initial visits or
supplies of Investigational Product shall take place
until the final document is published in the Register of
Contracts.

The Institution is further obliged to deliver a
confirmation of the publication to the other Parties.

The Parties understand that the information
constitution business secrets of the Parties and other
information that is not subjected to the obligations of
disclosure, is redacted before the Agreement is sent
for publication. Therefore, the Parties agree that
before publication Institution, Sponsor and Pharm-
Olam shall ensure Personal Data protection (including
name and surmname, any type of ID numbers,
birthdates, addresses, telephone numbers, bank
accounts, etc.) of any individual referred to in this
Agreement in accordance with the Data Protection
Laws and blind, in particular and if applicable, the
number of the Study Subjects as well as the Study
Budget, which form integral parts of the Agreement.

Data Protection

9.10. Compliance. The Parties agree to adhere to all Data

9.11.

Protection Laws when Processing and exporting of
Personal Data of Study Subjects, Study Team, Pharm-
Olam, Sponsor and vendor employees, and any other
individuals involved in the Study (“Data Subjects”);
and adhere to the principles of medical confidentiality
in relation to Study Subjects involved in the Study.

Study Subject Confidentiality. As set out in the Study
Subject Informed Consent, Personal Data and special
categories of Personal Data, except for the patient
code, shall not be disclosed to the Sponsor, Pharm-
Olam or any third parties by the Institution or
Investigator, except where it is permitted by Data
Protection Laws and necessary to satisfy the
requirements of the Protocol or in relation to a claim or
proceeding brought by a Study Subject in connection
with the Study.

9.6.

9.7.

9.8.

9.9.

zadavatele.

Predpokladand maximaini hodnota Smlouvy je
1,145,202.16 CZK.

Smluvni strany berou na védomi, Ze nedojde
kiniciaéni navStévé a dodavce hodnoceného
léCivého  pfipravku do okamziku uvefejnéni
kone¢ného dokumentu v registru smluv.

Poskytovatel je dale povinen doruéit potvrzeni o
uvefejnéni Smlouvy ostatnim Stranam.

Strany jsou srozumény s tim, ze informace tvofici
obchodni tajemstvi Stran a dalsi informace, které
nepodléhaji povinnosti uvefejnéni, budou pred
odeslanim Smlouvy k uvefejnéni znecitelnény. S
ohledem na uvedené, Strany souhlasi s tim, ze
Poskytovatel, Zadavatel a Pharm-Olam pfed
uvefejnénim zajisti ochranu osobnich udaju (véetné
jména a pfijmeni, jakéhokoliv typu identifikacnich
Udajl, dat narozeni, adres bydlisté, telefonnich Cisel,
bankovnich u¢td apod.) jakékoli fyzické osoby
zminéné ve Smlouvé v souladu s Pravnimi predpisy o
ochrané udaji a znecitelni zejména podet Subjekt
hodnoceni zafazenych do Studie, jakoZz i rozpoCet
Studie, ktery tvofi nedilnou sou¢ast Smlouvy.

Ochrana osobnich udaju

9.10.DodrZeni. Strany souhlasi, Zze budou dodrZovat

9.11.

vSechny Pravni predpisy o ochrané udajl pfi
zpracovani osobnich udaji Subjektd hodnoceni, ¢lend
Studijniho tymu, zaméstnancu spole¢nosti Pharm-
Olam, Zadavatele a dodavatele a jakékoliv dalSi osoby
zapojené do Studie (dale jen ,Subjekty udaju®) a Ze
budou dodrzovat mi¢enlivost ve vztahu k Subjektim
hodnoceni zapojenych do Studie.

Davérnost ve vztahu k Subjektu hodnoceni. Jak je
uvedeno v Informovaném  souhlasu  Subjektu
hodnoceni, osobni Udaje a zvlaStni kategorie
osobnich udaji, kromé koédu pacienta, nesmi byt
Poskytovatelem nebo ZkouSejicim poskytovany
Zadavateli, spole¢nosti Pharm-Olam ani jakékoli tfeti
strané s vyjimkou pfipadl, kdy je to povoleno
Pravnimi pfedpisy o ochrané udaji a jsou nezbytné
pro splnéni pozadavk( Protokolu nebo souvisi se
soudnim fizenim ¢&i uplatfiovanim naroku Subjektu
hodnoceni v souvislosti se Studii. Poskytovatel
predava Udaje 0 pacientech pouze
v pseudonymizované podobé, pfipadné nebrani-li to
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9.12. Data Breaches. Institution and Investigator shall notify
Sponsor and Pharm-Olam immediately (and in no
event later than forty-eight (48) hours from becoming
aware thereof) in writing of any suspected Data
Breaches and assist and cooperate with Sponsor, as
needed. Sponsor shall decide which Party will notify
relevant supervisory authorities or Data Subjects, if
required.

9.13. Requests for Data. Institution and Investigator shall
notify Sponsor without undue delay of any requests
from Data Subjects related to their Personal Data and
use reasonable efforts to assist and cooperate with
Sponsor, as needed.

9.14. Security. all Parties shall implement appropriate
technical and organizational measures to ensure and
to be able to demonstrate that Processing is
performed in accordance with the Data Protection
Laws.

9.15.Data Transfers. If Personal Data is transferred to
countries that do not ensure an adequate level of data
protection, the Parties shall comply with requirements
of Data Protection Laws so that an appropriate level of
protection of data is in place, including executing
Standard Contractual Clauses, where applicable, that
must be signed at the same time as this Agreement.

9.16. Additional Data Protection Clauses. Additional data
protection clauses required by Data Protection Laws
will be included in a separate Data Processing
Agreement. Institution, Investigator or any of the Study
Team members shall not commence processing of
any Personal Data until the Data Processing
Agreement has been concluded.

10. Publications

10.1. The Parties acknowledge that the Study is part of a
multicenter study and it is the intent of the Parties that
the first publication and/or presentation of the results
of the Study will be made in conjunction with the
presentation of a joint, multicenter publication of the
complete multicenter study results.

plnéni ucelu této smlouvy, anonymizované udaje.

9.12. Poru$eni zabezpedeni osobnich udaju. Poskytovatel
a Zkousejici neprodlené (v kazdém pfipadé nejpozdg;i
do Ctyficetiosmi (48) hodin od zjisténi dané
skute¢nosti) pisemné oznami Zadavateli a spolecnosti
Pharm-Olam  jakékoli podezieni o poruSeni
zabezpeceni osobnich udaji a podle potfeby budou
pomahat a spolupracovat se Zadavatelem. Zadavatel
rozhodne, ktera ze Stran bude v pfipadé potfeby
informovat pfislusny dozorovy ufad nebo Subjekty
udaja.

9.13. PoZadavky o osobni udaje. Poskytovatel a ZkousSejici
oznami Zadavateli bez zbyte€ného prodieni jakékoli
pozadavky Subjektl Udaju tykajici se jejich osobnich
Udajl a vynalozi pfiméfené usili k tomu, aby mu podle
potieby pomahal a spolupracoval s nim.

9.14. Qchrana. VSechny Strany pfijmou vhodna technicka a
organizani opatfeni, aby zajistily a prokazaly, ze
zpracovani Udaju probiha v souladu s Pravnimi
pfedpisy o ochrané Udaju.

9.15. Pfenos dat. Pokud jsou osobni udaje pfedavany do
zemi, které nezajiStuji odpovidajici Uroved ochrany
osobnich Udaji, musi Strany dodrZovat pozadavky
Pravnich pfedpisi o ochrané udaju tak, aby byla
zajisténa odpovidajici Uroven ochrany osobnich
Udajl, vcetné vyhotoveni standardnich smluvnich
dolozek, podle vhodnosti, které musi by podepsany
zaroven s touto smlouvou.

9.16. DalSi ustanoveni o ochrané udajd. Dalsi ustanoveni o
ochrané Uudaju, které jsou vyZadované Pravnimi
pfedpisy o0 ochrané Udaji budou zahrnuty
vsamostatné  Smlouvé o0 zpracovani  udaju.
Poskytovatel, ZkouSejici nebo kterykoli z ¢lend
Studijniho tymu nezacne zpracovavat zadné osobni
Udaje, dokud nebude uzavfena Smlouva o zpracovani
udaj.

10. Publikace

10.1. Strany berou na védomi, Ze Studie je soulasti
multicentrické studie a Ze zamérem Stran je, aby
k prvnimu publikovani a/nebo prezentovani vysledku
Studie doSlo v ramci spolecné multicentrické
publikace vysledkd multicentrické studie jako celku.
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10.2. Being subject to Sponsor’s review as set forth below,
Institution and the Investigator will not submit for
publication or presentation until publication of
multicenter study results prior to any of following
alternatives:

a) Sponsor’s confirmation that there will be no
multicenter publication; or

b) eighteen (18) months after the completion of
the data analysis for the entire multicenter
study.

10.3. The Institution and the Investigator will provide a copy
of the publication or presentation forty-five (45) days
before submission for publication or public disclosure
for Sponsor's review. During such period, Sponsor
shall have the right to review and comment upon such
publication or disclosure and to require the removal of
any Confidential Information therefrom (other than
Study results), which removal shall be promptly
accomplished by the Institution and Investigator.

10.4.1f the Sponsor notifies the Institution and the
Investigator that it wants to file any patent applications,
the Institution and/or the Investigator will defer the
publication, presentation or public disclosure for an
additional ninety (90) days to permit Sponsor to apply
for a patent application. Sponsor is entitled to use,
refer to and disseminate reprints of scientific, medical
and other published articles relating to the Study,
including such reprints that disclose the name of
Investigator and/or Institution.

11. Study Equipment

Regulations pertaining to Study equipment are included in
the Loan Agreement concluded by Parties, which
constitutes Appendix 3 hereto.

12. Inventions

12.1.The Institution and Investigator acknowledge and
agree that Sponsor shall own all right, title and interest
in and to any and all, Study Data, discoveries,
technology, results and inventions, whether or not
patentable, made by the Institution or Investigator or
any of Institution's employees, contractors and/or
agents in performance of the Study including but not

10.2. Bez zhodnoceni Zadavatele, jak je stanoveno nize,
Poskytovatel a ZkouSejici nepfedioZi vysledky Studie
k publikovani & zvefejnéni, dokud nedojde
ke zvefejnéni vysledkd multicentrické studie jako
celku nebo pfedtim, nez nastane néktera
z nasledujicich alternativ:

a) Zadavatel potvrdi, Ze nebude provedena zadna
multicentricka publikace nebo

b) uplyne osmnact (18) mésicl od ukonéeni analyzy
dat v rdmci multicentrické studie jako celku.

10.3. Poskytovatel a ZkouSejici poskytnou Zadavateli
ke zhodnoceni kopii publikace nebo prezentace
Ctyficet pét (45) dni pfed predloZzenim takového
materidlu k publikaci i uvefejnéni. Béhem této doby
bude mit Zadavatel pravo publikaci nebo uvefejnéni
zhodnotit a poZadovat, aby z ni byly odstranény
pfipadné Davérné informace (jiné nez vysledky
Studie), pfic¢emz Poskytovatel a ZkouSejici jejich
odstranéni bezodkladné provede.

10.4.V pfipadé, Ze Zadavatel vyrozumi Poskytovatele a
ZkouSejictho o tom, Ze hodla podat patentové
pfihlasky, Poskytovatel a/nebo Zkousejici odlozi
publikovani, prezentovani nebo jiné zvefejnéni
vysledku Studie o dalSich devadesat (90) dni, aby tak
Zadavateli umoznili podat patentovou pfihlasku.
Zadavatel je opravnén pouzivat, citovat a dale
rozSifovat pretisky védeckych, lékafskych a jinych
publikovanych ¢lankd tykajicich se Studie, véetné
takovych pfetisk(, znichz je patrné jméno
ZkouSejiciho a/nebo nazev Poskytovatele.

11. Vybaveni

Predpisy tykajici se vybaveni pro provadéni Studie jsou
uvedeny ve Smlouvé o vypujcce uzaviené mezi Stranami;
Smlouva o vypuijcce tvofi Pfilohu 3 této Smlouvy.

12. Vynalezy

12.1.Poskytovatel a ZkouSejici berou na védomi a
souhlasi, Ze Zadavateli pfisluSi vSechna prava, naroky
a podily na jakychkoli a vSech Studijnich udajich,
objevech, technologiich, vysledcich a vynalezech, at
Uz jsou nebo nejsou patentovatelné, vytvofené
Poskytovatelem nebo ZkouSejicim nebo zaméstnanci
¢i smluvnimi dodavateli Poskytovatele a/nebo jejich
zmocnénci pfi provadéni Studie, mimo jiné véetné
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limited to inventions related to the Investigational
Product, together with all intellectual property rights
relating thereto (collectively, “Sponsor Inventions”),
and the Institution and Investigator hereby each
assign to Sponsor, and shall ensure any of Institution's
employees, contractors and/or agents assign to
Sponsor, all of its right, title, and interest in and to all
Sponsor Inventions.

12.2. The Institution and Investigator acknowledge that they

have no right to pursue any patent or other intellectual
property protection with respect to Sponsor
Inventions. The Institution and Investigator will
disclose promptly and shall ensure any Institution's
employees, contractors and/or agents disclose, to
Sponsor or its nominees any and all Sponsor
Inventions. The Institution and Investigator will
execute any and all applications, assignments, or
other instruments, give such testimony and take such
other actions as Sponsor shall reasonably deem
necessary to evidence, effect, perfect or record
Sponsor’s sole ownership of Sponsor Inventions and
to apply for, secure, and maintain patent or other
proprietary protection of such Sponsor Inventions
worldwide. All Sponsor Inventions and any information
with respect thereto shall be Confidential Information
of Sponsor subject to the confidentiality, non-
disclosure, and non-use obligations set forth in
Confidentiality section. The Institution shall ensure
that all of its personnel, contractors and agents have a
contractual obligation to a present assignment of all
Sponsor Inventions to the Institution, so that the
Institution can comply with its obligations under this
section.

13. Term and Termination

13.1. This Agreement shall be valid as of the last date of

execution on the signature page, between the
undersigned Parties and shall be effective on the day
of its publication in the Contract Register. Its
effectiveness shall continue in force until completion
of the Study and until the Institution and Investigator
have delivered all completed and corrected CRFs,
reports and other documentation required by the
Protocol to Pharm-Olam and |Institution and
Investigator have received all payments due as of
termination or until terminated early in accordance
with this Article.

vynalezl tykajicich se Hodnoceného léciva, spolu se
véemi souvisejicimi pravy duSevniho vlastnictvi
(spoleéné dale jen ,Vyndlezy Zadavatele), a
Poskytovatel a Zkou$ejici timto kazdy postupuje
Zadavateli a zajisti, ze i zaméstnanci, smluvni
dodavatelé a/nebo zmocnénci Poskytovatele postoupi
Zadavateli, vSechna své prava, naroky a podily na
viech Vynalezech Zadavatele.

12.2. Poskytovatel a ZkouSejici berou na védomi, Zze nemaiji

zadné pravo usilovat o jakykoli patent nebo jinou
ochranu du$evniho vlastnictvi v souvislosti s Vynalezy
Zadavatele. Poskytovatel a ZkouSejici okamzité
zpfistupni a zajisti, aby zaméstnanci, smluvni
dodavatelé a/nebo zmocnénci  Poskytovatele
zpfistupnili  Zadavateli nebo jeho povéfenym
zastupcim  vSechny  Vyndlezy = Zadavatele.
Poskytovatel a ZkousSejici vyhotovi jakékoli a veskeré
Zadosti, pfevody nebo dalsi dokumenty, poskytne
svédectvi a podnikne takové dalsi kroky, které mize
Zadavatel pfiméfené povazovat za nezbytné
k prokazani, uskutecnéni, vylepSeni nebo k zapisu
vyluéného  vlastnictvi ~ Vyndlezu  Zadavatele
Zadavatelem a k podani Z&dosti, zajisténi a zachovani
patentové nebo jiné ochrany vlastnickych prav k
Vyndlezim Zadavatele po celém svété. VSechny
Vynélezy Zadavatele a jakékoli souvisejici informace
jsou Duvérnymi informacemi Zadavatele a vztahuje se
na né povinnost zachovavat  mi€enlivost,
nezvefejfiovat je a nepouzivat, jak je uvedeno
v ¢lanku Davérnost. Poskytovatel zajisti, aby vichni
zaméstnanci, smluvni dodavatelé a zmocnénci méli
smluvné danou povinnost sou¢asného postoupeni
véech Vyndlezi Zadavatele Poskytovateli, aby
Poskytovatel mohl spinit své povinnosti podle tohoto
ustanoveni.

13. Doba trvani a zanik Smlouvy

13.1. Tato Smlouva vstupuje v platnost dnem posledniho

podpisu na podpisové strané mezi podepsanymi
Stranami a nabyvd ucinnosti dnem uvefejnéni
v Registru smluv. Jeji platnost trvé do ukon&eni Studie
a dokud Poskytovatel a Zkou$ejici nedoruci
spoleCnosti  Pharm-Olam  vSechny vypInéné a
opravené CRFs, zprdvy a dalSi dokumentaci
pozadovanou Protokolem a dokud Poskytovatel a
ZkousSejici neobdrzi vSechny platby splatné ke dni
ukonceni anebo do okamziku pfedasného zaniku
Smlouvy podle ustanoveni tohoto ¢lanku.
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13.2.Pharm-Olam may terminate this Agreement and/or
any portion hereof, at any time upon at least thirty (30)
days’ written notice with or without cause giving the
Institution and Investigator written notice of such
termination.

13.3. This Agreement may be terminated by Pharm-Olam
immediately in the event of the following:

13.3.1. approval to perform the Study has been
withdrawn by the relevant IEC/IRB or
Regulatory Authority;

13.3.2. the magnitude or significance of Adverse
Events in relation to Investigational Product
administered in the Study supports
immediate termination of the Study;

13.3.3. failure by the Institution or Investigator to
enroll Study Subjects at a rate sufficient to
achieve Study performance goals;

13.3.4. circumstances that in Pharm-Olam’s or
Sponsor’s opinion pose risks to the health or
wellbeing of Study Subjects;

13.3.5. breach of applicable laws or regulations
by Institution or Investigator;

13.3.6. breach of debarment and anti-bribery
clauses by Institution or Investigator;

13.3.7. involvement of Institution  and/or
Investigator in a clinical trial that adversely
affects their ability to perform their
respective  obligations  under  this
Agreement.

13.4. This Agreement may be terminated by either Party in
the event of a material breach by the other Party of its
obligations under this Agreement, provided that the
breaching Party is given written notice of the nature of
the default and an opportunity to cure such default
within a period of at least thirty (30) days after the
giving of such notice.

13.5.f this Agreement is terminated, the Institution and the
Investigator shall provide for an orderly cessation of

13.2. Spoleénost Pharm-Olam je opravnéna kdykoliv
sudanim nebo bezudani dlvodu, na zakladé
pisemné vypovédi s nejméné tficetidenni (30denni)
vypovédni  IhGtou,  doruCené  Poskytovateli
a Zkousejicimu.

13.3. Pharm-Olam m(Ze okamzZité vypovédét tuto Smlouvu
v nasledujicich pfipadech:

13.3.1. souhlas k provadéni Studie byl vzat zpét
pfisluSnou EK nebo pfisluSnym Regulacnim
Uradem;

13.3.2. rozsah nebo zavaznost Nezadoucich
udalosti ve vztahu k Hodnocenému lécivu
podavanému  vramci  Studie jsou
podkladem pro okamzité preruseni Studie;

13.3.3. Poskytovatel nebo Zkousejici nenabere
dostateCny poCet Subjektt hodnoceni k
dosazeni cil(i Studie;

13.3.4. okolnosti, které podle ndzoru spole¢nosti
Pharm-Olam nebo Zadavatele budou
predstavovat  zdravotni  riziko  nebo
bezpec€nost Subjektt hodnocent;

13.3.5. poruseni pfislusnych pravnich predpist
nebo regulacnich opatfeni Poskytovatelem
nebo Zkousejicim;

13.3.6. poruseni vylu¢ovacich a protikorupcnich
ujednani Poskytovatelem nebo
Zkousejicim;

13.3.7. ucast Poskytovatele a/nebo Zkousejiciho
v klinickém hodnoceni, které ma negativni
vliv na jejich schopnost pinit jejich pfislusné
povinnosti dle této Smlouvy.

13.4.Kterdkoli Strana mlZe odstoupit od této Smiouvy,
poru$i-li druhd Strana podstatnym zpisobem své
zévazky vyplyvajici z této Smlouvy, za pfedpokladu,
Ze porusujici Strana obdrzi pisemného oznameni o
povaze poruSeni a moznosti napravit takovéto
poruseni ve Ihité tficeti (30) dnd od pfijeti tohoto
oznameni.

13.5. Zanikne-li tato Smlouva, Poskytovatel a Zkousejici se
zavazuji fadné ukoncit Studii zplsobem, ktery bude
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the Study in a manner determined by mutual
agreement of the Parties that recognizes the best
interests and welfare of the Study Subjects and is
designed to be safe for Study Subjects enrolled in the
Study in accordance with ICH/GCP and in compliance
with all applicable laws, rules and regulations. The
Institution and the Investigator will use commercially
reasonable efforts to minimize costs associated with
the cessation of the Study. Such costs will be borne by
Sponsor as mutually agreed to by the Parties.
Promptly following the effective date of any
termination, the Institution and Investigator shall
provide to Pharm-Olam all Study Data and other data
and information collected in connection with the Study
in any and all formats available, including electronic
format and computer files and programs. After receipt
of all documentation, Study Data, and information
regarding the Study by Pharm-Olam from the
Institution and Investigator, Pharm-Olam shall provide
compensation to the Institution and Investigator in
accordance with Appendix 1 and this Agreement for
the conduct of the Study (pro rata payments for all
work finished or begun by Institution and Investigator
or costs irrevocably committed to third parties if in
accordance therewith) up to the effective date of the
termination of this Agreement.

13.6. If this Study is terminated prematurely, the Investigator

agrees to furnish to Pharm-Olam all CRFs completed
and/or partially completed up to the date of termination
of the Study, as well as all other Study related
materials including, but not limited to Investigational
Product. Institution may retain a copy of Study records
for archival purposes, as required by national law, and
to the extent necessary to execute Institution’s rights
under this Agreement, in a secure location in
compliance with the terms herein, subject to the
confidentiality requirements.

13.7.Pharm-Olam and Sponsor also reserve the right to

instruct the Institution or the Investigator in writing to
enroll fewer or more Study Subjects than the number
agreed at the time of the signature of this Agreement,
in which case the payment due to the Institution and
Investigator will be made on a pro-rata basis.

vzajemné mezi Stranami dohodnut s pfihlédnutim k
nejlepSim z&jmim a blahu Subjektt hodnoceni a bude
navrzen tak, aby byl bezpeCny pro Subjekty
hodnoceni zafazené do Studie v souladu s ICH/GCP
a v souladu se vSemi pfislusnymi pravnimi predpisy,
pravidly a regulaCnimi opatfenimi. Poskytovatel a
ZkouSejici se zavazuji, Ze vyvinou obchodné
pfiméfené Usili k minimalizaci nakladd spojenych s
ukoncenim Studie. Tyto néklady budou Zadavatelem
uhrazeny podle vzajemné dohody mezi Stranami.
lhned po u€innosti zaniku Smlouvy, Poskytovatel a
ZkouSejici  poskytne  spolecnosti  Pharm-Olam
vSechna Studijni data, jakoz i jiné udaje a informace
shromazdéné v souvislosti se Studii, a to ve vSech
formatech, zahmuijici elektronické formaty, pocitaové
soubory a programy. Poté co spole¢nost Pharm-Olam
obdrZi od Poskytovatele a ZkouSejiciho veskerou
dokumentaci, Studijni data a informace tykajici se
Studie, zavazuje se spolecnost Pharm-Olam uhradit
Poskytovateli a ZkouSejicimu odménu v souladu s
Prilohou 1 této Smlouvy a touto Smlouvou za
provadéni Studie (pomémé platby za vSechny
ukoncéené ukony nebo zapocaté ukony Poskytovatele
a Zkousejiciho nebo naklady, k nimz se Poskytovatel
a ZkouSejici neodvolatelné zavazaly, pokud maji
souvislost s témito Ukony) k datu zaniku této Smlouvy.

13.6.V pfipadé, Ze Studie bude ukonCena predcasné,

ZkousSejici souhlasi, Ze poskytne spoleénosti Pharm-
Olam vSechny kompletni zaznamy CRFs a/nebo
¢astecné vypinéné ke dni ukonéeni Studie a taktéz
v8echny ostatni materidly tykajici se Studie, mimo jiné
Hodnocené IéCivo. Poskytovatel je opravnén si na
bezpecném misté, v souladu s ustanovenimi této
Smlouvy a pod podminkou dodrzeni pozadavk(
ohledné ddvérnosti, ponechat kopii Studijnich
zaznam( k archivaénim ucelim, pokud tak stanovi
vnitrostatni pravni predpisy, a to v rozsahu nezbytném
k vykonu prav Poskytovatele podle této Smiouvy.

13.7.Pharm-Olam a Zadavatel si taktéZ vyhrazuji pravo

pisemné udélovat pokyny Poskytovateli a
ZkousSejicimu k zafazeni vétSiho nebo mensiho poctu
Subjektd hodnoceni, nez je pocet ujednany v dobé
podpisu této Smlouvy, v takovém pfipadé budou
platby Poskytovateli a ZkouSejicimu poskytnuty na
pomémém zéakladé.
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14. Liability and Indemnification

14.1. The Institution and Investigator acknowledge that they
are acting as independent contractors and not as
employees of Pharm-Olam or Sponsor.

14.2. Sponsor indemnification of Investigator and Institution
shall be in accordance with the letter of
indemnification, which will be provided by Sponsor in
a separate document.

14.3.The Institution shall indemnify, defend and hold
Pharm-Olam, Sponsor and their employees, affiliates
and contractors harmless against any claims brought
by a third party arising from:

14.3.1. failure of the Institution, its employees,
affiliates, contractors, Investigator or their
co-workers, and/or Study Team to adhere to
the Agreement, the Protocol or agreed
amendments or reasonable  written
recommendations and instructions by
Pharm-Olam or Sponsor relative to the
services;

14.3.2. failure of Institution, its employees,
affiliates, contractors, Investigator or their
co-workers, and/or Study Team to comply
with local law or regulations applicable to the
performance of its obligations under this
Agreement;

14.3.3. medical malpractice, negligent act or
omission or willful misconduct by the
Institution, its employees, (including
Investigator), affiliates, contractors, and/or
Study Team;

14.3.4. breach (including but not limited to
breach of warranty) of this Agreement
(including the Protocol) by the Institution, its
employees  (including Investigator),
affiliates, contractors, and/or Study Team.

14.4.The Institution, the Investigator and all Study Team
members shall have all valid licenses and permits as
may be required to perform clinical studies.

14. Odpovédnost a odSkodnéni

14.1. Poskytovatel a Zkou$ejici berou na védomi, Ze
vystupuji jako nezavisli dodavatelé, a nikoliv jako
zameéstnanci spole¢nosti Pharm-Olam ¢&i Zadavatele.

14.2.0dskodnéni ZkouS$ejiciho nebo Poskytovatele ze
strany Zadavatele se bude fidit dopisem o odSkodnéni
(Letter of indemnification), jenZ bude poskytnut
Zadavatelem v separatnim dokumentu.

14.3. Poskytovatel ~ odSkodni,  poskytne  ochranu
a zprosti odpovédnosti spole¢nost Pharm-Olam,
Zadavatele a jejich zaméstnance, pfidruzené subjekty
a dodavatele v zalezitostech jakychkoliv naroku
ucinénych tfeti stranou z titulu:

14.3.1. nedodrZeni ustanoveni této Smlouvy,
Protokolu, dohodnutych dodatki nebo
davodnych pisemnych doporuceni a pokynd
spole¢nosti  Pharm-Olam ¢&i  Zadavatele
tykajicich  se  sluzeb  poskytnutych
Poskytovatelem, jeho zameéstnanci,
pfidruzenymi subjekty, dodavateli,
ZkouSejicim ¢ jejich  spolupracovniky
a/nebo Studijniho tymu;

14.3.2. nedodrZeni mistnich pravnich pfedpist
nebo regulaénich opatfeni pouzitelnych ke
spinéni  zévazkd podle této Smlouvy ze
strany Poskytovatele, jeho zaméstnancu,
pfidruZzenych subjektd, dodavateld,
Zkousejiciho ¢i  jejich  spolupracovnikl
a/nebo Studijniho tymu;

14.3.3. zanedbani péce, nedbalostniho jednani
nebo opomenuti, nebo  Umysiného
pochybeni, ze strany Poskytovatele, jeho
zaméstnancli  (vCetné  Zkousejiciho),
pfidruzenych subjektl, dodavatelli a/nebo
Studijniho tymu;

14.3.4. porudeni (vCetné poruSeni zaruk Stran)
této Smlouvy (vEetné Protokolu) ze strany
Poskytovatele, jeho zaméstnancl (vEetné
Zkousejiciho),  pfidruzenych  subjektd,
dodavatelt a/nebo Studijniho tymu.

14.4. Poskytovatel, ZkouSejici a vSichni ¢lenové Studijniho
tymu maji platné potfebné licence a povoleni
k provadéni klinickych studii.
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14.5.The Parties acknowledge that the Institution is not

legally required to be insured to perform clinical
studies. The Institution has statutory insurance for
standard provision of care pursuant to Section
45(2)(n) of the Health Services Act, whereas the
aforementioned  insurance  also  covers  the
Investigator.

14.6.In no event shall Pharm-Olam be liable towards

Institution or Investigator for any indirect, incidental,
special, or consequential damages or lost revenue or
profits arising out of the provision of services
hereunder.

14.7. Sponsor shall arrange liability insurance policy prior to

commencement of the Study in accordance with
Section 58(2) of Act No. 378/2007 Coll., on
Pharmaceuticals, as amemded, for Investigator and
Sponsor, whereby compensation for death of Study
Subject shall be covered, as well as compensation for
health damage as a result of performance of the
Study.

14.8. Proof of such insurance shall be available to the

Parties upon request.

15. Payments and Transparency

15.1. Pharm-Olam or Sponsor will pay fees and reimburse

14.5.SSmluvni strany berou na védomi, Ze poskytovatel

nema zékonnou povinnost byt pojistén na provadéni
klinického hodnoceni. Poskytovatel ma uzavfené
zakonné pojisténi na bézné poskytovani péce dle § 45
odst. 2 pism. n) zakona o zdravotnich sluzbach, s tim,
Ze timto pojisténim je kryt i zkousejici.

14.6. Spole¢nost Pharm-Olam v zadném pfipadé nenese

odpovédnost viéi Poskytovateli nebo Zkousejicimu za
Z4dné nepfimé, nahodné, mimofadné ani nasledné
Skody/ujmy & uslé pfijmy nebo zisky vyplyvajici
z poskytovani sluzeb podle této Smlouvy.

14.7. Zadavatel je povinen zajistit, aby pfed zahajenim

Studie bylo, v souladu s § 58 odst. 2 zékona ¢.
378/2007 Sb., o léCivech, v platném znéni, uzavieno
pojisténi odpovédnosti za Skodu pro Zkousejiciho a
Zadavatele, jehoZz prostfednictvim je zajiSténo i
odskodnéni v pfipadé smrti Subjektu hodnoceni nebo
v pfipadé Skody vzniklé na zdravi Subjektu hodnoceni
v dusledku provadéni Studie.

14.8.Dlkaz o uzavfeni takového pojisténi bude Stranam

k dispozici na vyZadani.

15. Platby a transparentnost

for costs related to the Study to the recipient indicated
in Appendix 2 (“Payee”) in accordance with the
payment schedule attached as Appendix 1 to this
Agreement. Appendix 1 to this Agreement set forth
Pharm-Olam’s or Sponsor’s entire payment obligation
for the Institution’s and Investigator’s performance
under this Agreement, and includes, without limitation,
compensation for all of the Institution’s direct and
indirect costs of materials and lab, and all overhead
related thereto, in connection with the Study.
Institution  shall be solely responsible for
compensating Investigator for Investigator's Services
provided to perform the Study. The fee to the
Investigator and cooperating persons shall be paid out
in compliance with Institution’s internal guidelines. In
no event shall Pharm-Olam or Sponsor be obligated
to pay amounts in excess of the amounts set forth in
Appendix 1 or this Agreement without Sponsor’s prior
written consent. Notwithstanding the foregoing,
Pharm-Olam may issue a written notice to the Parties
for the purpose of increasing the Study fees described
in Appendix 1. All payments under and amounts of

15.1.Pharm-Olam nebo Zadavatel se zavazuje zaplatit

poplatky a uhradit naklady spojené se Studii pfijemci
uvedenémuyv Pfiloze 2 (dale jen ,Prijemce®) v souladu
s rozpisem plateb uvedenych v Pfiloze 1 této Smlouvy
a v této Smlouvé. Pfiloha 1 této Smlouvy zaklada pro
spolenost Pharm-Olam nebo Zadavatele uplnou
platebni povinnost vici Poskytovateli a ZkouSejicimu
za provedené vykony podle této Smlouvy, a zahrnuje,
bez omezeni, kompenzaci za vSechny pfimé d&i
nepfimé naklady Poskytovatele na material a
laboratof a vSechny rezijni naklady v souvislosti se
Studii. Poskytovatel bude vyhradné odpovédny za
odménovani Zkousejiciho za jim poskytnuté Sluzby.
Odména zkouSejicimu a spolupracujicim osobam
bude vyplacena dle vnitini smérnice Poskytovatele.
V Z&dném piipadé nebude spolecnost Pharm-Olam
nebo Zadavatel zavazan/a kuhradé jakychkoliv
Castek prevysuijicich Castky uvedené v Pfiloze 1 této
Smlouvy, bez pfedchoziho pisemného souhlasu
Zadavatele. Bez ohledu na vySe uvedené, mlze
spole¢nost Pharm-Olam zaslat Stranam pisemné
ozndmeni za uCelem zvySeni poplatki Studie
popsanych v Pfiloze 1. VSechny platby podle této
Smlouvy budou provedeny v méné eskych korunach
(déle jen “Pouzitd ména”). Strany berou timto na
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money referred to in this Agreement are expressed in
Czech crowns (“Applicable Currency”). Parties hereto
hereby acknowledge that the payments provided for
herein shall be fixed without regard to fluctuations in
the exchange rate between the Applicable Currency
and any other currency.

15.2. The Payee is responsible for the payment of any local

taxation (if applicable).

16. Debarment and Anti-Bribery

16.1.Investigator hereby represents, that he/she is not

védomi, Ze platby poskytnuté podle této Smlouvy jsou
fixni, bez ohledu na fluktuaci ménového kurzu mezi
Pouzitou ménou a jakoukoli jinou ménou.

15.2. Pfijemce je odpovédny za platbu jakékoliv mistni dané

(budou-li takové).

16. Vylouceni a protikorupéni opatreni

under debarment action, or struck off because of
debarment by any regulatory agency and Institution
and Investigator shall not utilize in connection with the
Study the services of any individual or entity which is
under any such debarment action.

16.2. The Investigator and the Institution agree that they and

the Study Team members or their agents,
representatives, managers or employees shall not
make or receive any payment, offer of payment,
promise to pay, or authorization of the payment or
giving, either directly or indirectly, of money or
anything of value to anyone, including but not limited
to, any Government Officials or non-governmental
entities (as defined below), if such payment is for the
purpose of influencing or rewarding improper
decisions or actions with respect to the subject matter
of this Agreement or any other aspect of Sponsor’s or
Pharm-Olam’s business, including but not limited to
obtaining or retaining a business or other advantage.

16.3. “Government Official” means any officer or employee

of a government, including any department, agency or
instrumentality thereof, any government owned or
controlled business, or of a public international
organization, any person acting in an official capacity
for or on behalf of any such government owned or
controlled  business, or public international
organization, and any official of a political party or
candidate for political office. Non-governmental entity
would include but is not limited to individuals or
institutions such as EC members, institutional
approvers, referring physicians and referring non-
physicians etc. The Investigator and Study Team
members shall keep a written accounting of all
payments made by the Investigator and/or Study
Team members or their agents, managers,
representatives, or employees on behalf of the

16.1. Zkousejici timto prohlaSuje, Ze vici nému neni vedeno

fizeni, kterym by mohlo byt rozhodnuto o jeho
vylouceni ze stavovské organizace nebo pozastaveni
Clenstvi z divodu vylou¢eni Regulacnim ufadem, a Ze
Poskytovatel a Zkousejici nevyuZije v souvislosti se
Studii sluzby Zadné fyzické ani pravnické osoby, vici
niZ je takové fizeni o vylouceni vedeno.

16.2. Zkousejici a Poskytovatel souhlasi, Ze oni, ani ¢lenové

Studijniho tymu ani jejich agenti, zastupci, manazefi
nebo zaméstnanci neucini nebo nepfijmou Zadnou
platbu, nabidku platby, pfislib k platbé, nebo schvaleni
platby, nebo pfimé ¢i nepfimé pfedani penéznich
prostfedkd nebo jakékoliv hodnoty komukoliv, véetné,
mimo jiné, jakémukoliv vladnimu ufednikovi nebo
nevladnim subjektim (jak jsou definovany nize),
pokud je takova platba urena pro ucely ovliviiovani
nebo odménovani povazovana za nekala rozhodnuti
nebo jednani v zéleZitostech pfedmétu této Smlouvy
nebo jakéhokoliv jiného aspektu obchodnich aktivit
Zadavatele Ci spolecnosti Pharm-Olam, mimo jiné
k ziskani ¢i udrzeni si obchodnich aktivit &i jinych
vyhod.

16.3.,Vladnim dfednikem® se rozumi jakykoliv ufednik

nebo zaméstnanec vlady, véetné ministerstev, organ
vefejné spravy nebo podfizené vladni organizaci,
jakékoliv statem vlastnéného nebo kontrolovaného
obchodniho subjektu, nebo mezinarodni organizace
podle mezinarodniho prava vefejného, jakakoliv
osoba jednajici z ufedni povinnosti za nebo jménem
jakéhokoliv statem vlastnéného nebo kontrolovaného
obchodniho subjektu, nebo mezinarodni organizace
podle mezindrodniho prava vefejného, a jakykoliv
pFedstavitel politické strany nebo kandidat na politicky
ufad. Nevladni subjekty budou zahrnovat mimo jiné
jednotlivce nebo instituce jako jsou ¢lenové Evropské
komise, schvalovacich organd, indikujici Iékafe nebo
indikujici nelékarské zdravotnické pracovniky atd.
Zkousejici a Clenové Studijniho tymu se zavazuji
uchovavat pisemné zauctovani vSech plateb ze strany
Zkousejiciho a/nebo ¢lent Studijniho tymu nebo jejich
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Sponsor or Pharm-Olam, or out of funds provided by
the Sponsor or Pharm-Olam, that clearly and
accurately identify the persons or entities that received
such payments. A copy of this accounting must be
provided to Pharm-Olam upon request. In no event
shall any payment be made by the Investigator and/or
the Study Team members or their agents, managers,
representatives or employees to any undisclosed third
party. The Investigator and Study Team members
shall report any violation of the requirements of this
Section to Pharm-Olam immediately and agree to
make all relevant records and other documentation
relating to a violation available for Sponsor and/or
Pharm-Olam.

16.4. Additionally, each Party shall require that its
employees, co-workers or agents (cooperating with
the Institution based on relationship other than
employment) who are involved in the conduct of the
Study, will not offer, pay, request, or accept any bribe,
inducement, kickback or facilitation payment, and shall
not make or cause another to make any offer or
payment to any individual or entity for the purpose of
influencing a decision for the benefit of the other Party.

17. Notices

Any notices, requests and other communications required
or permitted under this Agreement shall be given or made
in writing and shall be deemed to have been given if
delivered personally, certified mail with return receipt
requested, or sent by courier service, or faxed or emailed to
the Party to be notified at the addresses set forth below (or
such other address as shall be designated by written notice;
provided that notices of a change of address shall be
effective only upon receipt thereof):

To Pharm-Olam:
Pharm-Olam, LLC

2000 Centregreen Way, Suite 300, Cary, North Carolina
27513, USA

T: +1 (713) 559-7900
F: +1 (713) 559-7901

Email: InvSiteContracts @ pharm-olam.com

zmocnéncd, fidicich pracovnikd, zastupcl, nebo
zaméstnancl jménem Zadavatele nebo spole€nosti
Pharm-Olam, nebo ze zdroji  poskytnutych
Zadavatelem nebo spolecnosti Pharm-Olam, které
jasné a presné identifikuji osoby nebo subjekty, které
obdrZely takové platby. Kopie ucetnictvi musi byt
poskytnuty spolecnosti Pharm-Olam na pozadani.
V zadném pfipadé nebude jakékoliv platba uhrazena
ZkousSejicim a/nebo ¢lenem Studijniho tymu nebo
jejich zmocnéncem, Fidicim pracovnikem, zastupcem
nebo zaméstnancem utajené tfeti osobé. Zkousejici a
¢lenové Studijniho tymu se zavazuji okamZité oznamit
jakékoliv poruseni pozadavku uvedenych v tomto
¢lanku spole¢nosti Pharm-Olam a souhlasi s tim, ze
vSechny relevantni zaznamy a jinou dokumentaci
tykajici se porudeni zpfistupni Zadavateli a/nebo
spole¢nosti Pharm-Olam.

16.4.Navic kazdd ze Stran bude vyZadovat, aby jeji
zaméstnanci,  spolupracovnici  nebo  agenti
(spolupracujici s Poskytovatelem na zakladé jiného
pracovniho vztahu, neZ je zaméstnanecky), ktefi se
podileji na provedeni Studie, nenabidli, nezaplatili,
nepozadali nebo nepfijali jakykoliv Uplatek, podnét i
pobizeni, ilegalni provizi, nebo napomozeni platbé.
Rovnéz neudini nabidku, ani nezadaji pfi¢inu jiné
strané, aby uCinila nabidku platby jakékoliv fyzické Ci
pravnické osobé pro Ucely ovlivnéni rozhodnuti ku
prospéchu jiné Strany.

17. Oznameni

Jakékoliv ozndmeni, poZadavek nebo jind komunikace
vyzadovana nebo povolend touto Smlouvou bude sdélena
pisemné a bude povazovana za doruéenou, pokud bude
pfedana osobné, zaslana doporucené s dodejkou nebo
kurymi sluzbou nebo faxem nebo e-mailem Strané, jiZ je
ozndmeni ureno na adresu uvedenou Vv nize (nebo na
takovou adresu, které bude ur€ena pisemnym oznamenim;
oznameni zmény adresy bude u¢inné jeho dorucenim):

Spolecnosti Pharm-Olam:
Pharm-Olam, LLC

2000 Centregreen Way, Suite 300, Cary, North Carolina
27513, USA

Tel.: +1 (713) 559-7900
Fax: +1 (713) 559-7901

Email: InvSiteContracts @ pharm-olam.com

Pharm-Olam Study No./ C. Studie spoleénosti Pharm-Olam: 1270
Site No./ Cislo centra: 135
Clinical Trial Agreement

Confidential & Proprietary/Divérné

Page 24 of 39



Investigator/Zkousejici: | |

Institution/Poskytovatel:Fakultni nemocnice Hradec Kralové

Country/Zemé: Czech Republic

To Sponsor:

Revolution Medicines, Inc.
700 Saginaw Drive
Redwood City, CA 94063
United States of America
Attention: Legal Department

Email: legal @ revmed.com

To Investigator:

Attn.: [

Address: Fakultni nemocnice Hradec Kralové, Klinika
onkologie a radioterapie, Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kralové, Czech Republic

Tel. No: +420 495 833 175

Emil: I

To Institution:
Attn.: Dasa Proklpkova

Address: Fakultni nemocnice Hradec Kralové, Legal
Department, Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, Czech Republic

Tel. No: +420 495 832 881

Email: dasa.prokupkova@fnhk.cz

If billing details or tax identification number (DIC) change,
the Sponsor/Pharm-Olam shall immediately notify the
Institution (Dasa Proklpkova — Legal Department, email:
dasa.prokupkova@fnhk.cz, Ing. Jitka HaleSova — Finance
and Analyses Department, jitka.halesova @fnhk.cz)

18. Entire Agreement; Severability

This Agreement, together with all Appendices attached
hereto and incorporated herein, constitutes the entire
agreement between the Parties with respect to the subject
matter hereof and supersedes all existing agreements and
all other oral, written or other communications between the
Parties concerning the subject matter hereof. Except for
Pharm-Olam’s right to increase the Study fees by written
notice as defined in section 15, this Agreement will not be
amended, modified or supplemented in any way except in
writing and signed by a duly authorized representative of
each Party unless otherwise agreed by the Parties herein.
In the event any provision of this Agreement shall be
determined to be invalid, void or unenforceable in whole or

Zadavateli:

Revolution Medicines, Inc.

700 Saginaw Drive

Redwood City, CA 94063

Spojené staty americké

K rukédm: Legal Department (pravni oddéleni)

Email: legal @ revmed.com

Zkousejicimu:
Do rukou.: [

Adresa: Fakultni nemocnice Hradec Kralové, Klinika
onkologie a radioterapie, Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Krélové, Ceské republika

Tel: +420 495 833 175

Email: I

Poskytovateli:
Do rukou.: Dasi Prokupkové

Adresa: Fakultni nemocnice Hradec Krélové, Pravni odbor,
Sokolska 581, 500 05 Hradec Kralové — Novy Hradec
Kralové, Ceska republika

Tel: +420 495 832 881

Email: dasa.prokupkova @fnhk.cz

Pfi zméné fakturadnich Udaji nebo DIC je
zadavatel/Spole¢nost povinen neprodlené informovat
Poskytovatele (Dasa Proklpkova — pravni odbor, e-mail:
dasa.prokupkova@fnhk.cz, Ing. Jitka HaleSova — Odbor
financi a analyz, jitka.halesova @fnhk.cz)

18. Celistvost Smlouvy, Salvatorska klauzule

Tato Smlouva, spolecné se vSemi Pfilohami kni
pfipojenymi a vtélenymi zakladd dpinou dohodu mezi
Stranami s ohledem na pfedmét Smlouvy a nahrazuje
vdechny existujici dohody a v8echnu dosavadni ustni,
pisemnou nebo jinou komunikaci mezi Stranami, pokud jde
0 pfedmét této Smlouvy. Kromé prava spoleénosti Pharm-
Olam navysit poplatky Studie pisemnym ozndmenim, jak je
uvedeno v ¢lanku 15, tato Smlouva nebude opatfovana
dodatky, ménéna nebo dopliovana v Zzadné jiné formé nez
ve formé pisemné a podepsané opravnénym zastupcem
kazdé ze Stran, pokud se Strany nedohodnou jinak.
V pfipadé, Ze jakékoliv ustanoveni této Smiouvy bude
shledano jako neplatné, neucinné nebo nevymahatelné
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in part, the remaining provisions shall remain in full force
and effect.

19. No Waiver

No waiver of any term, provision, 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 any such term, provisions, or
condition, or of any other term, provision, or condition of this
Agreement.

20. Parties and Assignment

20.1.Neither Institution nor Investigator shall assign,
subcontract or delegate this Agreement or its rights
and obligations hereunder, in whole or in part, without
the prior written consent of the other Parties. Sponsor
may assign, subcontract or delegate this Agreement
or its rights and obligations hereunder to its affiliates
without the prior written consent of the other Parties
in the form of a written notice in compliance with the
Notice section of this Agreement. Pharm-Olam may
assign this Agreement to Sponsor or a designee of
Sponsor without the prior written consent of the other
Parties. Pharm-Olam shall provide written notice of
any such assignment to the other parties.

20.2. Sponsor has, at its sole discretion, the right to appoint
a new contract research organization (“CRO”)
(Institution and Investigator shall be immediately
informed) to replace Pharm-Olam or any successor
CRO. Upon such appointment, Pharm-Olam or the
successor CRO, as applicable shall assign this
Agreement to the new CRO.

20.3. This Agreement shall bind and inure to the benefit of
the Parties hereto and their respective successors
and permitted assigns.

20.4. The Parties to this Agreement recognize and agree
that Sponsor takes the benefit of this Agreement as a
third-party beneficiary and agree that Sponsor may
enforce such rights either directly itself or indirectly
through Pharm-Olam.

20.5. The Sponsor and Pharm-Olam hereby undertake not
to enter into any other agreement with any other
employee of the Institution in connection with this
Study.

v celku nebo z€asti, zbyvajici ustanoveni zlstavaji v piné
platnosti a uginnosti.

19. Vzdani se prav

Dojde-li ke vzdani se prav z jakéhokoliv ustanoveni této
Smlouvy, jednéanim ¢i jinak, v jednom nebo vice pfipadech,
nelze toto pokladat Ci vykladat jako pretrvéavajici vzdani se
prav i dalsi vzdani se dalsich prav z jakéhokoliv dalsiho
ustanoveni této Smiouvy.

20. Strany a postoupeni

20.1. Poskytoval ani Zkousejici nejsou opravnéni postoupit,
zadat subdodavateli nebo delegovat tuto Smiouvu
nebo zde uvedend prava a zavazky, vcelku nebo
z€asti, bez pfedchoziho pisemného souhlasu druhé
Strany.  Zadavatel muaze postoupit, zadat
subdodavateli ¢i delegovat tuto Smlouvu nebo z ni
plynouci prava a zdvazky svym pfidruZzenym
subjektim bez pfedchoziho pisemného souhlasu
ostatnich Stran ve formé pisemného ozndmeni
vsouladu sc¢lankem Ozndmeni této Smlouvy.
Spolecnost Pharm-Olam muze postoupit tuto
Smlouvu Zadavateli nebo jmenované o0sobé
Zadavatele bez predchoziho pisemného souhlasu
druné Strany. Spole¢nost Pharm-Olam takové
postoupeni pisemné oznami ostatnim stranam.

20.2. Zadavatel ma pravo dle svého uvaZeni jmenovat
novou smluvni vyzkumnou organizaci (dale jen
,CRO) (Poskytovatel a ZkouSejici budou o tomto
okamzité informovani) a nahradit tak spole¢nost
Pharm-Olam nebo jakoukoliv néslednou CRO. Po
takovém jmenovani spolecnost Pharm-Olam nebo
nasledna CRO, podle vhodnosti, postoupi tuto
Smlouvu nové CRO.

20.3.Tato Smlouva zavazuje a slouzi ku prospéchu
Stranam a jejich pfipadnym néstupcim a povolenym
postupnikdm.

20.4.Strany uznavaji a souhlasi, Ze Zadavatel vyuZije
vyhody této Smiouvy jako beneficient — opravnéna
tfeti strana a souhlasi, Ze Zadavatel mize vymahat
tato prava bud pfimo nebo nepfimo prostfednictvim
spole¢nosti Pharm-Olam.

20.5.Zadavatel a Pharm-Olam se timto zavazuji, ze
v souvislosti s touto studii neuzaviou Zadnou jinou
smlouvu s Zadnym zaméstnancem poskytovatele.
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21. Use of Names

No Party shall use the other Party’s name or logo in any
advertising or sales promotional material or in any
publication without prior written permission of such Party.
Notwithstanding the foregoing, Pharm-Olam and Sponsor
may use the Investigator's and Institution’s names as
appropriate for regulatory filings.

22. Governing Language and Law

22.1.The Parties agree that Czech language shall be the
governing language for this Agreement and English
shall be the governing language for all documents
regarding the Study.

22.2. Disputes regarding this Agreement, which the Parties
fail to settle amicably, will be settled in accordance
with the Czech laws. Place of jurisdiction shall be
Czech Republic.

22.3.This Agreement shall be governed by Czech law
without regard to the conflict of laws principles
thereof.

23. Survival

The provisions of Sections 1, 3,7, 8, 9, 10, 11,12, 13, 14,
16, 17,18, 19, 20, 21, 22, 23, 24 and 26 of this Agreement
shall survive any expiration or termination of this
Agreement.

24. Force Majeure

Noncompliance by any Party with the obligations of this
Agreement due to force majeure (laws or regulations of any
government, war, civil commotion, destruction of
production facilities and materials, fire, flood, earthquake or
storm, labor disturbances, shortage of materials, failure of
public utilities or common carriers), or any other causes
beyond the reasonable control of the applicable Party, shall
not constitute breach of this Agreement and such Party
shall be excused from performance hereunder to the extent
and for the duration of such prevention, provided it first
notifies the other Party in writing of such prevention and that
it uses its best efforts to cause the event of the force
majeure to terminate, be cured or otherwise ended.

21. Pouziti jmen a nazvi

Z4dn4 Strana neni opravnéna pouzit jméno ¢ nazev nebo
logo druhé strany v jakékoliv reklamé, prodejnich
propagacnich materidlech ¢&i publikacich bez pfedchoziho
pisemného souhlasu druhé Strany. Aniz by byla dotéena
platnost téchto ustanoveni, spole¢nost Pharm-Olam a
Zadavatel jsou opravnéni pouZit jméno Zkousejiciho a
nazev Zadavatele k patficnym regulatornim podanim.

22. Ridici jazyk a Rozhodné pravo

22.1. Strany timto souhlasi, Zze ¢esky jazyk bude fidicim
jazykem této Smlouvy a anglicky jazyk bude Fidicim
jazykem pro vSechny dokumenty tykajici se Studie.

22.2. Spory tykajici se této Smlouvy, které Strany nevyresi
smirnou cestou, budou feSeny v souladu s Ceskym
pravem. Sjedndvd se soudni pravomoc Ceské
republiky.

22.3.Tato Smlouva se Fidi pravem Ceské republiky bez
ohledu na jeho kolizni normy.

23. Pretrvani platnosti

Ustanoveni ¢lanka 1, 3, 7, 8, 9, 10, 11, 12, 13, 14, 16, 17,
18, 19, 20, 21, 22, 23, 24 a 26, této Smlouvy pretrvavaji
v platnosti i po jakémkoliv skon&eni jeji platnosti nebo
vypovézeni.

24. Vyssi moc

NesplInéni povinnosti vyplyvajicich z této Smlouvy jakoukoli
Stranou z dlvodu vy$8i moci (jakékoli zékony nebo
predpisy, valka, obCanské nepokoje, zni¢eni vyrobnich
zafizeni a materidld, pozar, povoderi, zemétfeseni nebo
boufe, zruSeni prace, nedostatek materidll, selhani
vefejnych sluzeb nebo spoleénych dopravc) nebo jakékoli
jiné pfi¢iny mimo pfiméfenou kontrolu pfislusné Strany,
nepredstavuiji porudeni této Smlouvy a takovato Strana je
osvobozena od pinéni podle této Smlouvy v rozsahu a po
dobu trvani takové prevence, pokud nejprve o této prevenci
pisemné uvédomi druhou Stranu a Ze vynaloZi maximalni
Usili k tomu, aby zpusobena udalost vy$si moci skonila,
byla odstranéna nebo jinak ukoncena.
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25. Counterparts 25. Stejnopisy

This Agreement shall be executed in three (3) counterparts, Tato Smlouva je podepsana ve tfech (3) stejnopisech,
each of which shall be deemed an original, but all of which ~ z nichz kaZdy je pokladan za original, ale které tvofi jeden
together shall constitute one and the same instrument. atyZ dokument. Kazda Strana obdrZi jeden vSemi Stranami
Each Party shall receive one counterpart duly executed by ~ fadné podepsany stejnopis.

all Parties.

26. Appendices: 26. Prilohy:

Following Appendices constitute inseparable part of the Nasledujici Pfilohy tvofi nedilnou sou€ast této Smlouvy:
Agreement:

Appendix 1 — Payment Schedule Priloha 1 - Rozpis plateb
Appendix 2 — Payee Form Priloha 2 — Formul&F Pfijemce
Appendix 3 — Loan Agreement Pfiloha 3 — Smlouva o vypujéce

Signature page follows/Nasleduje podpisova stranka
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An authorized signatory of Pharm-Olam/Opravnény zastupce spolecnosti Pharm-Olam:

Name/Jméno:

Date/Datum: 15. 6. 2023
An authorized signatory of the Institution/Opravnény zastupce Poskytovatele:

Name/Jméno: MUDr. Ale§ Herman, Ph.D.

Date/Datum: 29. 6. 2023

The Investigator/Zkousejici:

Name/Jméno: [

SigNature/Podpis..........ceveeeeeeerieiniiseeeiseseeens

Date/Datum 30. 6. 2023
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Appendix 1/PRILOHA 1
Payment Schedule/Rozpis plateb:

1. Payments per Study Subject per visit: Pharm-Olam 1. Platby za Subjekt hodnoceni za névstévu: Pharm-
will pay for each completed and evaluable Study Olam uhradi za kazdy hodnotitelny Subjekt
Subject based on the following table: hodnoceni, jehoZ hodnoceni bylo skonceno, a to

podle nasledujici tabulky:

QD Per Visit Schedule/ Rozpis za  BID Per Visit Schedule/ Rozpis za

VISIT NO./ C. Navstévy navétévu QD navstévu BID

Screening -1 to -28

Screening -1 to -14

Baseline C1D1 (Predose)
C1D1
C1D2
C1D8
C1D15
C2D1
C3D1
C4D1
C5D1
CéD1
C7D1

C8D1

CID1
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C10D1

C11D1

C12D1

C13D1

C14D1

EOT

Safety FU

LTFU

Total amount per Study Subject/
Celkova castka za subjekt
hodnoceni:

2. Evaluable Study Subject: unless otherwise definedin 2. Hodnotitelny Subjekt hodnoceni: neni-li uvedeno v
the Protocol, a complete and evaluable Study Subject

is defined as follows:

there are no Protocol violations,
ICH/GCP guidelines are adhered to,

the Study schedule,

d)
English.

3. Screen

Study Subject fulfils all selection criteria,

and

all examinations are conducted according to

CRFs are completed accurately and only in

Failure: a Screen Failure shall mean any 3.

Study subject, who initially appears to meet the
criteria for pre-screening, signs the informed consent
form, completes the pre-screening and/or screening
visit but does not enroll into the Study. Payment for
Screen Failures will be payable to Institution at the

amount of | i patient fails at Screening
Visit 1 and at the amount of h if patient fails
at Screening Visit 2, based upon the receipt of correct
and itemized invoices. The Payee will be paid for no

Protokolu jinak, kritéria  Subjektu  hodnoceni
vhodného pro Ucast ve Studii, jehoZ hodnoceni bylo
dokonéeno, jsou nasledujici:

a) Subjekt hodnoceni spini kritéria vybéru;

b) nedodlo k poruSeni Protokolu a byly
dodrzeny smérnice ICH-GCP;

c) veSkera vySetfeni byla vykonéana
v souladu s harmonogramem Studie;

d) CRFs jsou pfesné vyplnéné, a to pouze v

angli¢tiné.

Screen Failure: Screen Failure znamend jakykoliv
Subjekt hodnoceni, u néhoz se zpocatku zda, ze
spliuje  kritéria  pro  prescreening, podepise
informovany souhlas, absolvuje prescreeningovou
a/nebo screeningovou navstévu, neni ale do Studie
zafazen. Poskytovateli ndlezi platba za pfipady
Screen Failure ve vysi i pokud je pacient
klasifikovan jako Screen Failure pfi screeningové
navstévé 1, a ve vysi pokud je pacient
klasifikovan jako Screen Failure pfi screeningové
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more than one (1) Screen Failure for every one (1)

subject who is enrolled.

4. Necessary procedures: Pharm-Olam will reimburse

Institution/Investigator for necessary Vvisits

and

procedures due to Study Subject safety. Invoice for
these necessary expenses shall include detailed

documentation regarding the need for

the

procedure(s). Where practicable, Sponsor should
provide consent in advance if it will not affect Study
Subject safety; otherwise Sponsor will be informed as

soon as possible after the fact.

5. Invoiceable Items

Iltem/Polozka

Comp. Transthoracic Echocardiogram? / Komplexni transtorakéini echokardiografie7

MUGA, at Rest or Stress, Single7 / MUGA, klidové nebo zatézové vySeteni,

jednorazové7

"Abbreviated KRAS testing visit (ICF procedure) / Zkracena navstéva za ucelem

vySetieni KRAS (procedura vyZaduijici ICF)

5.

navstévé 2, a to po obdrZeni spravnych a
rozepsanych faktur. Pfijemce obdrZi platbu nejvyse
za jeden (1) pfipad Screen Failure na kazdého
jednoho (1) zafazeného ucastnika.

Potfebné procedury: spole¢nost Pharm-Olam uhradi
Poskytovateli/ZkouSejicimu  naklady  potfebnych
navstév a procedur pro zajiSténi bezpecnosti
Subjektu hodnoceni. Faktura za tyto potiebné vydaje
bude zahrnovat detailni dokumentaci ohledné
potfebnosti  procedur(y). Je-li to proveditelné,
Zadavatel poskytne souhlas pfedem, neovlivni-li to
bezpeCnost Subjektu hodnoceni, jinak bude
Zadavatel informovan ihned, jakmile to bude mozné
poté, co nastala tato skutecnost.

Fakturovatelné poloZky

Amount/Castka (CZK)

***Applicable only for NSCLC patients / Plati pouze pro pacienty s NSCLC

“**Will initially reimburse for 30 patients per site and RevMed to approve additional
testing if needed / Zpocatku bude uhrazeno 30 pacientum na jedno centrum a RevMed

schvali v pfipadé potfeby dal$i testovani

Urine pregnancy test/FSH test (if applicable) / Téhotensky test z moci / Stanoveni FSH

(v pfisludnych pfipadech)

Serum pregnancy test/FSH test (if applicable) / Téhotensky test ze séra / Stanoveni FSH

(v pfislusnych pfipadech)

Hepatitis B Virus, Quantification / Virus hepatitidy B, kvantitativni vySetieni
Hep B Surf Ab (HBsADb) / Protilatka proti povrchovému antigenu hepatitidy B (HBsAD)
Hepatitis B Core Antibody (HBcAb) / Protilatka proti core antigenu hepatitidy B (HBcAb)

Hepatitis B Surface Antigen (HBsAg) / Povrchovy antigen hepatitidy B (HBsAg)

Hepatitis C Viral Load / Hepatitida C, virova naloz

Brain MRI With Contrast / MRI vySetfeni mozku s kontrastni latkou

Brain MRI Without Contrast / MRI vySetfeni mozku bez kontrastni latky
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Chest MRI w/o Contrast / MRI vySetfeni hrudniku s kontrastni latky
Chest MRI w/ Contrast / MRI vySetfeni hrudniku bez kontrastni latkou
Pelvic MRI w/ Contrast / MRI vySetfeni panve s kontrastni latkou

Pelvic MRI w/o Contrast / MRI vySetfeni panve bez kontrastni latky
Abdomen MRI w/ Contrast / MRI vySetfeni bficha s kontrastni latkou
Abdomen MRI w/o Contrast / MRI vySetfeni bicha bez kontrastni latky
Chest CT Scan w/ Contrast / CT vySetfeni hrudniku s kontrastni latkou
Chest CT Scan w/o Contrast / CT vySetfeni hrudniku bez kontrastni latky

Chest, Abdomen, Pelvis CT w Contrast / CT vySetfeni hrudniku, bficha, panve
s kontrastni latkou

Chest, Abdomen, Pelvis CT w/o Contras / CT vySetfeni hrudniku, bficha, panve
bez kontrastni latky

Abdomen, Pelvis CT Scan w/ Contrast / CT vySetfeni bficha a panve s kontrastni latkou

Abdomen, Pelvis CT Scan w/o Contrast / CT vySetfeni bficha a panve bez kontrastni
|atky

Abdomen and Thorax CT Scan / CT vySetfeni bficha a hrudniku

Head or Brain CT Scan w/ Contrast / CT vySetfeni hlavy nebo mozku s kontrastni latkou
Whole Body CT Scan w/o Contrast / Celotélové CT vySetieni bez kontrastni latky
Whole Body PET & CT Scan/ Celotélové PET a CT vySetfeni

Radionuclide Bone Scan, Whole Body / Radionuklidové vySetieni skeletu, celotélové

Biopsy Sample collection and handling / Odbér a zpracovani bioptického vzorku

Overnight, per night needed for PK / Pfes noc, za noc potfebny pro FK

Patient Daily reimbursement / Denni uhrada pro pacienta

Biopsy Sample Handling Simple / Jednoducha manipulace s bioptickym vzorkem

HIV test (applicable only to patients which are HIV positive and are treated for HIV at
least 28 days before screening) / HIV test (plati pouze pro pacienty, ktefi jsou HIV
pozitivni a jsou léCeni na HIV alespori 28 dni pfed screeningem)
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6.

Investigator Fees:

Site Start-up Fee: | EGG—_—_

7. Fees for the Institution:

Administrative fee for negotiating the Agreement:

Commencement of ONM activities fee: || Gz

Archiving/Document for 25

storage:
years of archiving with per year thereafter

Lab start-up fee: || | GGc—_.

Study Close-out Fee: | | | NG
Radiology Set-up Fee: || |GG

Administrative fee for discussing an amendment to
the Agreement:

8. Pharmacy Fees:

9.

Pharmacy Start-up Fee: | GGG

Pharmacy monthly fee: | |GGG—_—_
Pharmacy close-out fee: || G

Investigational Product dispensing, per visit: i}

Payments: all payments will be made quarterly for the
actual number of Study Subjects for whom CRFs
have been completed for all current visits in the
applicable quarter according to monitored and verified
visits fully described in an invoice (”Invoice”).
Quarterly payments will be made within forty-five (45)
days of delivery of an invoice. Invoice will be prepared
by the Payee quarterly (including all incurred
expenses for particular invoicing period) and sent to
Pharm-Olam to the below address.

6. Platby pro Zkousejiciho:

Start-up poplatek pro centrum: | | I

7. Platby pro Poskytovatele:

a) Administrativni poplatek za projednani smlouvy:

b) Odména za zahdjeni ¢innosti | GG
c) Archivace / uloZeni dokument:
za 25 let archivace, dale poté sazba

d) Odména za zahdjeni Ccinnosti laboratofe:

e) Odména za uzavieni studie: || | | | | N

f) Odména za zfizeni radiologického pracovisté:

g) Administrativni ioEIatek za projednani dodatku

ke Smlouvé:
Platby pro Lékarnu

a) Odména za zahdjeni ¢innosti lékarny: | N

b) Mésiéni odména pro Lékarnu: | Gz

c¢) Odména za ukon&eni innosti Lékarny: [l
d) Vydej Hodnoceného lé¢iva, za navétévu: |

Platby: veSkeré platby budou hrazeny Ctvrtletné za
Subjekty hodnoceni, u kterych jsou vypinény vSechny
aktualni navstévy v CRFs za prislusné Ctvrtleti, podle
zmonitorovanych a ovéfenych navstév detailné
popsanych ve faktufe (dale jen ,Faktura“). Ctvrtletni
platby budou hrazeny do Ctyficeti péti (45) dni od
doruceni faktury. Faktura bude vystavena Pfijemcem
Ctvrtletné (a bude zahrnovat veSkeré vydaje za
pfisludné fakturacni obdobi) a zasldna spoleénosti
Pharm-Olam na niZe uvedenou adresu.

In the event that a Study Subject is deemed non-evaluable V pfipadé, Ze Subjekt hodnoceni neni povaZzovan za
after payment has been made, this amount will be vhodny, poté co byla platba jiZz uhrazena, bude tato Eastka
deducted from a future payment. Pharm-Olam will report odectena z dal$i platby. Spole¢nost Pharm-Olam bude
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applicable payments made to Investigator or Institution to

Sponsor for further reporting in accordance with applicable

law and regulations, as appropriate.

The following fees shall be invoiced after the Agreement
is signed: Site Start-up Fee, Administrative fee for

negotiating the Agreement, Commencement of ONM
activities fee and Pharmacy Start-up Fee.

Archiving fee shall be invoiced after the Agreement is

signed. If the Study is not initiated with the Institution after

the Agreement is signed, the Institution shall return the

archiving fees to the Sponsor without undue delay after it

is notified that the Study would not be initiated with the
Institution.

The fee for discussing an amendment to the Agreement

shall be invoiced after such amendment is signed.

If this Agreement is not signed; however, the activities

leading to the conclusion thereof were demonstrably

carried out by the Institution, the Sponsor and the
Institution  shall, immediately after the Sponsor's
notification of suspension of further negotiations, enter into
a settlement agreement, on the basis of which the
Institution would invoice the Site start-up costs and
administrative fee for negotiating the Agreement.

All Invoices for services or procedures performed under

this Agreement, must be submitted within one hundred
eighty (180) days of the date of performance or within
ninety (90) days after the date of Study closeout visits.In
the event of a dispute between Sponsor and Institution on

an invoiced charge, Pharm-Olam is not obligated to pay

until dispute is resolved.

The Sponsor and Pharm-Olam acknowledge that if a

properly issued invoice is not settled in a timely manner,

the Institution shall be by law entitled to statutory default

interest in compliance with Section 1970 of Act No.
89/2012 Coll., the Civil Code, as amended.

10. Final payment:
resolution of all enquiries (collection of all CRFs,

Study related documents, data queries were satisfied,
remaining Investigational Product was returned and
all close out issues were resolved).

11. Tax obligations: the Institution and Investigator shall
be obliged to declare all payments received to
local/national tax authorities in accordance with

applicable laws and regulations, and shall be liable for
any payments due. The Sponsor shall settle any VAT

final payment will be made after

hlasit Zadavateli pfislusné platby provedené Zkousejicimu
nebo Poskytovateli k dalSimu hlaSeniv souladu s platnymi
pravnimi predpisy a nafizenimi, podle vhodnosti.

Po podpisu smlouvy budou fakturovany tyto poplatky:
Start-up poplatek pro centrum, administrativni poplatek za
projednani Smlouvy, odména za zahajeni innosti ONM a
odména za zahajeni ¢innosti lékarny.

Archivaéni poplatek bude fakturovan po podpisu smiouvy.
V pfipadé, Ze studie nebude po podpisu smlouvy u
poskytovatele zahdjena, vrati poskytovatel archivacni
poplatek zadavateli bez zbyteéného odkladu po
oznameni, Ze se studie u poskytovatele iniciovat nebude.

Poplatek za projednani dodatku ke smlouvé bude
fakturovan po podpisu takového dodatku.

V pfipadé, Ze k podpisu této smlouvy nedojde a aktivity
vedouci k jejimu uzavieni ze strany poskytovatele byly
prokazatelné provedeny, uzavie bezprostiedné po
oznameni zadavatele o preruSeni dalSiho vyjedndvani
zadavatel s poskytovatelem dohodu o narovnani, na
zakladé které bude start-up poplatek pro centrum a
poplatek za projednani smlouvy poskytovatelem
fakturovan.

Veskeré Faktury za sluzby a procedury provedené
v souladu s touto Smlouvou musi byt pfedlozeny do sto
osmdesati (180) dni ode dne provedeni nebo do
devadesati (90) dnl od data zavérecné navstévy Studie
(Study Closeout visit). V pfipadé sporu mezi Zadavatelem
a Poskytovatelem ve véci fakturovanych poplatkl nema
Pharm-Olam povinnost provést uhradu, dokud nebude
dany spor vyfeSen.

Zadavatel a Spole¢nost Pharm-Olam berou na védomi, Ze
pokud neuhradi Ffadné vystavenou fakturu v€as, ma
poskytovatel ze zadkona ndrok na zakonné uroky
z prodleni v souladu s § 1970 zakona ¢. 89/2012 Sb.,
ob&ansky zakonik, v platném znéni.

10. Zavéredna platba: zavérecna platba bude uhrazena
po vyfeSeni vSech dotazu (shromazdéni vsech CRFs
a dokumentu tykajicich se Studie, pficemz dotazy
k udajim byly uspokojivé vyfeSeny, zbyvajici
mnozstvi Hodnoceného |éCiva bylo vraceno a
zalezitosti ,close out* byly vyfeSeny).

11. Darovd povinnost: Poskytovatel a ZkouSejici jsou
povinni pfiznat veskeré pfijaté platby mistnim nebo
celostatnim finanénim dfadim podle pfislusnych
pravnich pfedpist a regulacnich opatfeni a budou
odpovidat za veSkeré neuhrazené platby. DPH
vyporada zadavatel v zemi svého sidla - REVERSE
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in the country of its registered office - REVERSE
CHARGE.

12. Invoice requirements: every Invoice shall include the
reference to the Sponsor name, Protocol number,
Investigator name, site number and description of
invoiced procedures, otherwise will not be processed.

13. Payee: Payee bank details are included in Appendix
2 tothe Agreement. If there is a change to the Payee’s
bank details, Payee must inform Pharm-Olam by
completing, signing, and delivering the form in
Appendix 2 to this Agreement (signed PDF or letter).
Parties hereby agree that use of the form in Appendix
2 to this Agreement is restricted to a change of
account number and/or change of bank (which does
not include a change of bank to another country). In
all other cases, a written amendment to the
Agreement signed by all Parties is required.

14. Payer: all Invoices shall be submitted by mail or e-mail
to the assigned Study Monitor and addressed to:
Pharm-Olam, LLC

2000 Centregreen Way, Suite 300, Cary, North
Carolina 27513, USA
Attention: Accounts Payable

poi_us.AcctPayable @ pharm-
olam.com

Email:

IMPORTANT: Please complete the attached W9 or W-8
form (as applicable), print sign and send as a separate
file along with this Agreement.

If billing details or tax identification number (DIC) change,
the Sponsor/Pharm-Olam shall immediately notify the
Institution (D&Sa Prokupkova — Legal Department, email:
dasa.prokupkova@fnhk.cz, Ing. Jitka HaleSova — Finance
and Analyses Department, jitka.halesova@fnhk.cz).

Form W-9 rev Oct W8 BEN Substitute
2018.pdf Form (individuals).pt

W8 BEN Substitute
Form (entities).pdf

CHARGE.

12. Pozadavky na Faktury: kazda Faktura bude
obsahovat jméno Zadavatele, €islo Protokolu, jméno
ZkouSejiciho, Cislo centra a popis fakturovanych
procedur, jinak nebude zpracovana k platbé.

13. Prijemce platby: bankovni udaje Pfijemce jsou
zahmuty v Pfiloze 2 této Smlouvy. Dojde-li ke zméné
bankovnich udaju Prijemce, je Pfijemce povinen
informovat  spole¢nost Pharm-Olam  vypInénim,
podepsanim a doruéenim formulare, ktery je Pfilohou
2 této Smlouvy (bud podepsané PDF nebo dopis).
Strany souhlasi s tim, Ze pouZiti formulare v Pfiloze 2
této Smlouvy je urcené pro zménu Cisla Uctu a/nebo
zménu banky (ktera nezahrnuje zménu banky na
jinou zemi). V ostatnich pfipadech je pozadovano
uzavfeni dodatku k této Smlouve vSemi Stranami.

14. Platce: veSkeré Faktury budou predloZeny postou
nebo e-mailem pfisluSnému Monitorovi Studie a
adresovany:

Pharm-Olam, LLC

2000 Centregreen Way, Suite 300, Cary, North
Carolina 27513, USA
Do rukou: Accounts Payable

poi_us.AcctPayable @ pharm-
olam.com

Email;

DULEZITE: Vyplitte prosim piilozeny formuldi W9
nebo W-8 (podle potieby), podepiste a poslete jako
separatni dokument spolu se s touto Smlouvou.

Pfi zméné fakturadnich Udajd nebo DIC je
zadavatel/Spole¢nost povinen neprodiené informovat
Poskytovatele (DaSa Proklpkova — pravni odbor, e-mail:
dasa.prokupkova@fnhk.cz, Ing. Jitka HaleSova — Odbor
financi a analyz, jitka.halesova @fnhk.cz).
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Investigator/Zkousejici: | |

Institution/Poskytovatel:Fakultni nemocnice Hradec Kralové

Country/Zemé: Czech Republic

Appendix 2
Payee Form

Payment will be made to:

Account owner / Majitel uctu:

Bank / Banka:

Address of the Bank / Adresa banky:

Account No / Cislo u¢tu: 24639511/0710

IBAN:
SWIFT: CNBACZPP
Variabilni symbol Cislo faktury

Payee represents that the Payee and banking
information provided is accurate and agrees not to hold
Pharm-Olam responsible for any errors that occur as long
as Pharm-Olam follows the instructions the Payee has
provided in this Payee Form. Pharm-Olam will pay
banking fees related to effecting electronic payments, but
Payee is responsible for paying any fees charged by its
own banking institution for transfer/receipt of electronic
payments.

The Information below will need to be completed and
signed by appropriate Party only when there is a change
to the Payee bank details:

PRILOHA 2

Formular Prijemce

Platby budou hrazeny ve prospéch:

Fakultni nemocnice Hradec Kralové
Ceska narodni banka

Na Prikopé 28, 115 03 Praha 1, Ceska republika

CZ23 0710 0000 0000 2463 9511

Prijlemce platoy prohladuje, Ze poskytnuté informace o
PFijemci a bankovnich udajich jsou pfesné, a souhlasi s
tim, Ze nebude Cinit spole¢nost Pharm-Olam odpovédnou
za jakékoli chyby, ke kterym dojde, pokud se spoleénost
Pharm-Olam bude fidit pokyny, které Pfijemce uvedl v
tomto formulari pro Pfijemce platby. Spolecnost Pharm-
Olam bude platit bankovni poplatky souvisejici s
provadénim elektronickych plateb, ale Pfijemce platby je
odpovédny za zaplaceni veSkerych poplatki uctovanych
jeho vlastni bankovni instituci za prevod/pfijeti
elektronickych plateb.

Informace uvedené nize budou vyplnény a podepsany
pfislusnou Stranou pouze v pfipadé, Ze dojde ke zméné
bankovnich udaju Pfijemce.

Pharm-Olam Study Number / Cislo Studie spole¢nosti Pharm-Olam:

Site Number / Cislo centra:

Institution Name / Nazev Poskytovatele:
Investigator Name / Jméno Zkousejiciho:
Protocol Number / Cislo Protokolu:

Protocol Title / Nazev Protokolu:

Date Parties entered into Agreement / Datum uzavieni Smlouvy Stranami:
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Investigator/Zkousejici: | |

Institution/Poskytovatel:Fakultni nemocnice Hradec Kralové Country/Zemé: Czech Republic

Date banking details changed / Datum zmény bankovnich udajd:
Rationale for change in banking details / Zdivodnéni zmény bankovnich udaju:

The information is being provided pursuant of the Tyto informace jsou poskytovany v souladu se Smlouvou
Agreement between the Parties. mezi Stranami.

This Form attests the change in Payee’s bank details have  Tento formuldf potvrzuje, ze nize podepisujici osoby
been verified by the signatories below and belong to the ovéfili zménu bankovnich udaju Pfijemce a Ze patfi
supplier's name/account holder listed on the original majiteli uctu uvedenému v pGvodni Smlouvé uzaviené
Agreement executed between the Parties. The updated mezi Stranami. Aktualizované bankovni udaje Pfijemce,
Payee’s banking details in which payments will be made v jehoz prospéch jsou platby hrazeny jsou:

shall read as follows:

Account owner / Majitel uctu:

Bank / Banka:

Address of the Bank / Adresa banky:

Account No / Cislo Uctu:

IBAN:

SWIFT:

| hereby certify that the above statements are true and  Timto potvrzuiji, ze vySe uvedend prohlaSeni jsou podle
correct to the best of my knowledge. mého nejlepSiho védomi pravdivé a spravna.

An authorized signatory of the Institution The Investigator/Zkousejici:

Opravnény zastupce Poskytovatele:

Name/Jméno: MUDr. Ale§ Herman, Ph.D. Name/Jméno: | G

SigNature/PoapiS:........cvevveerirnierieireiree s SigNature/POodpIS. .....c.cveeecireireirieseseees s
Date/DatUM:.......ceeeeeirere e Date/Datum......ccvveereieieirieiee e
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Institution/Poskytovatel:Fakultni nemocnice Hradec Kralové Country/Zemé: Czech Republic

Appendix 3 Loan Agreement/Piiloha 3 - Smlouva o vypuijcce
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