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CLINICAL TRIAL AGREEMENT

The Clinical Trial Agreement {“Agreement”} is made
by and between:

Marian Stresko. MD, PhD. date qf birfch
(the “Investgator”),
and

Fakuitna nemocnica Trnava, having a place of
business at: A. Zarnovaii, 917 75 Trnava, Slovak
Republic, represented hy. JUDr. Viadislav Srojta -
Director Organisation |dentification No.; 00610381,
Tax Identification No.. 20211921084, Deed of
aquisition of MoH SR No. 1970/1991-A/IV-1 from
day 14.6.1991 as amended (the "Institution”),

and

Clinical Research Center s.r.0., organizacna
Zlozka with offices located at Jilemnického 15
Trencin, Slovak Republic, Organization number: 53
429 168 ("CRC")

and

IQVIA RDS Slovakia, s.r.o. having a place of
business at Vajnorska 100/B, 831 04 Bratislava,
Slovak Republic {“IQVIA/ CRO"), Organisation No:
45942269, Filed in the Companies register of the
District Court Bratislava |, section: Sro, File no:
69023/B

Each a "Party” and together the “Parties”.

ZMLUVA O KLINICKOM SKOSANI

Tato zmiuvu o klinickom skusani (dalej ,zmluva”)
uzatvaraju:

MUDr. Marian Streé¢ko, PhD. datum narodenia:

‘aale) skusajlci")
a

Fakultna nemocnica Trnava, so sidlom na adrese
A. Zarmova 11, 917 75 Trnava, Slovenska republika,
zastipena: JUDr. Viadislav Srojta, riaditel,
Identifikacné &islo organizacie: 00610381, Daiové
identifikacné cislo: 2021191084, Zriadovacia listina
MZ SR &islo 1970/1991-A/IV-1 zo dha 14.6.1991 v
zneni neskorsich rozhodnuti, (dalej ,zdravotnicke
zariadenie")

a

Clinical Research Center s.r.o., organizatna
zlozka so sidlom na adrese Jilemnického 15,
Trengin 911 01, Slovenska republika, ICO: 53 429
168 (dalej CRC")

a

IQVIA RDS Slovakia, s.r.o. so sidlom na adrese
Vajnorska 100/B, 831 04 Bratislava, Slovenska
republika, ICO: 45942269, Zapisana v Obchodnom
registri Okresného sOdu Bratislava |., oddiel: Sro,
vl.&: 69023/B (dalej ,spoloénost’ IQVIAICRO")

kazdy z nich dalej ako ,zmluvna strana” a spoloéne
ako ,zmluvné strany”.

Protocol . i
Number- G1T28-207 Cislo protokolu: G1728-207
~Randomizované, dvajito
‘A Phase 3 Randomized, zaslepené ski8anie fazy 3 s
Double-blind Trial of Trilaciclib trilaciklibom v porovnani s
... | versus Placebo in Patients : .| placebom u pacientov
Protocol Title: Receiving Nazov protokolu: dostavajticich
FOLFOXIRI/Bevacizumab for FOLFOXIRI/bevacizumab na
Metastatic Colorectal Cancer” lieGbu metastatického
kolorektdineho karcindmu*
Protocol Date:; | 12t June 2020 Datum protokolu: | 12 jin 2020
G1  Therapeutics, Inc.700 G1 Therapeutics, Inc. 700
PARK OFFICES DRIVE
PARK OFFICES DRIVE
SUITE 200 RESEARCH
) . SUITE 200 RESEARCH
Sponsor: TRIANGLE PARK NC 27708, | Zadavatel TRIANGLE PARK NC 27709
UNITED STATES OF ; 3 pua g
Spojené  staty  americke,
AMERIGA, SHfe 8l registrovana v State:
Incorporation.  DELAWARE, g :
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Reporting File Number: 001- DELAWARE, ICO: 001-
38096, Tax ld number: 26- 38096, DIC: 26-3648180
3648180
Country where
Site is i Krajina vedenia :
Conducting Slovak Republic skiSania Slovenska republika
Study
Investigator: Marian Stresko, MD PhD. Skasajuci: MUDr. Marian Stresko, PhD.
Location ek .
where the Onkologicka klinika, which is a | Miesto vedenia S;cli(:llgr?ilﬁzﬂé(ggt]’zi‘ ItoeT e
i;un%yu\é\?gdt?e division/part of the Institution skugania: S AT R o
100 Calendar Days after Site . 4
Initiation Visit (being the date by 190s, Jalendarmyen,. dil0d
: - zahajovacej navitevy miesta
which Site must enrol at least ’ iR =
ore T OstbiEet ae Stone vedenia skusania (ide o datum,
Key ) I . ST do ktorého pracovisko
Enroliment specifically set outin section 1.7 | Kltcovy datum Sleania Ee Tt
Date: Key Enroliment Date” below) zaradovania: najmenej jeden (1) subjekt,
vsilade s ¢lankom 1.7
JKlicovy datum zaradovania’
niz§ie)

The following additional definitions shall apply to this
Agreement:

Site: Institution, CRC and Investigator.

The Institution, the CRC and the Investigator shall
cooperate fully with the CRC and allow the CRO to
perform any of the sponsor's trial obligations and to
exercise all sponsor's trial rights under the
applicable laws and regulations as if those rights
were CRO's own rights. , as commissioned by the
contracting authority CRO.

CRC is engaged in the business of clinical
workplace management services.

Profocol: the clinical protocol referenced above as
it may be modified from time to time by the Sponsor
(defined below).

Case Report Farm or CRE: case report form
{(paper or electronic) to be used by Site to record
all of the Protocol-required information to be
reported to Sponsor on each Research
Participant (defined below).

Study: the clinical trial that is to be performed in
accordance with this Agreement and the

Slgvakia Clinical Trial Agreement template-Pl: Marian Stresko,
MD, PhD INV &(priv) INST
_ based on IQVIA Global template — 1 May 2019

CONFIDENTIAL Page 2 of 44

V tejto zmluve platia nasledujice dalSie definicie:

Pracovisko sku$ania: zdravotnicke zariadenie,
CRC a skusajlci.

Zdravotnicke zariadenie, CRC a skusajlci
v pingj miere spolupracuju s CRQ a umoZnia
CRO vykonavaf akékolvek s vietky povinnosti
zadavatela {ykajice sa skiSania a uplatiiovat
véetky prava zadavatela tykajtice sa skiSania,
ktoré prindlezia zadavatelovi na zaklade
platnych zakonov a predpisov, akoby tieto
prava boli vlastné prava CRO, ako nimi poveril
zadavatel CRO.

CRC sa zaobera podnikanim v oblasti sluzieb
riadenia klinickych pracovisk.

Protokol: protokol Klinického skasania, na ktory
sa cdvolava tato zmluva a ktory méze zadavatel
(definovany ni2sie) priebezne menit a dopliat
dodatkami.

Pacientsky zaznamovy harok {(Case Report
Form, .CRF"): pacientsky zaznamovy harok

{papierovy alebo elektronicky), ktory ma
pracovisko skasania pouzivat ha
Zaznamenavanie vietkych protckolom
pozadovanych informacif, ktoré sa maju hiasit’
zadavatefovi o kaidom subjekte skusania
(definovanom nizsie).

Skuganie: klinické skusanie, ktoré sa ma
vykonat podla tejto zmluvy a protokolu, s ciefom
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Protocaol for purposes of gathering information
about the compound identified in the Protocol.

Research Participant: an individual who
participates in the Study, either as a recipient of
the Investigational Product (defined below) or
as a control.

Study Staff: the individuals involved in
conducting the Study under the direction of the
Investigator.

Investigational Product: the compound
identified in the Protocol that is being tested in

the Study.

Good Clinical Practices or GCPs: International
Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human
Use (ICH) Harmonised Tripartite Guideline for
Good Clinical Practice as amended from time to
time and the principles set out in the Declaration
of Helsinki as revised from time to time.

Sponsor: the sponsor of the Study

Medical Recards: the Research Participant s’
primary medical records kept by the Institution
on behalf of the Investigator, including, without
limitation, treatment entries, x-rays, biopsy
reports, ultrasound photographs and other
diagnostic images.

Study Data: all records and reports, other than
Medical Records, collected or created pursuant
to or prepared in connection with the Study
including, without limitation, reports (e.g., CRFs,
data summaries, interim reperts and the final
report) required ic be delivered fo Sponsor
pursuant to the Protocol and all records
regarding inventories and dispositions of all
Investigational Product.

Government Official: any officer or employee of
a government or of any ministry, department,
agency, or instrumentality of a government; any
person acting in an official capacity on behalf of
a government or of any ministry, department,
agency, or instrumentality of a government; any
officer or empioyee of a company or of a
business owned in whole or part by a
government; any officer or employee of a public
international organization such as the World
Bank or the United Nations; any officer or
employee of a political party or any person
acling in an official capacity on behalf of a
political party; andfor any candidate for political
office; any doctor, pharmacist, or other
healthcare professional who works for or in any
hospital, pharmacy or other healthcare facility

ziskat' informacie o chemickej zlu¢enine alebo
zdravotnickej pomacke, uvedenej v protokole.

Subjekt skliSania: osoba, kiora sa zucastiuje
na ski3ani a ktorej sa bud podava skasany
produkt (definovany nizsie), alebo je v
kontrolne] skupine.

Personal _sku$ania; osoby zapojené do
vykonavania skusania pod vedenim
skusajuceho.

Skusany produkt: chemicka zli¢enina alebo
zdravotnicka pomécka, uvedena v protokole,
ktora sa skida v skusani.

Spravna _ klinickd prax:. Harmonizovana
trojstranna smernica pre spravnu klinickl prax
Medzindrodnej rady pre  harmonizaciu
fechnickych poziadaviek na lieky na humanne
pouzitie (ICH), ktora sa méze priebeZne menit' a
doplfat a z&sady definované v Helsinskej
deklaracii, ktoré mozu byt priebezne
revidované.

Zadavatel; zadavatel skisania.

Zdravotné  zaznamy: primarne zdravotné
zaznamy subjektu skOSania, uchovavane
zdravotnickym zariadenim pre skuasajuceho,
najma zapisy o liecbe, rontgenové snimky,
spravy z biopsii, snimky z ultrazvukovych
vySetreni a dal$ich zobrazovacich vySetreni.

Udaje skusania: vsetky z&znamy a spravy,
okrem zdravotnych zaznamov, zozbierané
alebo vytvorené podla pozZiadaviek skusania
alebo vypracované v spojitosti so skaganim,
najma spravy (napr. CRF, suhrny udajov,
predbeZzné spravy a zaveretna sprava z
skugania), ktorych odovzdanie zadavatelovi je
pozadované podla profokolu a vetky zaznamy
tykajlice sa evidencie avydaja ski3aného
produktu.

Statny predstavitef: kazdy funkcionar alebo
zamestnanec viady a kaZzdého ministerstva,
odboru, agent(ry alebo iného organu vlady,
kazda osoba konajuca s oficialnymi
pravomocami v mene vlady alebo ministerstva,
odboru, agentiry alebo iného organu viady,
kazdy funkcionar alebo  zamestnanec
spolo¢nosti alebo podniku v Siastoénom alebo
tplnom &tatnom viastnictve; kazdy funkcionar
alebo zamestnanec medzinarodnej verejnej
organizacie, napr. Svetovej banky alebo
Spojenych narcdov;, kazdy funkcionar alebo
zamestnanec politickej strany alebo osoba
konajuca s oficidlnou pravomocou v mene
politickej strany a kandidat na politickt funkciu
a kazdy lekar, lekarnik alebo iny zdravotnicky
pracovnik, ktory pracuje pre nemocnicu, lekarer
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owned or operated by a government agency,
ministry or department.

ltem(s) of Value: should be interpreted broadly
and may include, but is not limited to, money or
paymenis or equivalents, such as gift
certificates; gifts or free goods; meals,
entertainment, or hospitality; travel or payment
of expenses, provision of services; purchase of
property or services at inflated prices;
assumption or forgiveness of indebtedness;
intangible benefits, such as enhanced social or
business standing (e.g., making donations to
government official’s favored charity); and/or
benefits to third persons related to government
officials (e.g., close family members).

RECITALS:

WHEREAS, IQVIA is providing clinical research
organisation services to Sponsor under a separate
contract between [QVIA and Sponsor. IQVIA's
services include monitoring of the Study and
contracting with clinical research site;

WHEREAS, DrugDev Limited with a registered
address at 210 Pentonville Road, London, N1 9JY.
United Kingdom, Company No. 06026452 an IQVIA
affiliate, will_administer payments from an IQVIA
RDS Inc. bank account to the Payee (as defined
below) on this Study;

WHEREAS, the Site is willing to conduct the Study
and IQVIA requests the Site to undertake such
Study.

NOW THEREFORE, the following is agreed:
1. CONDUCT OF THE STUDY

1.1. Compliance with Laws. Regulations, and

alebo iné zdravotnicke zariadenie, ktoré viastni
alebo prevadzkuje vladny drad, ministerstvo
alebo odbor viady.

Hodnotna vec: tento pojem sa ma interpretovat’
v £o najdirSom zmysle a zahfiia najma peniaze,
platby alebo ich ekvivalenty (napr. darCekové

poukazky), dary alebo bezplatny tovar,
stravovanie, zabavu alebo pohostenie,
cestovanie alebo preplatenie vydavkov;
poskytovanie sluzieb,; zakupovanie

nehnutelnosti alebo sluzieb za umelo navysené
ceny; predpokiadana zaviazanost' (zadlZenost)
alebo odpustenie zaviazanosti (zadlZenosti);
nehmotné vyhody, napriklad zlep$enie
spolotenského alebo obchodného postavenia
(napr. poskytovanie darov  dobroéinngj
organizacii podporovangj statnym
predstavitelom), alebo poskytovanie vyhod
tretim osobam so vztahom ku Statnym
predstavitelom (napr. blizkym pribuznym).

UVODNE VYHLASENIA;

Spolo¢nost IQVIA poskytuje zadavatefovi sluzby
kKlinickej vyskumnej organizacie podfa samostatne;
zmluvy medzi speloénostou IQVIA a zadavatelom.
Medzi sluzby poskytované spolognost'ou IQVIA patri
monitorovanie skidSania a uzatvaranie zmldv
s pracoviskom sk(sania.

DrugDev Limited so sidlom spoiloénosti na adrese
210 Pentonville Road, Londyn N1 9JY, Spojené
kralovstvo, 1CO: 06026452, dcérska spoloénost
spolo€nosti IQVIA, bude spravovatl poukazovanie
platieb z bankového uétu spolognosti 1IQVIA RDS
Inc. prijemcovi  platieb za toto skusanie
(definovanému nizsie).

Pracovisko skuSania je ochoiné vykonat toto
skusanie a spoloénost 1QVIA Ziada pracovisko
skiSania o vykonanie tohto skusania.

Zmluvné strany sa dohodli na nasledujucom:;

1. VEDENIE SKUSANIA

1.1. DodrZiavanie  pravnych  predpisov,

Good Clinical Practices

Site agrees that Site and Study Staff shall
perform the Study at [nstitution in strict
accordance with this Agreement, the Protocol,
any and all applicable local, national and
international laws regulations and guidelines,
inciuding in particular, but without limitation,
GCPs. Site and Study Staff acknowledge that
[QVIA and Sponsor, and their respective
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nariadeni a spravnej klinickej praxe

Pracovisko skiania sa zavazuje, Ze spolu s
personalom  skdsania vykona skusanie
v zdravotnickom zartadeni v prisnom sillade s
touto zmluvou, protokolom a vEetkymi platnymi

miestnymi, narodnymi a nadnarodnymi
pravnymi predpismi, nariadeniami a
smernicami, najméd v suUlade so zasadami

spravnej klinickej praxe. Pracovisko ski3ania a
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affiliates, need to adhere to the provisions of (i)
the Bribery Act 2010 of the United Kingdom
(Bribery Act), {ii) the Foreign Corrupt Practices
Act 1977 of the United States of America
(FCPA) and (iii) any other applicable anti-
corruption legislation.

1.2. Informed Ceonsent Form

Site agrees to use an informed consent form
that has been approved by Sponsor and
approved by the Institutional Review Board
(“IRB”) or Independent Ethics Committee
(“IEC") that is responsible for reviewing the
Study. Site shall obtain the prior written
informed consent of each Research Participant
prior to initiating any new study-specific
procedures, in accordance with Act no.
362/2011 Coll. on Medicines and Medical
Devices and on Amendments to Certain Acts,
as amended.

1.3. Medical Records and Study Data
1.3.1. Collection, Storage and Destruction:
Site shail ensure the prompt, complete, and

accurate  coliection, recording and
classification of the Medical Records and
Study Data.

Site shall:

i. maintain and store Medical Records
and Study Data in a secure manner with
physical and electronic access
restricions, as  applicable and
environmental controls, including fire
and water damage control, appropriate
to the applicable data type and in
accordance with applicable laws,
regulations and industry standards; and

ii.  protect the Medical Records and Study
Data from unauthorized use, access,
duplication, and disclosure. If directed
by Sponsor cor IQVIA, Site will submit
Study Data using the electronic system
provided by Sponsor or IQVIA or their
designated representative and in
accordance with Sponsor's instructions
for electronic data entry. Site shall
prevent unauthorized access fo the
Study Data by maintaining physical
security of the electronic system and
ensuring that Study Staff maintain the
confidentiality of their passwords. Site
shall ensure the prompt completion of
CRFs per Study guidance documents;
and

personal skdsania berd na vedomie, Ze
spoloénost 1QVIA, zadavatel a vSetky ich
decérske  spolo¢nosti  musia  dodrZiavaf
ustanovenia (i) Protikorup&ného zékona Velkej
Britanie z r. 2010 (Protikorupény zakon), (ii)
Zakona o zahraniénych korup&nych praktikach
Spejenych statov americkych z r. 1977 (FCPA)
a (iii) véetky dalsie platné protikorupéne pravne
predpisy.

1.2. Informovany suhlas

Pracovisko sku%ania sa zavdzuje pouZit
dokument informovaného sthlasu, ktory bol
schvaleny zadavatefom a spifia vetky platné
nariadenia a poZiadavky nezavisle] eticke
komisie, ktora je zodpovedna za posudenie
ski$ania. Pracovisko skisania najprv ziska od
kazdeho subjekfu  skuSania pisomny
informovany sdhlas, v sulade so zakonom &.
382/2011 Z. z. o liekech a zdravotnickych
poméckach & o zmene a doplneni niektorych
zakonov v zneni neskorsich predpisov.

1.3. Zdravetné zéznamy a Udaje skusania
1.3.1. _ Zber, uchovavanie a likvidacia:
Pracovisko ski$ania zabezpedi urychleny,
kompletny a presny zber, zaznamenavanie
a triedenie zdravotnych zaznamov a udajov
skuzania.

Povinnostou pracoviska ski3ania je:

i. viest' a uchovavat zdravotné zaznamy a
udaje skasania zabezpedenym
sposobom, s fyzicky a elektronicky
obmedzenym pristupem (podra
potreby), s pouZitim mechanizmov na
ochranu Zivotného prostredia,
vhodnych pre dany druh ddajov a v
stlade S pravaymi predpismi,
nariadeniami & normami  platnymi v
tomto priemyselnom odvetvi,

ii. chranit zdravotné zaznamy a Udaje
skusania pred necpravnenym
pristupom, pouzitim, kopirovanim a
odovzdavanim. Ak to zadavatel alebo
spolognost 1QVIA budl poZadovat,
pracovisko skusania zadle udaje
skuSania s pouzitim elektronickeho
systéemu poskytnutéhc zadavatelom,
spolotnostou  [QVIA  alebo  ich
poverenym zastupcom a dodrZi pri tom
pokyny zadavatela pre vkladanie
(zapis) uGdajov do elektronickeho
systému. Pracovisko sklU3ania zabrani
neopravnenému pristupu k Odajom
skisania tak, Ze bude zachovavat
fyzicka bezpelnost elekironického
systému a zabezpell, aby personal
skl$ania uchovaval svoje pristupové
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Iii. take measures to prevent accidental or
premature destruction or damage of
these documents, for as long as
required by applicable laws and
regulations. Institution shall not destroy
or permit the destruction of any Medical
Records or Study Data without prior
written notification to the Sponsor, and
Institution shall contihue to store
Medical Records and Study Data, at the
Sponsor's expense, for any period that
the Sponsor may request in writing after
retention is no longer required by any
applicable law or regulation.

If the Investigator leaves the Institution, then
respensibility for maintaining Medical Records
and Study Data shall be determined in
accordance with applicable regulations but
Institution will not in any case be relieved of its
obligations under this Agreement for
maintaining the Medical Records and Study
Data.

1.3.2. Ownership. Institution shall retain
ownership of Medical Records. The Site
hereby assign to Sponsor all of their rights,
tite and interest, including intellectual
property rights, to all Confidential
Information {as defined below) and any other
Study Data.

1.3.3. Access, Use,  Monitoring and
Inspection. Site shall provide original or
copies (as the case may be) of all Study
Data to IQVIA and Sponsor for Sponsor's
use. Institution and investigator shall afford
Sponsor and IQVIA and their
representatives and designees reasonable
access to Site's facilities and to Medical
Records and Study Data so as to permit
Sponsor and IQVIA and their
representatives and designees to monitor
the Study.

Institution and investigator shall afford
regulatory authorities reasonable access to
Site's facilities and to Medical Records and
Study Data, and the right to copy Medical
Records and Study Data ¢ the exient
according to Act no. 576/2004 Coll.on Health
Care, Services Related to the Provision of

hesla v tajnosti. Pracovisko skusania
zabezpedi urychiene odosielanie CRF;

il podniknut opatrenia proti nahodnému
alebo pred€asnému znifeniu alebo
pogkodeniu tychto dokumentov na taku
dihd dobu, akl poZaduju platné pravne
predpisy. Zdravotnicke zariadenie
nesmie zlikvidovat ani povolit’ likvidaciu
Ziadnych zdravotnych zaznamov ani
Udajov sk($ania bez toho, aby o tom
vopred pisomne informavalo
zadavatela, a bude zdravotné zaznamy
a Udaje skusania dalej uchovavat na
néklady zadavatela na taka diha dobu,
aku bude zadavatel piscmne
pozadovat potom, ¢o ich uchovavanie
uz npnebude pozadovaneé plainymi
pravnymi predpismi.

Ak skusajuci zo zdravotnickeho =zariadenia
odide, zodpovednost  za uchovavanie
zdravotnych zaznamov a Udajov sku3ania sa
uréi v stlade s platnymi pravnymi predpismi, v
Ziadnom pripade fo v8ak zdravotnicke
zariadenie  nezbavuje jeho  povinnosti
uchovavat zdravoiné zaznamy a udaje
skdsania podla tejto zmluvy.

1.3.2. Vlastnictve. Vlastnikom zdravetnych
zaznamov zostava zdravotnicke zariadenie.
Pracovisko skOSania tymio postupuje
zadavatelovi vietky svoje prava, narcky a
pediely, vratane véetkych prav dusevného
vlastnictva, vo  vdetkych  dbvernych
informaciach  (definovanych nizdie} a
vietkych ostatnych tdajoch skisania.

1.3.3 Pristup, pouZitie, monitorovanie a
indpekcia. Pracovisko skuSania poskytne
originaly alebo képie (od pripadu k pripadu)
vetkych Udajov skusania spolo&nosti 1QVIA
a zadavatelovi na ich pouzitie zadavatefom.
Zdravotnicke  zariadenie a  skugajuci
poskyintl zadavatelovi, spolognosti IQVIA a
ich zastupcom a predstavitelom primerany
pristup do priestorov miesta vedenia
skusania a k zdravotnym zaznamom
audajom  skaSania, aby umecénilo
zadavatefovi, spoloénosti QVIA a ich
zastupcom a predstavitelom vykonavat
monitorovanie skusania.

Zdravotnicke  zariadenie a  skdsajuci
poskytn( kontrolnym udradom primerany
pristup do priestorov pracoviska skusania a
k zdravetnym zaznamom a Udajom skisania
a umoznia im robit’ si z nich képie v rozsahu
podia zadkona & 576/2004 Z.z. . o zdravotnej
starostiivosti, sluzbach suvisiacich s
poskytovanim zdravotnej starostlivesti a o
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Health Care and on Amendments to Certain
Acts, as amended...

The Site agrees to cooperate with the
representatives of IQVIA and Sponsor, and
the Site agrees to ensure that the
employees, agents and representatives of
the Site do not harass, or otherwise create a
hostile working environment for such
representatives.

The Site shall immediately notify IQVIA of,
and provide IQVIA copies of, any inquiries,
correspondence orf communications o or
from any governmental or regulatory
authority relating to the Study, including, but
not limited to, requests for inspection of the
Site's facilities, and the Site shall permit
IQVIA and Sponsor to attend any such
inspections. The Site will make reasonable
efforts to separate, and not disclose, all
Confidential Information that is not required
to be disclosed during such inspections.

1.34. License. Sponsor hereby granis fo
Institution a perpetual, non-exclusive,
nontransferable, paid-up license, without
right to sublicense, to use Study Data (i)
subject to the obligations set forth in section
3 “Confidentiality”, for internal, non-
commercial research and for educational
purposes, and (i) for preparation of
publications in accordance with Section 5
“Publication Rights”.

1.3.5. Survival. This section 1.3 "Medical
Records and Study Data” shall survive
termination or expiration of this Agreement.

1.4. Duties of Investigator

Investigator is responsible for the conduct of the
Study at Institution and for supervising any
individual or party tc whom the Investigator
delegates Study-related duties and functions
and for documenting to whom responsibilities
are delegated. In particular, bui without
iimitation, it is the Investigator's duty o review
and understand the information in the
Investigator's Brochure, to ensure that all
informed consent requirements are met, to
ensure that all required reviews and approvals
by applicable regulatory authorities and IRBs or
IECs are gbtained, and to review all CRFs io
ensure their accuracy and completeness.

zmene a dopineni niektorych zakonov v
zneni neskorsich predpisov.

Pracovisko  skusania sa  zavazuje
spolupracoval so zastupcami spolotnosti
IQVIA azadavatefa a zabezpedi, aby ich
zamestnanci, zastupcovia 2 predstavitelia
pracoviska skusania nerusili ani inak pre
nich nevytvarali nepriaznivé pracovne
prostredie.

Pracovisko ski$ania bude spolognost IQVIA
okamzite informovat 0 vietkych
poziadavkach, koregpondencii a
komunikacii iykajocej sa skisania (a
poskytne z nich spolo¢nosti IQVIA kdpie) so
véetkymi Statnymi alebo kontrolnymi Gradmi,
najma poziadavkach na in$pekciu priestorov
miesta vedenia ska3ania, a umozni
zastupcom spoloénosti IQVIA a zadavatela,
aby sa na takychio in$pekciach za&astnili.
Pracovisko skusania vynaloZi primerané
usilie na to, aby oddelito a neodovzdalo
Ziadne také ddverné informacie, ktorych
odovzdanie pocas tychto inSpekcii nie je
poZadované.

1.3.4. Licencia. Zadavatel tymfo udeluje
zdravotnickemu zariadeniu trvalq,
nevyhradnu, neprenosnu, vyplatenu
licenciu, bez prava udelovat sublicencie, na
pouZitie Udajov skusania (i} pod podmienkou
splnenia povinnostl uvedenych v &lanku 3
,LDoévernost”, na interny, nekomerény
vyskum a na vzdelavacie ucely a {ii) na
pripravu publikacii v sGlade s é&lankom 5
.Prava na publikovanie”.

1.3.5. Pretrvanie. Platnost tohto &lanku 1.3
Zdravotné zaznamy a (daje skiOsania"
pretrva vypovedanie alebo vyprianie tejto
zmluvy.

1.4. Povinnosti ska§ajuceho

Sklsajici zodpoveda za vedenie skaSania v
zdravotnickom zariadeni a za dozor nad kazdou
osobou alebo stranou, ktord skasajuci poveri
povinnostami  a funkciami  suvisiacimi 30
skisanim. To zahffia najm& povinnost
skusajticeho preditat si a porozumiet
informaciam uvedenym v prirudke pre
skusajuceho alebo v navode na pouzitie
zdravotnickej] pomdcky, zabezpedit, aby
informovany sahlas splfal vietky poZiadavky,
zabezpetit ziskanie vSetkych poZzadovanych
posudkov  aschvaleni od prislusnych
kontrolnych dradov a nezavislych etickych
komisii a skontrolovat vSetky CRF, aby zaistil
ich spravnost a (plnost.
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If the Investigator and Institution retain the
services of any individual or party to perform
Study-related duties and functions, the
Institution and Investigator shall ensure this
individual or party is qualified to perform those
Study-related duties and functions and shall
implement procedures to ensure the integrity of
the Study-related duties and functions
performed and any data generated.

Investigator agrees fo provide a written
declaration revealing Investigator's possible
economic or other interests, if any, in connection
with the conduct of the Study or the
Investigational Product.

Investigator agrees to provide a written
declaration revealing Investigator's disciosure
obligations, if any, with the Institulion in
connection with the conduct of the Study and
the Investigational Product.

Site agrees to provide prompt advance notice to
Sponsor and IQVIA if Investigator will be leaving
the Institution or is otherwise no longer able to
perform the Study. The appointment of a new
Investigator must have the prior approval of
Sponsor and IQVIA.

1.5. Adverse Events

The Site shall report adverse events and serious
adverse events as directed in the Protocol and
by applicable laws and regulations. The Site
shall cooperate with Sponsor in its efforts to
follow-up on any adverse events. The Site shall
comply with its IRB/IEC reporting obligations.

Sponsor will promptly report to the Site, the
Institution’s IRB/IEC, and IQVIA, any finding
that could affect the safety of participants or
their willingness to continue participation in the
Study, influence the conduct of the Study, or
alter the Site's IRB/IEC approval to continue the
Study.

1.6. Use and Return of investigational Product

Ak si skusajici a zdravotnicke zariadenie
zaabstaraju na plnenie povinnosti a funkcii
slvisiacich so skuSanim sluzby nejakej inej
osoby alebo strany, musia skuSajuci a
zdravotnicke zariadenie zabezpetit, aby tato
osoba alebo strana mala kvalifikaciu na plnenie
takychto povinnosti a funkcii sOvisiacich so
skasanim, a zaviest' postupy, kiorymi zaistia
integritu  vykonavanych povinnosti a funkcii
stvisiacich s0 sku3anim a  vsetkych
vytvorenych udajov.

Skusajuci sa zavazuje poskytndt pisomne
vyhlasenie, v ktorom odhali svoje pripadné
ekonomické alebo iné zaujmy v slvislosti so
skasanim alebo skifanym produktom.

Skasajuci sa zavdzuje poskytnif pisomné
vyhlasenie, v ktorom odhali svoje pripadné
oznamegvacie povinnosti vodi zdravotnickemu
zariadeniu v sUvislosti 50 sklsanim
alebo skasanym produktom.

Pracovisko  skusania sa  zavazuje v
dostatoénom predstihu pisomne informovat
zadavatefa aspolo¢nost IQVIA, ak bude
skusajuci zo zdravotnickeho zariadenia
odchadzat, alebo ak z inych dévodov uz nebude
schopny vykonavat skusanie. Vymenovanie
nového skidajuceho musi vopred schvalit
zadavaiel a spolognost IQVIA.

1.5. Neziaduce udalosti

Pracovisko skigania bude neZiaduce udalosti a
zavazné neziaduce udalosti hlasit podla
poZiadaviek protokoiu a platnych pravnych
predpisov. Pracovisko sklO3%ania bude so
zadavatelom spolupracovat v jeho usili dalej
sledovat’ priebeh vietkych neZiaducich udalosti.
Pracovisko sklSania dodrZl svoju oznamovaciu
povinnost vodi nezavisle] etickej komisii.

Zadavatel bude pracovisko skusania, efickd
komisiu zdravotnickeho zariadenia
a spoloénost 1QVIA  urychlene informovaf
o kazdom zisteni, kioré by mohlo mat dopad na
bezpecnost G¢astnikov alebo na ich ochotu
pokratovat v (Ggasti na skusani, ovplyvnit
priecbeh skusania alebo zmenit sthlas etickej
komisie pracoviska skl(3ania s pokradovanim
skdsania.

1.8. Pouzitie a vratenie skisaného produkiu a

and Equipment
Sponsor or a duly authorized agent of Sponsor,

shall supply the Site with sufficient amount of
investigational Product as described in the
Protocol.

vybavenia
Zadavatel alebo jeho riadne splnomocneny

zasiupca doda pracovisku skusania dostatotne
mnoZstvo skusangho produkiu, v sulade s
protokolom.

Slovakia Clinical Trial Agreement tempiate-P1: Marian Stresko,
MD, PhD INV &(priv) INST
_ based on IQVIA Global template — 1 May 2019

CONFIDENTIAL Page 8 of 44 DOVERNE
G1 G1T28-207 Slovakia Pl and Institution CTA 04 November 2020

SVK_en_Slovakia CTA Template - Institution and Investigator_Translated on 16-Jui-2019-1

Strana 8z 44



The Site shall use the Investigational
Product,any comparator products and ancillary
supplies provided in connection with the Study,
solely for the purpose of properly completing the
Study and shall maintain the Investigational
Product as specified by Sponsor and according
to applicabie laws and regulations, including
storage in a locked, secured area at all times.

Upen completion or termination of the Study,
the Site shall return or destroy, at Sponsor's
option, the Investigational Product, comparator
products, and materials and all Confidential
information (as defined below) at Sponsor's
s0le expense.

Site shall comply with all laws and regulations
governing the disposition or destruction of
Investigational Product and any instructions
from IQVIA that are not inconsistent with such
laws and regulations.

1.7. Key Enrollment Date

The Site understands and agrees that if
Investigator has not enrolled at least one (1)
Research Participant by the Key Enrollment
Date then IQVIA may terminate this Agreement
in accordance with Section 15 “Term &
Termination” Sponsor/IQVIA has the right to
fimit enroliment at any time.

2. PAYMENT

In consideration for the proper performance of the
Study by Site in compliance with the terms and
conditions of this Agreement, payments shall be
made in accordance with the provisions set forth in
Aftachment A, with the last payment being made
after the Site completes all its obligations hereunder,
and IQVIA has received all properly completed
CRFs and, if IQVIA requests, all other Confidential
Information (as defined below). DrugDev will
receive Site invoices and process payments unless
otherwise agreed. Any queries regarding Site
invoices or payments should be directed to DrugDev
at the contact details outiined in Attachment A.

The Institution, the Investigator and the CRC hereby
agree and confirm that the CRC is the sole recipient
of payments under this Agreement and therefore the
only obligation of the CRO is to pay the CRC. Upon
making such payment, the CRO will fulfill all
obligations associated with it and will have no further
responsibility. n the event of a dispute over
payments related to a clinical trial, the institution and

Slovakia Clinical Trial Agreement template-Pl: Marian Stresko,
MD, PhD INV &(priv) INST
_ based on IQVIA Global template — 1 May 2019

CONFIDENTIAL Page 9 of 44

Pracovisko skisania pouzije skasany produkt a
vietky referentné produkty (komparatory),
poskytnuté v suvislosti so skasanim, vyhradne
na Ucely riadneho dokongenia skusania a za
kazdych okolnosti bude skasany produkt
skladovat podla pokynov zadavatela a podla
platnych  pravnych  predpisov, vratane
skladovania v uzamknutych a zabezpetenych
priestoroch.

aleho zastaveni skusania
pracovisko sk(Zania podla rozhodnutia
zadavatela avyhradne na zadavatefove
naklady vrati alebo zlikviduje skOgany produkt,
referenéné  produkty, materialy a vietky
déverné informacie (definované nizsie).

Po dokonéeni

Pracovisko skOSania dodrzi vsetky pravne
predpisy, ktorymi sa riadi likvidacia skiSaného
produktu a vietky pokyny spoloénosti IQVIA,
ktoré nie sd v nesdlade s takymito pravnymi
predpismi.

1.7. KlGéovy datum zaradovania

Pracovisko skGSania berie na vedomie a
suhiasi, Ze ak skugajluci do klu¢oveho datumu
zaradovania nezaradi do skG$ania aspofi jeden
(1) subjekt, spoloénost [QVIA méze tito zmluvu
vypovedat podfa ¢lanku 15 ,Doba platnosti a
vypovedanie®. Zadavatel a spolo¢nost 1QVIA
majl pravo Kedykolvek obmedzit' zaradovanie
subjektov skisania.

2. PLATBY

Ako protiplnenie za riadne vykonanie skiSania
pracoviskom skusania v silade s pedmienkami tejto
zmluvy sa budd poukazovat' platby podla
ustanoveni uvedenych v Prilohe A zmluvy, pri¢om
posledna platba sa poukaze potom, ¢o pracovisko
skasania spini v3etky svoje povinnosti podla tejto
zmiuvy a spolotnost |IQVIA dostane vSetky riadne
vyplnené CRF, a ak to bude poZadovat, aj vSetky
ostatné déverne informacie {definovane nizsie).

Pokial sa nedohodne inak, bude za preberanie
faktur pracoviska skusania a spracovanie platieb
zodpovedat' spolotnost DrugDev. VSetky otazky
tykajlice sa faktar pracoviska sku$ania alebo platieb
pre pracoviske sk(GSania sa maju  adresoval
spoloénosti DrugDev pemocou kontaktnych udajov
uvedenych v Prilohe A zmiuvy.

Zdravotnicke zariadenie , skisajuci a CRC tymto
sUhiasia a potvrdzuj, ze CRC je jedinym prijemcom
platieb podla tejto zmluvy, a pretoe jedinou
povinnostou CRO je platit’ CRC. Po vykonani takejto
platby CRO splni vSetky povinnosti s tym spojené a
nebude mat dalSiu zodpovednost. V pripade, Ze
vznikne spor z platieb sudvisiacich s Kklinickym
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the investigator agree to indemnify, defend, and hold
harmless CRQOs from and against any claims,
liabilities, costs, and expenses related thereto.

The Parties agree that the CRO / Sponosor shall pay
the CRC the fee specified in Exhibit A fo this
Agreement for the proper performance of the subject
matter of this Agreemeni. Payments for services
performed within the Clinical Trial are distributed as

follows: 20% for the Institution, 40% for the
Investigator and 40% for the CRC.
3. CONFIDENTIALITY
3.1. Definition
"Confidential Information” means the
confidential and proprietary information of
Sponsor and includes (i} all information

disclosed by or on behalf of Sponsor to Site or
other Institution personnel, including without
limitation, the Investigational Product, technical
information relating to the Investigational
Product, all Pre-Existing Intellectual Property
{as defined in Section 4) of Sponsor, and the
Protocol; and (ii) Study enroliment information,
information pertaining to the status of the Study,
communications to and from regulatory
authorities, information relating to the regulatory
status of the Investigational Product, and Study
Data and Inventions (as defined in Section 4).

Confidential Information shall not include

information that:

i. can be shown by documentation to
have been public knowledge prior to or
after disclosure by Sponsor, other than
through wrongful acts or omissions
attributable to Site or any of its
personnel;

i. can be shown by documentation to
have been in the possession of
Institution or any of its personnel prier to
disclosure by Sponsor, from sources
other than Sponser that did not have an
obligation of confidentiality to Sponsor;

iii. can be shown by documentation to
have been independently developed by
Site or any of its personnel; or

iv. is permitted to be disclosed by written
authorization from Sponsor.

3.2. Obligations
Site and Site's personnel, including

Investigator and Study Staff shall not:

the

(i) use Confidential Information for any
purpose other than the
performance of the Study or
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skisanim, institucia a skidajuci lekar sthlasia s tym,
Ze odskodnia, budd branit a chranit CRO pred a
proti akymkofvek narokom, zavazkom, nakladom a
vydavkom savisiacim s tymto.

Zmluvné strany sa dohodli, 2e CRO/Zadavatel' za
riadne spinenie predmetu tejto zmluvy zaplati CRC
odmenu Specifikovant v Prilohe A tejto zmluvy.
Platby za vykony realizované v ramci Klinického
skit$ania sa rozdelujl nasledovne: 20% pre
Zdravotnicke zariadenie, 40% pre a Skudsajuceho
lekara a 40 % pre CRC.

3. DOVERNE INFORMACIE

3.1. Definicia
,Déverné informacie® znamenaji dbverné a
vlastnickymi pravami chraneng informacie

zadavatela a zahffiaju (i) véetky informacie
odovzdaneé zadavatefom alebo jeho zastupcami
pracovisku skusania alebo inému personaiu
zdravotnickeho zariadenia, najmd skigany
produkt, technické informacie tykajlice sa
skiidaného produktu, véetko dovtedy existujlice
dusevné vlastinictvo zadavatela (definované v
Clanku 4} a protokol, a (i) informacie o
zaradovani do ski$ania, informacie o stave
skdgania, komunikaciu s kontrolnymi Gradmi,
informacie o stave registracie skd3aného

produktu, udaje skusania a vynalezy
(definované v &lanku 4).
Doverné informacie nezahfiiaju informacie,

ktoré:

i.ako moZno preukazat dokumentaciou, sa
stali vergjne znamymi pred ocdovzdanim
zadavatelom alebo po fiom, inak, nez
protipravnym konanim alebo zanedbanim
pripisatelnym pracovisku skasania alebo
jeho personalu;

i.ako mozZno preukazat dokumentaciou,
zdravotnicke zariadenie alebo jeho personal
mal pred ich odovzdanim zadavatelom z
inych zdrojov, ktoré nemali voci zadavatelovi
povinnost zachovania ich utajenia;

ii.ako mozno preukazat dokumentaciou,
nezavisle vytvorilo pracoviske skisania
alebo jeho personal; alebo

ivje povolené odovzdavat na
pisomného povolenia zadavatela.

zaklade

3.2. Povinnosti
Pracovisko skuSania a jeho personal, vratane
skisajuceho a personalu skugania nesmu;

(i) pouzivat ddverné informacie na iné
uéely, nez je vykonanie skiisania alebo
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(ii) disclose Confidential Information to
any third party, except as permitted
by this Section 3 or by Section 5
“Publication Rights”, or as required
by law or by a reguiatory authority
or as authorized in writing by the
disclosing party.

To protect Confidential Information, Site agrees
to:

(i) flimmit dissemination of
Confidential Information to only
those Study Staff having a need
to know for purposes of

performing the Study;
(i) advise all Study Staff who
receive Confidential

Information of the confidential
nature of such information; and
(i) use reasonable measures to
protect Confidential Information
from disclosure.
Nothing herein shall limit the right of Institution
and the Investigator to disclose Study Data as
permitted by Section 5 “Publication Rights".

3.3. Compelled Disclosure

In the event that Site receives notice from a
third party seeking to compel disclosure of any
Confidential Information, the notice recipient
shall provide Sponsor with prompt notice so that
Sponsor may seek a protective order or other
appropriate remedy. In the event that such
protective order or other remedy is not obtained,
the notice recipient shall furnish only that portion
of the Confidential Information which is legally
required to be disclosed, and shall request
confidential treatment for the Confidential
Information.

3.4. Return or Destruction

Upon termination of this Agreement or upon any
earlier written reguest by Sponsor at any time,
Site shall return to Sponsor, or destroy, at
Sponsor's option, all Confidential Information
other than Study Data.

3.5. Survival

This Section 3 “Confidentiality” shall survive
termination or expiration of this Agreement for
ten (10) years.

(i) odovzdavat doverne  informacie
akejkolvek trete] strane, okrem
pripadov povolenych v tomto &lanku 3
alebo v &lanku 5 ,Prava na
publikovanie’, ak je to poZadované
pravnymi predpismi alebo kontrolnymi
Uradmi alebo na zaklade pisomného
povolenia odovzdavajucej zmluvnej
strany.

Aby chranilo déverné informacie, zavazuje sa
pracovisko skiSania :

(i) obmedzit $&irenie doévernych
informacii len na ten perscnal
skusania, kiory ich potrebuje
poznat na uely vykonania
skusania;

(i) informovat vSetok personal
skusania, ktory dostane
déverné informacie, o dovernej
povahe tychto informacii a

(i) pouzit primerané opatrenia na
ochranu dévernych informacii
pred odhalenim.

Ni¢ z toho, ¢o je uvedené v tomio odseku
necbmedzuje pravo zdravotnickeho zariadenia
a skusajuceho odovzdaval' Udaje skusania
sposobom, povelenym podla &lanku 5 ,Prava
na publikovanie’.

3.3. Vynutené odovzdanie

V pripade, Ze pracovisko skuZania od tretej
strany vyrozumenie, ktorym sa tato bude snaZit
vynuiit si odovzdanie akejkolvek dbverngj
informacie, prijemca vyrozumenia bude ¢ tom
zadavatela okamzite pisomne informovat, aby
mohol zadavaiel poziadat o ochranny sldny
prikaz alebo iny vhodny opravny prostriedok. V
pripade, Ze sa takyto ochranny sudny prikaz
alebo iny vhodny opravny prostriedok ziskat
nepodari, musi prijemca  vyrozumenia
poskytnit' len tu &ast doévernych informacii,
ktorej odovzdanie je poZzadované podfa
pravnych predpisov a musi poZadovaf, aby sa s
tymito informaciami zacbchadzalo ako s
ddvernymi.

3.4. Vratenie alebo likvidacia

Po vypovedan( tejto zmiuvy alebo po skoriej
pisomne] poZiadavke zadavatela pracovisko
skiSania podia rezhodnutia zadavatela vrati
zadavatelovi alebo zlikviduje vietky déverné
informacie, ckrem udajov skdgania.

3.5. Pretrvanie

Platnost’ tohto &lanku 3 ,Déverné informacie”
pretrva desat (10} rokov po vypovedani alebo
vypriani tejto zmiuvy.

4. INTELLECTUAL PROPERTY 4. DUSEVNE VLASTNICTVO
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4.1. Pre-existing Intellectual Property
Ownership of inventions, discoveries, works of
authorship and other developments existing as
of the Effective Date and all patents, copyrights,
trade secret rights and other intellectual
property rights therein (collectively, “Pre-
existing Intellectual Property™), is not affected
by this Agreement, and no Party or Sponsor
shall have any claims to or rights in any Pre-
existing Intellectual Property of another, except
as may be otherwise expressly provided in any
other written agreement between them.

4.2 Inventions

For purposes hereof, the term “Inventions”
means all inventions, discoveries and
developments conceived, first reduced to
practice or otherwise discovered or developed
by a Party or Sponscr or any of such entity's
personnel in performance of the Study. Sponsor
shall own atl Inventions that are conceived, first
reduced to practice or otherwise discovered or
developed by Site or any of their personnel in
performance of the Study.

4.3. Assignment of Inventions
Site shall, and shall cause its personnel to,

disclose all inventions promptly and fully to
Sponsor in writing, and Institution, on behalf of
itself and its personnel, hereby assigns to
Sponsor all of its rights, fitle and interest in and
to Inventions, including all patents, copyrights
and other intellectual property rights therein and
all rights of action and claims for damages and
benefits arising due to past and present
infringement of said rights. Site shall cooperate
and assist Sponsor by executing, and causing
its personnel to execute, all documenis
reasonably necessary for Sponsor to secure
and maintain Sponsor's ownership rights in
Inventions.

4.4 license

Sponsor hereby grants to Institution a perpetual,
non-exclusive,  non-transferable,  paid-up
license, without right to sublicense, to use
Inventions, subject to the obligations set forth in
Section 3 "Confidentiality”’, for internal, non-
commercial research and for educational
purposes.

4.5 Patent Prosecution
Site shall cocperate, at Sponsor's request and
expense, with Sponsor's preparation, filing,

4.1. Existujuce dusevné vlastnictvo

Vlastnictvo vynalezov, objavov, autorskych diel
a dalsieho vyvoja existujuceho k datumu
ucinnosti zmluvy a v3etkych patentov,
autorskych prav, prav na obchodné tajomstva a
daldich prav dusevného vlastnictva v nich
obsiahnutych (spologne ako ,existujlice
dusevné vilastnictvo”) nie je ovplyvnené touto
zmluvou azmiuvna strana ani zadavatel
nebudd mat Ziadny narok ani prave na
existujuce dusevné viastnictvo inej zmluvne]
strany, okrem pripadov vyslovne uvedenych
v inych pisomnych zmluvach medzi nimi.

4.2. Vynalezy

Na uOgely tejto zmiuvy pojem ,vyndlezy"
znamena vSetky vynalezy, objavy a vyvoj
sformulované, prvykrat uvedené do praxe alebo
inak objavené alebo vyvinuté zmluvnou stranou,
zadavatelom alebo personalom niektorého z
nich pri vykonavani skuSania. Zadavatel je
vlastnikom  véetkych  vyndlezov,  ktoré
sformuluje, prvykrat uvedie do praxe alebo inak
objavi alebo vyvinie pracovisko skusania alebo
niekto z ich personé&lu pri vykonavan! sku$ania.

4.3. Postupenie vynalezov
Pracovisko skusania odovzda a zabezpecdi, aby

aj jeho personal odovzdal vSetky vynalezy
zadavatelovi urychlene, vpingj miere a
v pisomnej forme a zdravotnicke zariadenie vo
svojom mene a v mene svojho personalu tymto
postupuje zadavatelovi vSetky svoje prava,
naroky & podiely na vSetkych vynalezoch,
vratane vsetkych patentov, autorskych prav
alebo inych prav dusevného vlastnictva v nich
absiahnutych a vSetky prava na stdne stihanie
a zalovanie  vsetkych  8kdéd  a vietkého
prospechu, ktory vznikne na zaklade minulého
alebo su€asného poruSenia tychto prav.
Pracovisko skdSania bude so zadavatelfom
spolupracovat tym, Ze podpise a zabezpedi,
aby aj jeho personal podpisal véetky dokumenty
primerane potrebne pre zadavatefa na
zabezpecenie a udrzanie si viastnickych prav
na vsetky vynalezy.

4.4. Licencia

Zadavatel tymio zdravotnickemu zariadeniu
udefuje trvalll, nevyhradni, neprenosnl,
vyplatend licenciu, bez prava udefovat
sublicencie, na pouzilie vynalezov, pod
podmienkou splnenia povinnosti uvedenych
v €lanku 3 ,Dévernost”, na interny nekomerény
vyskum a na vzdelavacie ucely.

4.5, Pravna ochrana patentov

Pracovisko sk(3ania bude so zadavatelom na
jeho pozZiadavku a naklady spolupracovat pri
priprave, podavani, sudnom stihani a
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prosecution, and maintenance of all patent
applications and patents for Inventions.

4.8, Survival
This Section 4 ‘Intellectual Property” shall
survive termination or expiration of this
Agreement.

5. PUBLICATION RIGHTS

5.1. Publication and Disclosure

Institution and Investigator shall have the right
to publish or present the results of Institution’s
and Investigator's activities conducted under
this Agreement, including Study Data, only in
accordance with the requirements of this
Section. Institution and Investigator agree to
submit any proposed publication or presentation
to Speonsor for review at least thirty (30) days
prior to submitting any such proposed
publication to a publisher or proceeding with
such proposed presentation. Within sixty (60)
days of its receipt, Sponsor shall advise
Institution and/or Investigator, as the case may
be, in writing of any information contained
therein which is Confidential Information (other
than Study Pata) or which may impair the
availability of patent protection for Inventions.
Sponsor shall have the right to require
Institution and/or Investigator, as applicable, to
remove specifically identified Ceonfidential
Information (other than Study Data) and/or to
delay the proposed publication or presentation
for an additional sixty {(60) days to enable
Sponsor to seek patent protection for
Inventions.

5.2. Multi-Center Publications

If the Study is a multi-center study, Institution
and Investigator agree that they shall not,
without the Sponsor's prior written consent,
independently publish, present or otherwise
disclose any results of or information pertaining
to Institution’s and Investigator's activities
conducted under this Agreement until a multi-
center publication is published; provided,
however, that if a multi-center publication is not
published within eighteen (18) months after
completion of the Study and lock of the
database at all research sites or any earlier
termination or abandonment of the Study,
Institution and Investigator shall have the right
to publish and present the results of Institution's
and Investigator's activities conducted under
this Agreement, including Study Data, solely in
accordance with the provisions of Section 5.3
“‘Confidentiality of Unpublished Data”.

5.3. Confidentiality of Unpublished Data

udrziavani véetkych Ziadosti o patent a patentov
na vynalezy.

4.6. Pretrvanie

Platnost tohto &lanku 4 ,Dusevné vlastnictvo"
pretrva vypovedanie alebo vyprianie tejto
zmluvy.

5. PRAVA NA PUBLIKOVANIE

5.1. Publikovanie a odovzdavanie
Zdravotnicke zariadenie a skisajuci maja pravo
publikoval alebo prezentovat' vysledky svojich
éinnosti vykonanych podfa tejto zmluvy, vratane
udajov skisania, len v silade s poZiadavkami
tohto &lanku. Zdravotnicke =zariadenie a
skisajuci sa zavazuju zaslat' kazdi navrhovanu
publikaciu alebo prezentaciu zadavatefovi na
posldenie pajmene] ftridsaf (30) dni pred
podanim t{akejio publikacie do tlage alebo
uskutotnenim takejto prezentacie. Zadavatef
bude do tridsiatich (30) dni od prevzatia
pisomne informovat zdravotnicke zariadenie
alebo skusajuceho (podfia toho, o ktory pripad
pojde) o tom, ktoré obsiahnutg informacie su
dévernymi  informaciami  (okrem  Gdajov
skusania), alebo ktoré by mohli staZit’ ziskanie
patentovej ochrany pre vynalezy. Zadavatel ma
pravo poZadovat od zdravoinickeho zariadenia
alebo skusajuceho (podfa toho, o ktory pripad
pdjde), aby odstranili konkrétne uréené doverne
informécie (okrem Gdajov skasania), alebo
odlozili navrhovanu publikaciu alebo
prezentaciu o dalsich Sestdesiat (60) dni, aby
zadavatelovi umoznili ziskat pre vynalezy
patentov( ochranu.

5.2. Multicentrické publikacie

Ak je skUSanie multicentrickym skusanim,
zdravotnicke zariadenie a skusajlci sa
Zavazuju, Z2e bez predchadzajiceho pisomného
sihlasu zadavatela nebudl  nezavisle
publikovat, prezentovaf ani inak zverejfiovat
Ziadne vysledky ani informacie o svojich
¢innostiach, vykonanych podfa tejto zmluvy,
kym nebude publikovana multicentricka
publikacia; ak vsak muliicentricka publikacia
nebude publikovand do osemnastich (18)
mesiacov od dokonéenia skiSania a
uzatvorenia databazy na vSetkych pracoviskach
skisania alebo od predéasného zastavenia
alebo zrudenia skiSania, maju zdravotnicke
zariadenie a skdsajuci pravo publikoval a
prezenioval  vysledky  svojich  Cinnosti
vykonanych podfa tejto zmluvy, vratane tdajov
skasania, vyhradne v sllade s ustanoveniami
Slanku 5.3  ,Dévernost  nepublikovanych
Gdajov”.

5.3. Dévernost nepublikovanych tdajov
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Site acknowledges and agrees that Study Data
that is not published, presented or otherwise
disclosed in accordance with Section 5.1 or
Section 5.2 ("Unpublished Data”) remains within
the definition of Confidential Information, and
Institution and investigator shall not, and shall
require their personnel not to, disclose
Unpublished Data to any third party or disclose
any Study Data to any third party in greater
detail than the same may be disclosed in any
publications, presentations or disclosures made
in accordance with Section 5.1. or Section 5.2.

5.4, Media Contacis

Site shall not, and shall ensure that its personnel
do not engage in interviews or other contacts
with the media, including but not limited to
newspapers, radio, television and the Internet,
related to the Study, the Investigational Product,
Inventions, or Study Data without the prior
written consent of Sponsor. This provision does
not prohibit publication or presentation of Study
Data in accordance with this Section.

5.5. Use of Name, Registry and Reporting

No Party hereto shall use any other Party's
name, or Sponsor's name, in connection with
any advertising, publication or promotion
without prior written permission, except that the
Sponsor and IQVIA may use the Site’s name in
Study publications and communications,
including clinical trial websites and Study
newsletters. Sponsor will register the Study with
a public clinical trials registry in accordance with
applicable laws and regulations and will report
the results of the Study publicly when and to the
extent required by applicable laws and
regulations.

5.7 Survival
This Section 5 “Publication Rights” shall survive
termination or expiration of this Agreement.

6. PERSONAL DATA

The Site and IQVIA agree to comply with any
applicable data privacy or data protection
legislation in the processing of personal data, as
it is defined under such applicabie data privacy
or data protection le
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Pracovisko skdsania berie na vedomie
a suhlasia, Ze 0daje skUSania, ktoré neboli
publikované, prezentované alebo inak
zvergineng v sulade s élankom 5.1. alebo
¢lankom 5.2. Nepublikované U(daje" stale
spadaju pod definiciu dévernych informacii
a zdravotnicke zariadenie a ski3ajlci nebudl
nepublikované udaje odovzdavat a zabezpedia,
aby ich ani ich personal neodovzdaval ziadnym
tretim strandm a aby sa ani ziadne Udaje zo
skusania neodovzdavali Ziadnej tretej strane
podrobnejsie, nez mdiu byt zverejnene
v publik&ciach, prezentaciach alebo
zvergjneniach vykonanych v sllade s &lankom
5.1. alebo ¢lankom 5.2.

5.4. Kontakt s médiami

Pracovisko skOSania sa nebude zapajat' a
zabezpeéi, aby sa ani ich personal nezapajal do
rozhovorov alebo inych kontaktov s médiami,
najmé s tlatou, rozhlasom, televiziou alebo
internetom, v svislosti so sk0sanim, skiganym
produktom, vynalezmi alebo Udajmi skuSania
bez predchadzajuceho pisomného suhlasu
zadavatela. Toto ustanovenie nezakazuje
publikovanie alebo prezentovanie uUdajov
skusania v sllade s tymto &lankom.

55 PouZitie mien a nazvov. registracia
a spravy zo ski3ania

Ziadna zo zmluvnych stran nepouzije nazov
druhej zmluvnej strany ani nazov zadavatela
v suvislosti s reklamou, pubiikovanim alebo
propagaciou bez predchadzajuceho pisomného
povalenia; zadavatel a spolo¢nost’ IQVIA viak
moézZu pouzivat nazov pracoviska skl3ania
v publikaciach zo sklSania av medialngj
komunikacii, vratane webovych  stranok
venavanych klinickym skiSaniam a tlatovych
oznameni o skusani. Zadavatel zaregistruje
skO3anie vo verejnom registri klinickych skusani
v sllade splatnymi pravnymi  predpismi
a zverejni spravu z vysledkov skudania v takom
termine a rozsahu, v akom to poZaduju platne
pravne predpisy.

5.6. Pretrvanie

Platnost tohto ¢élanku 5 ,Prava na publikovanie®
pretrvda vypovedanie alebo vyprSanie tejto
zmiuvy.

6. OSOBNE UDAJE

Pri spracivani osobnych udajov v tom zmysle,
vakom su definované v platnych pravnych
predpisoch o ochrane osobnych udajov, sa
pracovisko skii§ania a spolotnost IQVIA
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gislation.

7. RESEARCH PARTICIPANT INJURY

The Site shalt promptly notify IQVIA and Sponsor
in writing of any claim of illness or injury actually
or allegedly due to an adverse reaction to the
Investigational Product and cooperate with
Sponsor in the handling of the adverse event.

Sponsor shall reimburse Institution for necessary
medical expenses incurred by Institution for the
treatment of any adverse event experienced by,
ilness of or bodily injury to a Research Participant
that is caused by treaiment of the Research
Participant in accordance with the Protocol, except
to the extent that such adverse event, illness or
personal injury is caused by:

a) failure by Institution, Investigator
or any of their respective
personnel to comply with this
Agreement, the Protocol, any
written instructions of Sponsor
concerning the Study, or any

applicable law, regulation or
guidance, including GCPs,
issued by any regulatory

authority, or

This Section 7 "Research Participant Injury” shail
survive termination or expiration of this
Agreement.

8. IQVIA DISCLAIMER

IQVIA expressly disclaims any liability in connection
with the Investigational Product, including any
liability for any claim arising out of a condition
caused by or allegedly caused by any Study
procedures associated with such product except to
the extent that such liability is caused by the
negligence, willful misconduct or breach of this
Agresment by IQVIA.

The Sponsor shall be liable for damages incurred in
connection with the clinical trial, including liability for
claims for damages arising from a health problem
caused or allegedly caused by any testing procedure
associated with such product.
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zavazujl dodrZziavat vietky takéto platné
pravne predpisy o ochrane osobnych Gdajov.

7. UJMA NA ZDRAVI SUBJEKTOV SKUSANIA

Pracovisko skuSania bude IQVIA a zadéavatela
urychlene pisomne informovat o akejkolvek
poziadavke na oddkodnenie choroby alebo
poSkodenia zdravia skutoine alebo Udajne
spdsobeného nezZiaducou reakciou na ski3any
produkt a spolupracovat so zadavatefom pri rieseni
tejto neziaducej udalosti.

Zadavatel uhradi zdravotnickemu zariadeniu a
potrebné medicinske naklady, ktoré zdravotnickemu
zariadeniu vzniknu pri lietbe neZiaducej udalosti,
choroby alebo poskodenia zdravia subjektu
skU&ania, ktoré sposobi lietba subjektu v sllade s
protokclom, s vynimkou pripadov, kedy takiito
neZiaducu udalost, chorobu alebo poskodenie
zdravia spdsobi;

a) nedodrZanie tejto  zmluvy,
protokolu, véetkych pisomnych
pokynov zadavatefla ku skdSaniu
a vsetkych platnych pravnych
predpisov, nariadeni a smermnic
kontrolnych dradov (vratane

spravnej klinickej praxe) zo
strany zdravotnickeho
zariadenia, skd$ajuceho a

persondlu kazdého z nich,

Platnost tohto &lanku 7 ,Poskodenie zdravia
subjekiu skusania” pretrva vypovedanie alebo
vyprianie tejto zmluvy.

8. VYHRADA SPOLOCNOSTI IQVIA

Spolotnost IQVIA tymto vyslovne odmieta
akilkofvek zodpovednosty sivislosti so skudanym
produktom, vratane zodpovednosti za vznesené
naroky na nahradu $kody, ktora vznikne na zaklade
zdravotného problému spdsobenéhe alebo udajne
spdscbenéhe akymkofvek postupom skusania
spojenym s takymto produktom, okrem rozsahu, v
ktorom by takato zodpovednost' bola odévodnena
zanedbanim, amyselne nespravnym konanim alebo
porudenfm tejto zmluvy zo strany spolognosti IQVIA.

Zadavatel nesie zodpovednost za $kodu vzniknutd
v stvislosti so Skudanim, vratane zodpovednosti za
vznesené naroky na nahradu skody, ktora vznikne
na zaklade zdravotného problému spdsobeného
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The Sponsor undertakes in accordance with Act no.
362/2011 Coll. on Medicinal Products and Medical
Devices to ensure the conclusion and cover all costs
associated with the conclusion of a contract on
insurance of liability of the Institution for damage that
may be caused by the Testing study subject.

This Section 8 "IQVIA Disclaimer” shall survive
termination or expiration of this Agreement.

9. CONSEQUENTIAL DAMAGES

Neither IQVIA nor Sponsor shall be responsible to
the Site for any lost profits, lost opportunities, or
other consequential damages, nor shall Site be
responsible to IQVIA or Sponsor for any lost profits,
lost opportunities, or other consequential damages.

Nothing herein is intended to exclude or limit any
liability of any parly for death or personal injury
caused by the negligence of such party.

This Section 8 “Consequential Damages” shall
survive termination or expiration of this Agreement.

10. DEBARMENT

The Site represents and warrants that neither
Institution nor Investigator, nor any of Institution’s or
investigator's employees, agents or other persons
performing the Study at Institution, have been
debarred, disqualified or banned from conducting
clinical trials or are under investigation by any
regulatory authority for debarment or any similar
regulatory action in any country, and the Site shall
notify IQVIA immediately if any such investigation,
disqualification, debarment, or ban occurs.

This Section 10 “Debarment” shall survive

termination or expiration of this Agreement.

11. FINANCIAL DISCLOSURE AND CONFLICT OF

alebo Gdajne spbsobeného akymkofvek postupom
skigania spojenym s takymio produktom.

Zadavatel sa zavizuje v sulade so zakonom &.
362/2011 Z. z. o liekoch a zdravotnickych
pomdckach zabezpecit uzatvorenie a uhradit vietky
naklady spojené s uzatvorenim zmluvy o poisteni
zodpovednosti zdravotnickeho zariadenia za 3kodu,
ktora méze byt spdsobena Skusanim Subjektu
skugania.

Platnost tohto &lanku 8 , ZobPovEDNOST zA SKODU ™
pretrva vypovedanie alebo vypréanie tejto zmiuvy.

9. NASLEDNE 5KODY

Spoloénost IQVIA ani zadavatel nerucia pracovisku
skiSania za Ziadny usly zisk, stratu prileZitosti ani
iné nasledné gkody, ani pracovisko skdsania neruci
spolognosti IQVIA a zadavatelovi za Ziadny usly
zisk, stratu prileZitosti ani iné nasledné Skody.

Ni¢ z toho, ¢o je uvedené v tejto zmluve, nema
wiigit ani obmedzit zodpovednost ktorejkolvek
zmluvnej strany za smrf alebo ujmu na zdravi,
spdsobeni nedbalostou tejto zmiuvnej strany.

Platnost’ tohto élanku 9 ,Nasledné Skody” pretrva
vypovedanie alebo vyprianie tejto zmiuvy.

10. VYLUCENIE

Pracovisko sku$ania wvyhlasuje azarufuje, Ze
zdravotnicke zariadenie, skGajuci, ani Ziadni ich
zamestnanci, zastupcovia alebo iné osoby
vykonavajlce skusanie v zdravoinickom zariadeni,
neboli vylicens, diskvalifikované a nebol im udeleny
zékaz &innosti pri vykonavani klinickych skiani, ani
nie sU predmetom vySetrovania akéhokolvek
$tatneho alebo kontrolného tradu vo veci vylugenia
alebo podobného Uradného postihu v akejkolvek
krajine a pracovisko skiSania bude spolo¢nost
IQVIA okamzite informovat, ak sa takéto
vysetrovanie, diskvalifikacia, vylicenie alebo zakaz
ginnosti vyskyine.

Platnost tohto &lanku 10 Vylicenie®
vypovedanie alebo vyprianie tejto zmluvy,

pretrva

11. FINANGNE PRIZNANIA A KONFLIKT ZAUJMOV

INTEREST

Upon Sponsor's or IQVIA's request, Site agrees
that, for each listed or identified investigator or sub-
investigator who is directly involved in the treatment
or evaluation of Research Participants, it shall
promptly return to IQVIA a financial and conflict of
interest disclosure form that has been completed
and signed by such investigator or sub-investigator,
which shall disclose any applicable interests held by
those investigators or sub-investigators or their
spouses or dependent children.
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Na poZiadanie zadavatefa alebo spolo€nosti IQVIA
sa pracovisko sku3ania =zavazuje urychlene
ocdovzdat spolocnosti LQVIA finanéné priznanie
aprehlasenie o konflikis zaujmov za kazdého
uvedeného alebo identifikovaného skisajuceho
alebo spolusk(sajuceho, priamo zapojeného do
lie¢by alebo vyhodnocovania subjekiov skusania,
vyplnené a podpisané tymitc skd$ajlcimi alebo
spoluskgajucimi, kde budd uvedené vSetky
relevantné finanéné zaujmy tychto skusajlcich
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IQVIA may withhold payments if it does not receive
a completed form from each such investigator and
sub-investigator.

Site shall ensure that all such forms are promptly
updated as needed to maintain their accuracy and
completeness during the Study and for one (1) year
after Study completion.

Site agrees thaf the completed forms may be subject
to review by governmental or regulatory agencies,
Sponser, IQVIA, and their agents, and the Site
consents to such review.

The Site further consents to the transfer of its
financial disclosure data to the Sponsor's country of
origin and to the U.S., anddata protection will be as
developed in those countries as in the Site’s own
country.

This Section 11 *Financial Disclosure and Conflict of
Interest” shall survive termination or expiration of
this Agreement.

12. ANTI-KICKBACK AND ANTI FRAUD

Site agree that their judgment with respect to the
advice and care of each Research Participant will
not be affected by the compensation they receive
from this Agreement, that such compensation does
not exceed the fair market value of the services they
are providing, and that no payments are being
provided to them for the purpose of inducing them to
purchase or prescribe any drugs, devices or
products.

If the Sponsor or IQVIA provides any free products
or items for use in the Study, Site agree that they will
not bill any Research Participant, insurer or
governmental agency, or any cther third party, for
such free products or items.

Site agree that they will not bill any Research
Participant, insurer, or governmental agency for any
visits, services or expenses incurred during the
Study for which they have received compensation
from [QVIA or Sponsor, or which are not part of the
ordinary care they would normally provide for the
Research Participant, and that neither Institution nor
Investigator will pay another physician to refer
subjects to the Study.
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alebo spoluskusajucich ako aj ich

manzelov/manzeliek a vyzivovanych deti.

Ak spolo¢nost’ IQVIA nedostane vyplnené finanéné
priznania za kazdeho skugajuceho
a spoluskugajiceho, moéZe odmietnut poukazat
platby za skisanie.

Pracovisko sklasania zabezpedi, aby boli takéto
financné  priznania podia  potreby  véas
aktualizované tak, aby bola zachovana ich
spravnost a uplnost’ pocas celého skisania a jeden
(1) rok po jeho dokengenl.

Pracovisko skigania berie na vedomie, Ze vyplnene
finanéné priznania méZu podliehat kontroldam zo
strany Statnych a kontrolnych dradov, zadavatela,
spolo¢nosti IQVIA a ich zastupcov a s takouio
kontroiou suhlasi.

Pracovisko skusania dalej suhlasi s prenosom
udajov finanénych priznani do krajiny pdvodu
zadavatefa a do Spojenych &tatov americkych, a
bude zabezpetena ochrana oscbnych udajov na
rovnakejurovni, tak ako je ustanovené v domacej
krgjine pracoviska skusania.

Platnost’ tohto ¢&lanku 11  Finanéné priznania
a konflikt zaujmov" pretrva vypovedanie alebo
vyprianie tejto zmluvy.

12. USTANOVENIA NAMIERENE PROTI PROVIZIAM A
PODVODOM

Pracovisko skuasania potvrdzuje, Ze odmena, ktord
dostane podla tejto zmluvy, neovplyvni Usudok
v shvislosti s poradenstvom a starostlivostou
poskytovanou kazdému subjektu skusania, Ze taio
odmena nepresahuje spravoedlivi frhovl hodnotu
sluZieb, ktoré poskytuji a ze Ziadne platby sa im
neposkytuji na uéely nabadania na n&kup alebo
predpisovanie akychkolvek liekov, pomdcok alebo
produktov.

Ak zadavatel alebo spolognost IQVIA bezplatne
poskytne akykofvek produkt alebo poloZku na
pouZitie v skisani, pracoviske skiSania i sa
zavazuje neludtovat tieto bezplatné produkty alebo
polozky ziadnemu subjektu skuSania, poistovni,
statnemu dradu ani akejkolvek ingj tretej strane.

Pracovisko skusania sa zavazuje neudtovat
Ziadnemu subjekiu skuania, poistovni, Statnemu
Gradu ani akejkolvek inej tretej strane Zziadne
navstevy, sluzby alebo vydavky, ktoré im vzniknu
potas skiSania a za ktoré dostali Uhradu od
spoloénosti IQVIA alebo zadavatela, alebo kioré nie
sU st¢astou beznej starostlivosti, ktortl by subjektu
ski$ania za normainych okolnosti poskytli a ze ani
pracovisko skusania nebude platit Ziadnemu inému
lekarovi za poukazovanie subjekiov do skisania.
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13. ANTI-BRIBERY

Site agree that the fees to be paid pursuant to this
Agreement represent fair compensation for the
services to be provided by Site. Institution and
Investigator represent and warrant that payments or
ltems of Vaiue received pursuant to this Agreement
or in relation to the Study will not influence any
decision that Site or any of their respective owners,
directors, employees, agents, consultants, or any
payee under this Agreement may make, as a
Government Official or otherwise, in order to assist
Sponsor or IQVIA to secure an improper advantage
or obtain or retain business.

Site further represent and warrant that neither they
nor any of their respective owners, directors,
employees, agents, or consultants, nor any payee
under this Agreement, will, in order to assist Sponsor
or IQVIA to secure an impreper advantage or obtain
or retain business, directly or indirectly pay, offer or
promise to pay, or give any ltems of Value to any
person or entity for purposes of {i) influencing any
act or decision; (ii) inducing such person or entity to
do or omit to do any act in violation of their lawful
duty; (iii) securing any improper advantage; or (iv)
inducing such person or entity to use influence with
the government or instrumentality thereof to affect or
influence any act or decision of the government or
instrumentality.

In addition to other rights or remedies under this
Agreement or at law, |QVIA may terminate this
Agreement if Site breaches any of the
representations or warranties contained in this
Section or if IQVIA or Sponsor learns that improper
payments are being or have been made to or by
institution or Investigator or any individual or entity
acting on its or their behalf.

14. INDEPENDENT CONTRACTORS

The Site and Study Staff are acting as independent
contractors of IQVIA and Sponsor and shali not be
considered the employees or agents of IQVIA or
Sponsor.

Neither IQVIA nor Sponsor shall be responsible for
any employee benefits, pensions, workers’
compensation, withholding, or employment-related
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13. USTANOVENIA NAMIERENE PROTI UPLATKARSTVU

Pracovisko skuSania potvrdzuie, Ze poplatky, ktoré
maju byt vyplatené podla tejto zmluvy, predstavuju
spravodlivi odmenu za sluzby, ktoré ma poskytnat
pracovisko  skusania. Pracovisko skusania
vyhlasuju a zaruguju, ze platby a hodnotné veci,
ktoré dostanu podla tejto zmluvy v slvislosti so
skisanim, neovplyvnia Ziadne rozhodnutie, ktoré
zdravotnicke zariadenie, skOsajuci a ktorykolvek
zich  wvlastnikov, riaditefov, zamestnancov,
zastupcov, poradcov alebo prijemcov platieb podfa
tejto zmluvy mdze prijat’ ako Statny predstavitel
alebo v ingj funkcii, aby pomohol zadavatelovi alebo
spolo¢nosti IQVIA zabezpetit si nenaleZitl vyhodu
alebo ziskat Gi udrzat si obchodné prileZitosti.

Pracovisko sk(sania vyhlasuje a zarucuje, ze ani
oni sami, ani ktorykolvek z ich vlastnikov, riaditelov,
zamestnancov, zastupcov, poradcov  alebo
prilemcov platieb podia tejto zmluvy nebude za to,
aby zadavatelovi alebo spolognosti IQVIA pomohol
zabezpedit' si nenalezith vyhodu alebo ziskat d&i
udrzat si obchodné prilezitosti, priamo ani nepriamo
platit, ponikat alebc sfubovat' platbu, ani nedaruje
Ziadnu hodnotni vec ziadnej fyzickej alebo
pravnicke] osobe na Ugely (i) ovplyvnenia
akéhokolvek udkonu alebo rozhodnutia, (i)
nabadania takejto fyzickej aiebo pravnickej osoby
na vykonanie alebo nevykonanie akéhokolvek
skutku v rozpore s jgj zakonnymi povinnostami; (iii)
zabezpedenia si nenalezitej vyhody alebo (iv)
nabadania takejto fyzickej alebo pravnicke] osoby,
aby ovplyvnila nejaky Ukon alebo rozhodnutie
statneho Uradu alebo iného organu viady.

Okrem inych prav a opravnych prostriedkov podla
tejto zmluvy alebo podla zakona, mdze spolognost
IQVIA tiio zmluvu vypovedat, ak pracovisko
skusania porusi niektoré z wvyhlaseni a zaruk
obsiahnutych vtomtc d&lanku, alebo ak sa
spolocnost 1QVIA alebo zadavatel dozvie, Ze
pracovisko sklUsania takéto nenalezité platby
vykonalo bud osobne alebo prostrednictvom ingj
osoby alebo spolocnosti konajuce] v ich mene, alebo
taketo platby osobne alebo prostrednictvom
akejkolvek osoby alebo spolotnosti prijali.

14. NEZAVISLY ZMLUVNY DODAVATEL

Pracovisko skiiania a personal skdsania konaju
ako nezavisli zmluvni dodavatelia spolotnosti IQVIA
a zadavatela anemaju sa povaZoval za
zamestnancov alebo zastupcov spoloénosti IQVIA
alebo zadavatela.

Spoloénost IQVIA ani zadavatel zdravoinickemu
zariadeniu, skuSajlicemu a personalu skusania
nezodpovedaju za Ziadne zamestnanecke vyhody,
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taxes as to the Investigator or Institution or their
staff.

15. TERM & TERMINATION

15.1. Term

This Agreement shall have a date of execution
on the date of the last signature of the
Contracting Parties and shall take effect on the
day following its publication in the Central
Register of Contracts of the Office of the
Government of the Slovak Republic ("effective
date"). Publication of the contract will be
facilitated by the Institutionand shall continue
until completion or until terminated in
accordance with this Section 15 "Term &
Termination”.

15.2. Termination

IQVIA may terminate this Agreement for any
reason 3effective immediately upon written
notice.

The Site may terminate upon written notice with
effect from the date of delivery to IQVIA to the
address referred to in  Ardicle 16, if
circumstances beyond the Site's reasonable
control prevent completion of the Study, or if it
reasonably determines that it is unsafe to
continue the Study. Upon receipt of notice of
termination, the Site shall immediately cease
any subject recruitment, follow the specified
termination procedures, ensure that any
required subject follow-up procedures are
completed, and make all reasonable efforts to
minimize further costs, and IQVIA shall make a
final payment for visits or milestones properly
performed pursuant to this Agreement in the
amounts specified in Attachment A; provided,
however, that ten percent (10%) of this final
payment will be withheld until final acceptance
by Sponsor of all CRF pages and all data
clarifications issued and satisfaction of all other
applicable conditions set forth herein. If a
material breach of this Agreement appears to
have occurred and termination may be required,
then, except to the extent that Research
Participant safety may be jeopardized, IQVIA
may suspend performance of all or part of this
Agreement, including, but not limited to, subject
enroliment.

déchodky, urazové poistenie, dan z prijmu ani za
zZiadne iné zamestnanecké dane a odvody.

15. DOBA PLATNOSTI A VYPOVEDANIE

15.1. Doba piatnosti

Tato zmluva nadoblda platnost od datumu
posledného podpisu zmluvnych stran (,datum
platnosti”) a d&innost’ diiom nasledujicim po dni
jei zverejnenia v Centralnom registri zmliv
Uradu viady Stovenskej republiky. Zverejnenie
zmluvy Zzabezpedi zdravothicke zariadenie
(,datum ucinnosti”}") a zostava platna a u€inna
a2 do splnenia alebo vypovedania podfa tohto
¢lanku 15 ,Doba platnosti a vypovedanie”.

15.2. Vypovedanie

Spoloénost' |IQVIA mbézZe tito zmluvu vypovedaf
z akéhokolvek ddovodu s okamzitou uginnostou
pisomnou vypovedou.

Pracovisko skuSania moze tito zmluvu
vypovedat’ pisomnou vypovedou s u€innostou
od datumu dorugenia spolo¢nosti IQVIA na
adresu uvedenu v dlanku 16, ak mu okolnosti
mimo jeho primeranej kontroly zabrarujl
v dokonéeni skuSania, alebo ak dospegje
k oddvodnenému zaveru, Ze pokraCovanie
v skiSani nie je bezpetné. Po prevzat
pilsomnej vypovede pracovisko skusania
okamzite zastavi zaradovanie subjekiov do
skisania, dodrzi postupy definované pre
vypovedanie zmluvy, zabezpeli, aby boli
dokonfené vSetky poZadované Kkontrolné
vysefrenia subjektov a vynaloZi primerane Usilie
na minimalizovanie  dalsich  nakladov.
Spolognost' IQVIA poukaze poslednu platbu za
navitevy alebo vykony riadne vykonané v
sllade s touto zmluvou vo vyske stanovenej v
Prilohe A, desat’ percent (10 %} tejto poslednej
platby vSak bude zadrzanych aZz do
zadavatefovho konetného prevzatia vietkych
stranok  pacientskych  zaznamov  (CRF)
a vietkych vydanych vysvetliviek k udajom a do
splnenia  vSetkych dalsich  uplatnitefnych
podmienok tu  stanovenych. V pripade
podozrenia na podstainé porusenie tejto
zmluvy, kioré by vyZzadovalo jej vypovedanie,
méZe spolognost IQVIA ciastocne alebo Upine
pozastavit plnenie tejio zmluvy, vratane
zaradovania subjektov do sklsania, s vynimkou
rozsahu, v ktorom by bola ohrozena
bezpetnost subjektov skusania.

16. NOTICE 16. OZNAMENIA

Any notices reguired or permitted to be given VsSetky oznadmenia poZadované alebo povolené
hereunder shall be given in writing and shall be podla tejto zmluvy bud( vyhotovené pisomne
delivered a doruéene
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a) in person,

b) by certified mail, postage
prepaid, return receipt
requested,

c) by e-mail of .pdffscan or other
non-editable format notice with
confirmed transmission report,
or

d} by a commercial overnight
courier that guarantees next
day delivery and provides a
receipt,

and such notices shall be addressed as follows:

a) osobne;

b} doporutenou postou s uhradenym
pogtovnym a doruéenkou;

¢) e-mailom ako .pdf sitbor alebo
skencvany dokument, alebo v inom
needitovateinom formate S

poZzadovanym potvrdenim
dorucenia;

d) komergnou kuriérskou sluZbou,
kiora zaruCuje dorudenie na
nasledujici defi a poskytuje
potvrdenie doruéenia, a i{akéto
oznamenia budd  adresované
nasledovne:

To Sponsor;
Pre zadavatela;

Name/Nazov: G1 Therapeutics, Inc
Address/Adresa: Attn: General Counsel
P.O. Box 110341

Research Triangle Park, NC 27709
UsA

Tel: (819) 213-9835

To [QVIA
Pre spoloénost’ IQVIA

Name/Nazov: IQVIA RDS Slovakia, s.r.o.
Address/Adresa: Vajnorska 100/B, 831 04
Bratislava, Slovak Republic

Tel:
And tofa

IQVIA Inc.

Global Legal Department/Celosvetové pravne
oddelenie

100 IMS Drive

Parsippany, NJ 07054

USA/Spojené Staty americké

Attention: General Counsel/Do pozornosti:
Hiavny pravny poradca

Email: officeofgeneralcounsel@igvia.com

To Institution
Pre zdravotnicke zariadenie

Name/Nazov: Fakultha nemocnica Trnava,
having a place of business af: A.Zarnova 11,
817 02 Trnava, Slovak Republic

To Investigator
Pre skisajuceho

Name/Menc: Marian Stresko, MD, PhD.
having a place of business at Fakulina
nemocnica Trnava, Onkologicka klinika, A
Zarnova 11, 917 02 Trnava, Slovak Republic

17. FORCE MAJEURE

The performance by either Party of any obligation on
its part to be performed hereunder shall be excused
by floods, pandemics fires or any other Act of God,
accidents, wars, riots, embargoes, delay of carriers,
inability to obtain materials, failure of power or
natural sources of supply, acts, injunctions, or
restraints of government or other force majeure
preventing such performance, whether similar or
dissimilar to the foregoing, beyond the reasonable
control of the Parly bound by such obligation,
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17. Vy&51a moc

Zmluvné strany su ospravedinené od plnenia
povinnosti, ktoré si maju pinit' podia tejto zmluvy,
v pripade povodne, poziaru alebo ingj Zivelne
pohromy, havarie, vojny, vzbury, vyirZnosti,
embarga, medkania prepravcov, nemoznosti ziskat
materidly, vypadku elektriny alebo prirodnych
zdrojov dodavok, Statneho dkonu, vynosu alebo
obmedzenia aleho inej vys3ej moci, ktord zabrafiuje
takémuto pineniu, &i uz je podobneého, alebo ingho
charakteru, ako vys8ie uvedené a je mimo
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provided, however, that the Party affected shall exert  primerane] kontroly zmluvnej strany viazanej touto
its reasonable efforts to eliminate or cure or povinnostou, postihnutd zmluvna strana véak
overcome any of such causes and to resume vynaloZi primerané usilie na to, aby odstranila,
performance of its cbligations with all possible napravila alebo prekonala takéto okolnosti a &o
speed. najrychlejsie si znovu zacala pinit’ svoje povinnosti.

18. MISCELLANEQOUS 18. OSTATNE DOJEDNANIA

18.1. Entire Agreement

This Agreement, including its attachment(s},
constitutes the sole and complete agreement
between the Parties and replaces all other
written and oral agreements relating to the
Study.

18.2. No Waiver/Enforceability

Failure to enforce any term of this Agreement
shall not constitute a waiver of such term. If any
part of this Agreement is found to be
unenforceable, the rest of this Agreement will
remain in effect.

18.3. Assignment of the Agreement
This Agreement shall be binding upon the

Parties and their successors and assigns.

The Site shall not assign or transfer any rights
or obligations under this Agreement without the
written consent of IQVIA and Sponsor.

Upon Sponsor's request, IQVIA may assign this
Agreement to Sponsor or to a third party, and
IQVIA shall not be responsible for any
obligations or liabilities under this Agreement
that arise after the date of the assignment, and
the Site hereby consents to such an
assignment. Site will be given prompt notice of
such assignment by the assignee.

The Parties agree not to assign (or trade in any
way) their mutual claims under this Agreement
with a third party without the prior written
consent of the other Party. The written consent
of the Institution is subject to the prior consent
of the Ministry of Health of the Slovak Republic
otherwise this consent is invalid. For the
avoidance of any doubt: the assignment of a
claim without the written consent of the other
party invalidates such an act.

18.4. Applicable Law

The parties further agree that all disputes arising
from this Agreement will be resclved by the
respective courts of the Slovak Republic.

18.1. Uplnost zmluvy

Tato zmluva vratane priloh predstavuje jedine
a Uplné ujednanie medzi zmluvnymi stranami
v tejto veci a nahradza vietky daldie pisomné
alebo ustne dohody o tomto skadani.

18.2. Nezrieknutie sa/VymoZitefnost
Nevyma&hanie akejkolvek podmienky tejto
zmluvy nema byt interpretovane ako zrieknutie
sa tejto podmienky. Ak sa kiorakolvek cast' tejto
zmluvy ukdZe ako nevymahatelna, zostava
zvysok tejto zmluvy platny a ucinny.

18.3. Postupenie zmluvy
Tato zmluva je zavézna pre zmluvné strany a
ich naslednikov a nastupcov.

Pracovisko skusania nesmie postapit ani
presundt Ziadne zo svojich prav a povinnosti
podla tejto zmluvy bez predchadzajaceho
pisomnéha  sthlasu  spoloénosti  [QVIA
a zadavatela.

Na pozZiadanie zadavatela moze spoloénost
IQVIA postlpit' tito zmluvu zadavatelovi alebo
tretej strane a spolognost [QVIA nebude
zodpovedat za Ziadne povinnosti alebo zavézky
podfa tejto zmluvy, ktoré vzniknd po datume
takéhoto postipenia a pracovisko skisania s
takymto  postapenim  sthlasi.  Nastupca
spoloénosti KQVIA bude pracovisko ski3ania o
takomto postidpenf urychlene informovat.

Zmiluvné strany sa dehodli, Ze svoje vzajomné
pohfadavky z tejto Zmluvy nepostipia (ani s
nimi nebudd nijako obchodovat) tretej strane
bez predchadzajliceho pisomnéhe sdhlasu
druhej zmluvnej strany. Pisomny suhlas
Zdravotnickeho zariadenia je podmieneny
predchadzajucim  suhlasom  Ministerstva
zdravotnictva Slovenskej republiky, inak je tento
stthlas neplatny. Pre vyli¢enie akychkolvek
pochybnosti: postipenie pohladavky bez
pisomného sthlasu druhej strany spdscbuje
neplatnost takéhoto tkonu.

18.4. Nadriadené pravo

Zmiuvné strany sa dale] dohodli, Ze vSetky
spory vzniknuté z tejto zmluvy budu riesené
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This Agreement is executed in Slovak and English
language, with the parties considering both
language versions to be equivalent, but in the event
of any discrepancies between the versions, the
parties agree that the Slovak version of the contract
shall prevail.

18.5. Third Party Beneficiary

The Parties agree that Sponsor shall have the
right to enforce any of the provisions of this
Agreement as a third party beneficiary.

Each Party to this Agreement acknowledges
that except for the Sponsor, there are no third
party beneficiaries with any rights to enforce any
of the provisions of this Agreement.

18.6. Survival

The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Study shall survive termination
or completion of this Agreement, even if not
expressly stated herein.

THIS SECTION IS INTENTIONALLY
LEFT BLANK

Slovakia Clinical Trial Agreement template-Pi: Marian Stresko,
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vecne a miestne prislugnymi sidmi Slovenskej
republiky.

Tato zmluva je vyhotovena v slovenskom a v
anglickom jazyku, pricom zmluvné strany
povaZuju obe jazykové verzie za rovnocenng,
aviak pre pripad vykiadovych nezrovnalost
medzi jednotlivymi verziami sa zmluvné strany
dohodli, ?e prednost ma slovenska verzia
zmluvy

18.5. Opravnena fretia strana

Zmiuvné strany sa dohodli, Z2e zadavatel ma
pravo na vymahanie podmienok tejto zmluvy
ako opravnena tretia strana.

Ka?da zo zmluvnych stran tejto zmluvy
potvrdzuje, Ze okrem zadavatela nie su Ziadne
iné opravnene tretie strany, ktoré by mali pravo
vymahat ktorékolvek z ustanoveni tejto zmluvy.

18.6. Pretrvanie

Podmienky tejto zmluvy obsahujlce povinnosti
alebo prava, ktoré pokracduju po dokon&eni
skusania, budd pretrvavat aj pe vypovedani
alebo splneni tejto zmluvy, aj ked fo v tejto
zmluve nie je vyslovne uvedene.

TATO CAST JE UMYSELNE
PONECHANA PRAZDNA
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Slovakia, s.r.o.
Za IQVIA RDS Slovakia, s.r.o. svojim podpisom potvrdzuje:

By/Meno: ___ARHILA WAcwuErsvt”

Title/Funkcia: AR Rey
Signature/Podpis:
Date/Datum: 17 Dee Izl

ACKNOWLEDGED AND AGREED BY Fakultna nemocnica Trnava
Za Fakultna nemocnica Trnava svojim podpisom potvrdzuje:

By/Meno: 0D V{Gd{(f{&U —SVO”-W

Title/Funkeia: Pive.Chor ’?C O\“Ml__

(must be authorized to signon i .. p's behalf) /
(s opravnenim podpisoval za zdi. . ke zariadenie)

Signature/Podpis:

Date/Datum: | 0 12~ 2001

-

ACKNOWLEDGED AND AGREE Y CIiniAaI Research Center s.r.0., organizaéna zloZka
Za Clinical Research Center sr.o  janizatna zlozka svojim podpisom potvrdzuje:

By/Meno: AUCE' Lﬁ'—/’:ﬁ /'—fwcﬂ--m"

Title/Funkeia: /7INAENE DIRECTOR
Signature/Podpis: ___ 0 8 DEC. 201

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR:
Skusajlci svojim podpisom potvrdzuje:

Name/Meno: . Hatan S&w’.l;o}?@

Signature/Podpis. —

Date/Datum; = -
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ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

A. Payee details:

Payee/ prijemca platby

Payee Name / meno prijemcu platby

Payee Address / adresa prijemcu platby
Address Line 2 / Riadok pre adresu 2
Address Line 3 / Riadok pre adres3
Province/State/Country [/ kraj

City / mesto

Postal Code / PSC

Country / krajina

Payee Contact / kontakt prijemcu platby
Payee Contact Phone Number / Telefénne
gislo Prijemcu platby

Remittance E-mail Address / E-mailova
adresa pre platobné prevody

General Finance contract e-mail address if
different from ahove / V8eobecna kontaktna
e-mailova adresa pre otazky financii, ak je ina
ako uvedena vyssie

NPI

Tax ID (VAT/GST Registration/TIN/SSN} / DIC
Bank Account Holder Name / Nazov drzitela
bankového aétu )

Bank Account Number / Cislo bankového
uctu:

IBAN (International Bank Account Number)
Bank Name / Nazov banky

Bank Number / ¢islo banky

Bank Branch Number ! éislo bankovej
poboéky

Bank Identification Code / BIC (bankovy
identifikacny kdd) (SWIFT):

Bank Type / Typ banky

Banking Information: / Bankové spojenie:

If the contracted Payment Currency does not match your bank account, you may need to provide an
Intermediary Bank. Please contact your Financial institution for details. If an Intermediary bank is required,
please provide Bank Name, Account Number if applicable and SWIFT Code of Intermediary Bank along with
all other required Wire instructions / Ak mena platieb dohodnuta v zmluve nezodpoveda mene vasho
bankového G¢tu, méze byt potrebné uviest sprosiredkujicu banku. DalSie informacie vam poskytne vasa
finanéna indtitlcia. Ak je potrebna sprostredkujica banka, uvedte nazov banky, &islo (étu, ak sa vztahuje, a
SWIFT kod sprostredkujuicej banky, spolu so vietkymi dalSimi pokynmi potrebnymi na elekironicky prevod.

PRILOHA A
RoOzPOCET A ROZPIS PLATIEB

A. Udaje o prijemcovi platieb:

Payee Details / Udaje prijemcu platby

Clinical Research Center s. r. 0., organizaéna zloZka
Jilemnického 15

NAP

NAP

Slovak Republic

Trencin

911 01

Slovak Republic

Mgr. Lucie Spatenkova, Paulina Kone&na

+420 733 532 512

paulina.konecna@cre-sk.com

lucie.spatenkova@cre-cz.com
NAP
SK4120242775

Clinical Research Center s. r. 0., organizaéna zlozka

SK83 7500 0000 0040 2859 0039
$SK83 7500 0000 0040 2859 0039
CS0B, a. s.

7500

NAP

CEKOSKBX
NAP

24 Digit IBAN & 8 or 11 digit SWIFT / 24-miestne IBAN a 8 alebo 11-miestny koéd SWIFT

Slovakia Clinical Trial Agreement template-Pi: Marian Stresko,

MD, PhD INV &(priv) INST
_ based on IQVIA Global template — 1 May 2019
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Contact Information / Kontaktné ddaje

Name of recipient sending invoices to DrugDev /
Meno a priezvisko prijemcu, ktory odosiela
fakitry spoloénosti DrugDev

Mgr Lucie Spatenkova

Phone number & Email / Telefénne Cislo a e-
mail

lucie.spatenkova@cre-cz.com

Language Preference / Uprednosthovany jazyk

slovak

Name of payment recipient to receive payment
notification and details / Meno a priezvisko
prijemcuy platieb na prijimanie oznameni a
podrobnosti o platbach

Mgr Luce Spaienkova

Phone number & Email / Telefénne Cislo a e-
mail

lucie.spatenkova@cre-cz.com

i.anguage Preference / Uprednostiovany jazyk

slovak

and

Invoicing Instructions — delete invoicing section
from country template entirely; copy and paste
below language into country template

Payments will be issued by DrugDev based on Visit
Budget, payment frequency and payment terms as
described below. Payments will be made only upon
receipt of corresponding invoices, including back-up
documentation, in the specified currency, as
described below. Invoices will be payable within 30
days from the date of receipt by DrugDev of the
invoice, including any applicable  back-up
documentation.

Invoices for any additional payments to those stated
in this agreement (i.e., additional reimbursements)
must also be sent to DrugDev and approved by
sponsor. All invoices shall be raised in the following
manner:

Invoices to be billed to:

IQVIA RDS Slovakia, s.r.o., Care of DrugDev
Vajnorska 100/B,
831 04 Bratislava — Slovak Republic

Invoices to be sent to:

DrugDev Payments

IQVIA | 5th floor.

210 Pentonville Rd, King Cross
London N1 94Y

United Kingdom

Email: support@drugdevglobal.com

The following information should be included on the
invoice:

Slovakia Clinical Trial Agreement template-Pl: Marian Stresko,
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Fakturaéné pokyny — zo vzoru zmiuvy pre dani
krajinu dplne odstraite ¢&ast’ o fakturacii;
nasledujiaci text skopirujte a vlozte do vzoru
zmluvy pre krajinu

Platby bude poukazovat spolonost DrugDev na
zaklade rozpoftu pre navstevy, frekvencie platieb a
platobnych podmienok, ako sa uvadza nizsie. Platby
sa pouk&Zu az po prevzati zodpovedajlcich faktdr,
vratane sprievodnej dokumentacie, v uréenej mene,
ako sa uvadza nizéie. Fakttry budd splatne do 30 dni
od datumu prevzatia faktiry spolo&nostou DrugDev,
vratane prisiu$nej sprievodnej dokumentacie.

Faktury za véetky daldie platby navy3e k tym, ktoré sa
uvedené v tejto zmluve (t j. dalSie uhrady), sa tieZ
musia zaslat' spoloénosti DrugDev a musi ich schvalif
zadavatel. Vsetky faktiry sa musia vystavit
nasledujicim spdsobom:

Faktury sa maju vystavit’ na nasledujicu
fakturaénu adresu:

IQVIA RDS Slovakia, s.r.o.,

Do pozornosti: DrugDev

Vajnorska 100/B,

831 04 Bratislava — Slovenska republika

Faktury sa majli odoslat na nasledujiicu
dorucovaciu adresu.

DrugDev Payments

IQVIA, 5th floor.

210 Pentonville Rd, King Cross
Londyn N1 9JY

Spojené kralovstvo

E-mail: support@drugdevglobal.com

Na faktiire musia byt uvedené nasledujice adaje:
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0 Complete INVESTIGATOR name, address
and phone number

o] Invoice Date

0 Invoice Number

0 Payee Name (must match Payee indicated
in CTA)

0 Payment Amount

0 Complete description of services rendered
0 Study Number:

0 Sponsor Name

0 Invoices should be printed on letterhead

All invoice and payment related inquiries shall be
addressed directly fo DrugDev Payments at
support@drugdevglobal.com , telephone +1 (873)
659-6722, or fax +01 (610) 994-2784.

Please note that invoices will not be processed
unless they reference information referenced
above. After receipt and verification,
reimbursement for invoices will be included with
the next regularly scheduled payment.

Invoices and any accompanying documentation must
not include any personally identifying information of
any Research Participant, including but not limited to
the Research Participant's first or last name, initials,
date of birth, address, telephone, passport number,
email address, or credit card information. If invoices
or any accompanying documentation do contain this
information 1QVIA will notify Payee. Payee will need
to resubmit a redacted invoice and accompanying
documentation that does not include any personally
identifying information of any Research Participant.

The Parties agree that in case of changes in address
which do not involve a change of Payee, tax numbers,
or tax exempt status, no further amendments to the
Agreement are required.

The Parties acknowledge that the designated Payee
is authorized to receive all of the payments for the
services performed under this Agreement.

If the Investigator and Institution are not the Payee,
then it is agreed that it is the Payee's obligation to
reimburse the Institution and Investigator within 10
days after receiving the payment, if any, as may be
determined by a separate agreement between
Investigator and Payee (which may involve different
payment amounts and different payment intervals
than the payments made by IQVIA fo the Payee).
Investigator and Institution acknowledges and agrees
that IQVIA will not be responsible for payment io the
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o} Celé meno a priezvisko, adresa a telefonne
&islo SKUSAJUCEHO

o} Datum faktary

) Clslo faktury

o} Meno a priezvisko/nazov prijemcu platieb

(musi sa zhodovat' s prijemcom platieb uvedenym v
zmluve ¢ Klinickom skusani)

o] Suma na thradu

0 Uplny opis poskytnutych sluzieb

) Cislo skusania

0 Nazov zadavatela

0 Faktary maju byt vytlatené na hlavickovom
papieri

Vetky otazky tykajuce sa faktir a uhrad sa maju
adresovat priamo na platobné oddelenie spoloSnosti
DrugDev na adresu suppori@drugdevglobal.com,
telefonicky na islo +1 (973) 659-6722 aleba faxom
na gislo +01 (610) 994-2784.

Upozorfiujeme, Ze faktlry nebudii spracované, ak
nebudi obsahovat’' informacie uvedené vyssie.
Po prevzati a overeni bude dhrada faktar zahrnuta
do najhlizSej planovanej pravidelnej platby.

Faktury ani Ziadne sprievodné dokumenty nesmu
obsahovat osobné identifikkatné Udaje Ziadneho
subjekiu skuSania najmd menc alebo priezvisko,
inicialy, datum narcdenia, adresu, telefonne &islo,
&islo pasu, e-mailovl adresu alebo Gdaje platobnej
karty. Ak budd faktary alebo sprievodna
dokumentacia obsahovat tieto (daje, spoloénost
IQVIA o tom bude informovat prijemecu
ptatieb. Prijemca platieb bude musief zaslat
opravenu faktiru a sprievodnu dokumentaciu, ktora
nebude obsahoval osobné identifikaéné (daje
Ziadneho subjektu skisania.

Zmluvné strany sa dohodli, 2e v pripade zmeny
adresy, ktora nezahffia zmenu prijemcu platieb,
danovych identifikaénych ¢isel alebo zmenu v
oslobodeni od dane, sa nevyZaduje podpisanie
pisomnych dodatkov tejto zmiuvy.

Zmluvné strany potvrdzuji, Ze menovany prijemca
platieb je opravneny prijimat vSetky platby za sluzby
vykonané podia tejto zmluvy.

Ak zdravotnicke =zariadenie a sko3ajuci nie sU
priiemcom platieb od CRO, povazuje sa za
dohodnutd, 2e povinnostou prijemcu platieb je
uhradit platby zdravotnickemu zariadeniu
a skugajucemu do 10 dni od prijatia platby, ako méze
stanovovat samostatna zmluva medzi skisajucim a
prijemcom platieb (ktora médze obsahovat’ iné splatne
sumy a iné platobné intervaly ne? platia pre platby
poukazované  spolog¢nostou  IQVIA  prijemcovi
platieb). Zdravotnicke =zariadenie a sku$ajlci
potvrdzuje a suhlasi, Ze spolo¢nost’ IQVIA nebude
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Investigator in the event that the Payee fails fo make
payment to the Investigator.

B. Minimum Enrolment Goal:

Site acknowledges that Site’'s minimum enrolment
goal is one (1) Research Partticipant and that Site will
use best efforts to reach the enrolment goa! by the
end of the enrolment period . If Site fails to adhere to
this principle, IQVIA may reconsider Site’s suitability
to continue participation in the Study.

C. Discontinued or Early Terimination
Research Participants:

Reimbursement for discontinued or early termination
Research Participant will be prorated based on the

number of confirmed completed visits.
D. Payment Term and method of payment:

DrugDev, on behalf of IQVIA, will administer payment
to the Payee quarterly on a completed visit per
Research Participant basis in accordance with the
attached Budget Visit Table. Ninety percent (30%) of
each payment due, including any screening failure
that may be payable under the terms of this
Agreement, will be made based upon prior quarter
enrollment data confirmed by Research Participant
CRFs received from the Site supporting Research
Participant visitation.

The balance of monies earned, up to ten percent
{10%), will be pro-rated upon verification of actual
Research Participant visits, and will be paid by IQVIA
to the Payee, administered by DrugDev, upon final
acceptance of all CRFs pages, all data clarifications
issued, completing the data entry for a Research
Participant visit, the receipt and approval of any
outstanding regulatory documents as required by
IQVIA andfor Sponsor, the return of all unused
supplies to IQVIA, and upon satisfaction of all other
applicable conditions set forth in the Agreement.

Major, disqualifying Protocol violations are not
payable under this Agreement

E. Payment Disputes:

Site will have thirty (30) days from the receipt of final
payment to dispute any payment discrepancies
during the course of the Siudy.

F. Screen Failure:
Reimbursement for screen failures {being a Research
Participant who began screening at Site but was

Slovakia Clinical Trial Agreement template-PI: Marian Stresko,
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zodpovedat za platby skdsajucemu v pripade, Ze
prijemca platieb

B. Minimalny naborovy ciel:

Pracovisko skisania potvrdzuje, Ze jeho minimaliny
cielovy potet zaradenych uéastnikov je jeden (1)
subjekt skusania a Ze vynalozi maximalne usilie, aby
tento ciefovy potet dosiahlo do konca obdobia
zaradovania. Ak pracovisko skuSania tito zasadu
nedodrzi, spolo¢nost I[QVIA mbdzZze prehodnotit
vhodnost pracoviska ski$ania pre daldiu uéast' na
skusani.

C. Predéasné vyradenie alebo vystipenie
subjektu skusania

Uhrady za subjekty skdsania, ktori boli zo skusania
vyradeni alebo z neho predéasne vystipili, sa vyplatia
pomernym spdsobom podfa poétu  potvrdenych
absolvovanych navstev.

D. Platobné podmienky a sposob platby:
Spoloénost DrugDev v zastipeni spolocnosti IQVIA
hude platby pre prijemcu platieb spracovavat
gtvrfroéne na zaklade poétu absolvovanych navétev
na jeden subjekt sku3ania v silade s pripojenou
tabulkou rozpoétu podla navitev. Devétdesiat
percent {90 %) kaZdej splatnej sumy vratane platieb
za nelspesné vstupné vySetrenia, ktoré mdzu byt
splatné podla podmienck tejto zmiuvy, sa poukaZe na
zaklade udajov o zaradovani za predchadzajuci
dtvrfrok  potvrdenych harkami CRF  subjektov
skugania prijatymi od pracoviska skuSania, ktore
dokladajti navitevnost subjektov skiSania .

Zostatok splatnych finanénych prostriedkov az do
vysky desat percent (10 %) sa vyplati pomernym
sp&sobom po overeni skutotnej navstevnosti
subjektov skGSania a spolotnost IQVIA ho po
spracovani spolo¢nostou DrugDev vyplati prijemcovi
platieb po koneénom prevzati vietkych stranok CRF,
vietkych vydanych vysvetliviek k udajom, po vyplneni
udajov o navsteve subjektu sktSania, po prevzatl a
schvaleni vdetkych chybajucich dokumentov pre
kontrelné Urady poZzadovanych spologénostou 1QVIA
alebo zadavatelom, vrateni vdetkych nepouzitych
materidlov spolo¢nosti IQVIA a po spineni véetkych
daldich podmienok uvedenych v zmluve.

Zavazné diskvalifikujiice porusenia protokolu nie
su podla tejto zmluvy splatné.

E. Platobné nezrovnalosti:

Proti platobnym nezrovnalostiam, ktoré sa vyskytnu
v priebehu skagania, méze pracovisko skusania
namietat’ do tridsiatich (30) dni od pripisania
poslednej platby.

F. Nelspesné vstupné vysetrenia:

Uhrady za neuspesné vstupné vysetrenia (subjekty
skusania, ktori zadn( vstupneé vySetrenia na

Strana 27 z 44

G1 G1728-207 Slovakia Pl and Institution CTA 04 Nevember 2020

CVEK nnm Clavnlkin OTA TAamnlara

Inetitibinm And lrmoae ticntnar Tranelatad an TR LA_2N10_1



determined to be ineligible to participate in the Study)
will be at the amount indicated on the screening visit
of the attached Budget Visit Table, not to exceed
three (3) screen failure paid per one {1) Research
Participant randomized. To he eligible for
reimbursement of screening visit completed
screening CRF pages must be submitted to IQVIA
and any additional information, which may be
requested by IQVIA to appropriately document the
Research Participant screening procedures.

G. Rescreened patients:

Rescreened Patients (being a Research Participant
that is deemed ineligible to participate in the Study)
may be rescreened if the Investigator considers
participating in the Study to be in the best interest of
the Research Participant. Research Participant will
receive a new Research Participant number.
Reimbursement for Rescreened Patients will be at the
amount indicated on the screening visit of the
attached Budget Visit Table. To be eligible for
reimbursement of rescreening visit completed
screening CRF pages, including the new Research
Participant number, must be submitted to IQVIA
together with any additional information, which may
be reguested by IQVIA to appropriately document the
Research Participant rescreening procedures.
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pracovisku skugania, nespinia viak podmienky (éasti
na skusani) sa buda poukazoval v sumach
uvedenych za vstupn( navtevu v pripojenej tabulke
rozpoétu podfa navstev, prifom ich pocet nesmie
presishnut 3 (iri) uhradené nelspe3né vstupné
vySetrenia na (1) randomizovaného subjekiu
skisania . Aby vznikol narok na thradu za vstupnd
navitevu, je potrebné zaslal spolocnosii IQVIA
vyplnené siranky CRF zo vstupnych vySetreni a
vietky daiSie informacie, ktoré mézZze spolodnost
IQVIA pozadovaf, aby nalezite zdokumentovala
vstupné vysetrenia subjekt skusania.

G. Pacienti s opatovnymi vstupnymi
vySetreniami:

Pacienti s opakovanymi vstupnymi vySetreniami
{subjekty skiOsania, ktori nesplnili podmienky Gcasti
na skusani) mdézu vstupné wvydetrenia podstipit
opakovane, ak skusajlci povazuje uéast na skdsani
Za najlepsiu moznost pre subjekt skaSania. Subjekt
skusania dostane nove Cislo subjekut skuSania.
Uhrady za pacientov s opakovanymi vstupnymi
vySetreniami sa bude poukazovat v sumach
uvedenych za vstupnl navstevu v pripojenej tabulke
rozpoétu podla navstev. Aby vznikol narok na uhradu
opakovane] vstupnej navstevy, je potrebné zaslat
spolocgnosti  IQVIA  vyplnené stranky CRF  zo
vstupnych vySetreni, vratane nového gisla subjektu
skisania a vsetky daisie informacie, ktoré mdie
spolocnost  1QVIA  poZadovat, aby nalezite
zdokumentovala opakovaneg vstupne vysetrenia
subjektu skasania
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H. Unscheduled visits:

Unscheduled visits will be reimbursed within thirty
(30) days of DrugDev's receipt of an invoice and will
be based on actual assessmenis and procedures
completed (as documented within the completed
CRFs), at the rates for such procedures set forth in
the Budget Visit Table and/or Conditional Procedures
as applicable. Payment for unscheduled visits will be
reimbursed upon receipt of itemized invoice by IQVIA.
Research Participant numbers, procedure and
procedure date must be included on the invoice
together with any additional information which may be
requested by |QVIA {o appropriately document the
unscheduled visit.

l. Supplies:

Sponsor may provide ancillary supplies to the Site,
such as saline and tubing for use during the Study.

If required, IQVIA for the period of the study, through
a third-party vendor, on behalf of Sponsor, may
provide a tablei to Site, which will be shipped to the
address of the Institution and to allow Site personnel
to perform data entry in the Study. Upon completion
of the Study, the tablet will be returned to IQVIA via
the third-party vendor. The Site agrees that:
(i) no title to nor any proprietary rights related to tablet
is transferred to the Site;
(i) the tablet will be used by the Site only in
connection with the Study, and as described in the
Protocol, together with any other written directions
provided by the third-party vendor.

J Pregnant partner pregnancy test and
ultrasound site cost reimbursement:

Site will be paid on a pass-through basis in the event
that Site is required to perform a pregnancy test or
ultrasound on the partner of a male Research
Participant who becomes pregnant whilst the
Research Participant fakes part in the Study, in
accordance with the Protocol. To be eligible for
payment the Site must submit an invoice to IQVIA
containing the details and date of the procedure, the
Research Participant's number together with any
additional information which may be requested by
IQVIA to appropriately document the procedure(s).

Slovakia Clinical Trial Agreement template-Pl: Marian Stresko,
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H. Neplanované navstevy:

Neplanované navitevy sa budl uhradzat do
tridsiatich (30} dni od prevzatia faktlry spoloénostou
DrugDev a budii vychadzat zo skutoéne vykonanych
hodnoteni a postupov (zdokumentovanych vo
vyplnenych harkoch CRF), v sadzbach stanovenych
pre tieto postupy v tabulke rozpoé&tu podfa navstev
alebo postupov vykonavanych podla potreby (podla
toho, o ktory pripad pdjde). Platba za neplanované
navstevy sa uhradi po prevzati na poloZky rozpisane]
faktdry spologénostou IQVIA. Faktira musi obsahovat
gisla subjektov skasania, postup a datum postupu a
véetky dalsie informacie, ktoré mdzZe spolotnost
IQVIA pozadovat, aby naleZite zdokumentovala
neplanovand navstevu.

l. Spotrebny material:

Zadavatel modze pracovisku skusania poskytnut
pemocny spotrebny material, ako je fyziologicky
roztok a infuzne hadicky na pouZitie po¢as sklsania.

V pripade potreby ana poZiadanie skusajluceho,
spolocnost’ IQVIA méze na dobu klinickeého skusania
v mene zadavatela poskyindat pracovisku skasania
prostrednictvom externého dodavatela tablet, ktory
bude odoslany na adresu zdravothickeho zariadenia

a umoZni personaiu skGZania zadavat uddaje
skusania. Po ukongeni skG3ania sa tablet
prostrednictvom  externého  dodavatefa  vrati

spoloénosti IQVIA. Pracovisko skisania sthlasi s
tym, ze:
(i) na pracovisko sku$ania neprechadzaju Ziadne
vlastnicke narcky ani prava slvisiace s tabletomn;
(i) tablet bude pracovisko skiSania pouZivat' iba v
suvislosti so skusanim a len spdsobom, popisanym v
proickole a dalfich pisomnych  pokynoch,
poskytnutych externym dodavatelom.

7 Uhrada nakladov pracoviska skasania na
tehotensky test a ultrazvukové vysSetrenie pre
tehotna partnerku subjektu skusania:

Ak sa pozaduje, aby pracovisko skuSania v sulade s
protokclom  vykonalo tehotensky test alebo
ultrazvukové vysSetrenie pre parinerku subjektu
sktgania muzského pohlavia, ktora otehotnela pocéas
uéasti subjektu skigania na skusani, tieto naklady sa
pracovisku ski3ania uhradia ako priebeZné
{prefakturovavané) naklady. Aby vznikol narok na
tihradu, pracovisko skisania musi zastal spoloénosti
IQVIA fakturu obsahujocu podrobnosti o tomto
postupe a datum jeho vykonania, &islo subjekiu
skusania a vsetky dalSie informacie, ktoré méze
spolo¢nost IQVIA pozadovat, aby tento postup
{postupy) nalezite zdokumentovala.
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K. Site costs:
The following Site Costs wiil be reimbursed as follows,
in accordance with the terms of this Attachment A:

1. The following one-time, non-refundable
payments will be made upon receipt of invoice and
completion and receipt by IQVIA of all original
contractual and regulatory documentation:

i) Study Start-Up Fee/Site Set-Up Fee for the
Institution in the sum of 3000 Euros;

i}  Pharmacy Set-Up Fee for the Institution in the
sum of 2000 Euros;

2. Pharmacy: Close-Out Fee:

A one-time, non-refundable Pharmacy Close-out
payment will be made to the Insiitution upon receipt
of invoice by IQVIA at a cost of 273 Euros at the end
of the Study.

3. Pharmacy: Annual Storage fee:
An annual Pharmacy storage payment of 256 Euros
for the storage of the Investigational Product will be
made. Reimbursement will be made to the Institution
upon receipt of invoices each year by IQVIA on or
after the anniversary of the signing of this Agreement.
Invoices must include the vyear of renewal.

4. Document Storage, Archiving Total Cost:

A one-time record storage payment of 1000 Euros will
be made to the Institution at Study close out upon
receipt of invoice by IQVIA. In accordance with
Sponsor’'s Protocol requirements, Institution shall
maintain all Study records in a safe and secure
location fo allow easy and timely retrieval, when
needed.

L. PATIENT TRAVEL COSTS
Each subject will receive a reimbursement for
travel expenses through the provision of meal
vouchers in the amount of 28 Euro per each visit.

Meal vouchers will be provided by the Sponsor
through CRO and will be handed to the subjects
by the Investigator. The Investigator will be
required fo keep a completed Log showing
adequate proof of the meal vouchers/amount
supplied to each subject. Any meal vouchers

Slovakia Clinical Trial Agreement template-Pl: Marian Stresko,
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K. Naklady pracoviska skdsania:
Nasledujluce naklady pracoviska skusania sa v
stlade s podmienkami tejto prilohy A budu uhradzat
takto:

1. Po prevzati faktlry a skompletizovan! vietkej
originalnej zmluvnej dokumentacie a dokumentacie
pre kontrolné lrady a jej prevzati spolo¢nostou IQVIA
sa uhradia nasledujlce jednorazové,
nerefundovatelné platby:

{(iy platba pre zdravotnicke zariadenie za rozbeh
skusania/platba za zriadenie pracoviska skusania vo
vyske 3000 EUR,

(i) platba pre zdravetnicke zariadenie za
zriadenie lekarne skusania vo vyske 2000 EUR,

2 Lekarefi: platba za uzatvorenie:

Po prevzati fakiiry spoloCnostou IQVIA na konci
skuSania sa ubradi zdravotnickemu zariadeniu
jednorazova, nerefundovatelna platba za uzatvorenie
lekame skasania vo vyske 273 EUR.

3. Lekareri: roény poplatok za uskladnenie: Za
uskladnenie skisaného produktu sa lekarni poukaze
roéna platba vo vyéke 256 EUR. Uhrada sa poukaze
Zdravotnickemu  zariadeniu po prevzati faktir
spolo¢nostou 1QVIA kazdy rok v deni wvyrocia
podpisania tejto zmluvy, alebo po flom. Faktury musia
obsahovat udaj, ¢ ktory rok trvania tejio podmienky
ide.

4. Uchovavanie dokumentov, cefkové naklady
na archivaciu:

Po wuzatvoreni skusania a prevzati faktury
spoloénostou IQVIA sa poukaze zdravotnickemu
zariadeniu jednorazova platha za uchovavanie
zaznamov vo vyske 1000 EUR. V sdlade s
poziadavkami protokolu Zadavatefa bude
zdravotnicke zariadenie uchovavat' vietky zaznamy
skusania na bezpeénom a zahezpeCenom mieste,
aby ich bolg mozné v pripade potreby fahko a véas
vyhladat.

L. CESTOVNE NAKLADY PACIENTOV

Kazdy subjekt dostane uhradu cestovnych nakladov
vo forme stravnych poukaZok v hodnote 28 EUR za
kazda navstevu.

Stravné poukazky poskytne zadavatel
prostrednictvaom zmiuvne] vyskumne] organizacie
(CRO) a subjektom ich bude vydavat' skisajuci. Od
skusajuceho sa bude pozadovat, aby viedol
evidenciu wvydaja stravnych poukazok, v ktorgj
primerane zdokumentuje potet a hodnotu stravnych
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which have not been supplied tc subjects in poukdzok vydanych kaZdému subjektu. Vietky
accordance with the foregoing will be promptly stravné poukazky, kioré neboli vydané subjektom
returned to CRO at the end of the Study {or earlier podla tohio ¢lanku, sa na konci skdsania (alebo pri

termination). jeho predéasnom ukonéeni) urychlene vratia CRO
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M. BUDGET ViSIT TABLE : / TABUI'KA ROZPOCTU PODLA NAVSTEV:

Description Total

A
Randomization 285
Induction Cycle 1 Day 1 2389
Induction Cycle 1 Day 2 1176
Induction Cycle 1 Day 4 326
Induction Cycle 1 Day 6 326
Induction Cycle 1 Day 8 364
Induction Cycle 1 Day 10 326
Induction Cycle 1 Day 12 326
Induction Cycle 2 Day 1 2153
Induction Cycle 2 Day 2 1010
induction Cycle 2 Day 8 364
Induction Cycle 3 Day 1 1889
Induction Cycle 3 Day 2 830
Induction Cycle 3 Day 8 364
Induction Cycle 4 Day 1 1859
Induction Cycle 4 Day 2 830
Induction Cycle 4 Day 8 364
Induction Cycle 5 Day 1 1924
Induction Cycle 5 Day 2 830
Induction Cycle 6 Day 1 1858
Induction Cycle 6 Day 2 830
Induction Cycle 7 Day 1 1899
Induction Cycle 7 Day 2 830
Induction Cycle 8 Day 1 1858
Induction Cycle 8 Day 2 830
Induction Cycle 9 Day 1 1889
Induction Cycle 9 Day 2 830
Induction Cycle 10 Day 1 1859
Induction Cycle 10 Day 2 830
induction Cycle 11 Day 1 1889
Induction Cycle 11 Day 2 830
Induction Cycle 12 Day 1 1859
Induction Cycle 12 Day 2 830
I\Dn:;nzenance Cycle 1 1696
Maintenance Cycle 1

Day 2 ¥ 830
Igl:;nflenance Cycle 2 1630
Eﬂ:;n;enance Cycle 2 830
Maintenance Cycle 3

Day 1 y 1671
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Maintenance Cycle 3
Day 2

830

Last Induction cycle Day
15

326

Paost Treatment Visit

649

Survival Follow up -
Phone call

91

Survival Follow up -
Chart review

110

Unscheduled Visit

358

Total Cost Per Patient
(includes 12 Induction
cycles and 3
Maintenance cycles)

45533

Conditional Proceduref_

Total _

Study Start-Up Fee/Site
Set-Up Fee

3000

Pharmacy:. Set-Up Fee

2000

Pharmacy: Close-Out
Fee

273

Pharmacy. Storage
Costs (trilaciclib)

256

Document Storage,
Archiving Total Cost

1000

Study Close out:
including all activities
related to closing out the
site

628

Training Site Personnel:
Includes operational
procedures, eCRF

443

G8 Health Status
Screening Tool - for
patients older than 70
years at Screening

24

Full physical
examination: includes a
comprehensive medical
history (CRC history,
MMR/Microsatellite and
BRAF V600E status); a
comprehensive physical
examination; one
measurement of Vital
signs; height and
weight, if applicable - in
case of hepatobiliary
toxicity, if needed

145
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Brief physical
examination: Includes a
problem focused
medical history, a2
problem focused
physical examination 91
including one
measurement of vital
signs, weight - /or
unscheduled visit if
neaded

Vital signs - for
unscheduled visit if 50
needed

Electrocardiogram,12-
lead, single: Includes
tracing, interpretation
and report - for additional
ECG as chinically
indicated

79

Triplicate 12-lead ECG:
Includes tracing,
interpretation and report - 89
for addittonal ECG as
clinically indicated

Collection of 24-hour
urine specimen - /or
follow-tip of
AEs/proteinuria

13

Acute hepatitis panel:
Includes Hepatitis A
antibody, IgM antibody,
Hepatitis B core
antibody, IgM antibody,
Hepatitis B surface 103
antigen (HbsAg),
Hepatitis C antibody - /0
hepatitis testing in case
of hepatobiliary toxicity if
needed

Lab handling andfor
shipping of specimen(s),

complex - for samples 22
sending into cenfral lab if

needed

Liver imaging; static only

- for liver imaging in case 320

of hepatobiliary toxicity if
clinically indicated

Interpretation and

Report: Liver imaging; 36
static only - for loca
rpretation if neede
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Liver imaging; with
vascular flow -
imaging i case of 340
hepatobiliary toxicity if
clinically indicated

Interpretation and
Report: Liver imaging;
with vascular flow - for 66
local interpretation if
needed

Liver imaging (SPECT) -
for liver imaging in case
of hepatobiliary toxicity if
clinically indicated

510

Interpretation and
Report; Liver imaging
{(SPECT) - for local
interpretation if needed

74

Tumor Assessment by
RECIST,; clinician-rated -
for imaging during
induction (g8w, g12w)
andon PTV and as

clrically indicated

50

Copies of Diagnostic
Films, Complex {e.g.
high technology, video
recordings, compact
discs, CDs) - Per Copy -
for sending CT/MRI
images fo the central
reader if needed

38

Chemotherapy
administration,
intravenous (1V); infusion
technique, each 64
additional hour - if longer
administration time s
clinically indicated

Study Coordinator - Per
Hour - guestionnaires
completion - for 28
additional guestlonnaires
completion if needed

Diary Collection and
Monitoring/Review
{(FACT-An, FACT-C,
PGIS, PGIC, EQ-5D-51)- 21
Per Visit - for additional
questionnaires
completion if needed
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Colonoscopy with
specimen collection with
anciilary costs including
bicpsy handling,
supplies, coordinator and 1064
physician fee, day facility
of primary tumor site if
needed

Unlisted surgical
pathology procedure
{tumor biopsy) - for fresh
ftumor b '?;,'}S_‘* Of
secondary tumor sites
biopsy slides for
pPMMR/MSES and/or
BRAF VB00E mutation
testing an Screening
Visit, iIf heegded

645

Preparation of the fresh
or archival biopsy slides
including shipping and
handling to central
laboratory - I/ appropriale
testing for pMMR/MSS
and/or BRAF VBO0E
mutation cannot be
performed at the focal
institution

70

BRAF (v-raf murine
sarcoma viral oncogene
homelog B1) {eg, colon 188
cancer), gene analysis,
VBO0E variant (local lab)

Microsatellite instability
analysis (eg, hereditary
nonpolyposis colorectal
cancer) of markers for
mismatch repair
deficiency (eg, BAT25,
BAT26), includes
comparison of neoplastic
and normal tissue, if
performed (local lab)

196

Therapeutic, prophylactic
or diagnostic injection
{sedation); subcutanecus
or intramuscular - for
fresh tumor biopsy if

needed

34
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Moderate sedation
services provided by the
same physician or other
gualified health care
professional performing
the diagnostic or
therapeutic service that
the sedation supports,
requiring the presence of
an independent trained 35
observer to assist in the
monitoring of the patients
level of consciousness
and physiological status;
initial 15 minutes of
intraservice time, patient
age 5 years or older - for
fresh tumor biopsy if
needed

Moderate sedation
services provided by the
same physician or other
qualified health care
professional performing
the diagnostic or
therapeutic service that
the sedation supports,
requiring the presence of
an independent trained
observer to assist in the
monitoring of the patients
level of consciousness
and physiological status;
each additional 15
minutes infraservice time
- for fresh tumor biopsy |l
needed

11

Moderate sedation
services provided by a
physician or other
gualified health care
professional other than
the physician or other
qualified health care
professional performing
the diagnostic or
therapeutic service that
the sedation supports;
initial 15 minutes of
intraservice time, patient
age 5 years or older - o/
fresh tumor biopsy if
needed

78
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Moderate sedation
services provided by a
physician or other
gualified heaith care
professional other than
the physician or other
qualified health care
professional performing
the diagnostic or
therapeutic service that
the sedation supports;
each additional 15
minutes intraservice time
- for fresh tumor biopsy if
needed

79

Daily Facility Charge
Complex - Per day - for
fresh tumor biopsy if
needed

224

Transfusion; blood,
serum or components - if
suppottive care
intervention is needed

111

Pharmacy, Simple
(supportive medications)
- Per Preparation;
dispense drug - for
stipportive care if needed

18

Insertion of non-tunneled
centrally inserted central
venous catheter; age 5
years or clder - for
cenlral catheter
placement if needed

240

Insertion of tunneled
centrally inserted central
venous catheter, without
subcutaneous port; age 5
years or older - for
central catheter
placement if needed

805
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Placement of central vein
catheter, peripherally
inserted central venous
catheter (PICC)
(subclavian, jugular, or
other vein) (eg, for
central venous pressure, 309
hyperalimentation
hemodialysis or
chemotherapy); age 5
years or older - for
central catheter
placement if needed

Fluoroscopic guidance
for central venous
access device
placement, replacement
(catheter only or
complete), or removal
(includes fluoroscaopic
guidance for vascular
access and catheter
manipulation, any
necessary contrast 230
injections through access
site or catheter with
related venography
radiologic supervision
and interpretation, and
radiographic
documentation of final
catheter position) - for
central catheter
placement If needed

interpretation and
Repert. Fluaroscopic
guidance for central
venous access device
placement, replacement
{catheter only or
complete), or removal
{includes flucroscopic
guidance for vascular
access and catheter
manipulation, any
necessary contrast
injections through access
site or catheter with
related venography
radiclogic supervision
and interpretation, and
radiographic
documentation of final
catheter position) - o/
central catheter
placement if needed

45
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Administrative/Personnel
Costs - Per Visit - ©
administrative activitie
needed

31

Dietician - Per Hour -
ultat

case of severe diarrhea

25

IP destruction fee

284

Hotel;, Hotel stay per 24
hours, meals and
transportation to/ffrom
site

149

Re-consent, Informed
consent performed again
with the same patient

60

Serious adverse events
(SAE)

200

Overnight Facility
Charge, Simple - Per
| Night

359

Study Close out;
including all activities
related to closing out the
site — one time payment

628

Training Site Personnel;
Includes operational
procedures, eCRF-one
time payment

443

Unlisted surgical
pathology procedure
{turmor biopsy) - for fresh
turnor biopsy of
secondary tumor sites,
biopsy slides for
pMMR/MSS and/or
BRAF VB00E mutation
testing on Screening
Visit, if needed

645

Preparation of the fresh
or archival biopsy slides
including shipping and
handling to central
laboratory - If appropriate
testing for p(MMR/MSS
and/or BRAF VB00OE
mutation cannct be
performed at the local
institution

70

BRAF (v-raf murine
sarcoma viral oncogene
homolog B1) (eg, colon
cancer}, gene analysis,
VB00E variant (local lab)

188

Microsatellite instability
analysis (eg, hereditary
nonpelyposis colorectal
cancer) of markers for
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mismatch repair 196
deficiency (eg, BAT25,
BAT26), includes
comparison of neoplastic
and normal tissue, if
performed (local lab)

Ultrasonic guidance for
needle placement (eg,
biopsy), imaging
supervision and
interpretation -

208

Filuoroscopic guidance
for needle placement

(eg, biopsy) - 159

Interpretatio_n and
Report; Fluoroscopic
guidance for needle

placement (eg, biopsy) - «

Radiology Procedures

Radioiogy Set Up Fee 436

MRI; Magnetic
resonance imaging,
chest, thorax, thoracic
{MRI); without contrast 1119
material(s) (eg, proton) -

Interpretation and
Report; Magnetic
resonance imaging,
chest, thorax, thoracic
(MRI); without contrast
material(s) (eg, proton) -

214

MRI; Magnetic
resgnance imaging,
chest, thorax, thoracic
{MRI); with contrast 1260
material(s) {eg, proton) -

[nterpretation and
Report; Magnetic
resonance imaging,
chest, thorax, thoracic
(MRI); with contrast
material(s) (eg, proton) -

258
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MRI; Magnetic
resonance imaging,
pelvis, pelvic (MRI);
without contrast 944
material(s) (eg, proton} -

maor staging

cunicaity inaicaled

Interpretation and
Report; Magnetic
resonance imaging,
pelvis, pelvic (MRI);
without contrast
material(s) (eg, proton) -
for local interpretation if
needed

186

MRI; Magnetic
resonance imaging,
pelvis, pelvic (MRI); with
contrast material(s) (eg, 1129
proton) - for tumor
staging as clinically
indicated

Interpretation and
Report; Magnetic
resonance imaging,
pelvis, pelvic (MRI); with 206
contrast material(s) (eg,
proton) - for local
inferpretation If needed

MRI; Magnetic
resonance imaging,
abdomen, abdominal
{MRI); without contrast 1054
material{s) {eg, proton) -
for tumor staging as
clinically indicated

interpretation and
Report, Magnetic
resonance imaging,
abdomen, abdominal
{(MRI); without contrast
material{s) (eg, proton) -
for local interpretation if
needed

180

MRI; Magnetic
resonance imaging,
abdomen, abdominal
(MRI); with contrast 11
material(s) (eg, proton) -
for tumor staging as
climcally indicated

Interpretation and
Report; Magnetic
resonance imaging,
abdomen, abdominal
{MR); with contrast
material(s) (eg, proten) -

2M

Slovakia Clinical Trial Agreement template-Pl: Marian Stresko,
MD, PhD INV &(priv) INST
_ based on IQVIA Global template — 1 May 2019

CONFIDENTIAL Page 42 of 44 DOVERNE Strana 42 z 44
G1 G1T28-207 Slovakia Pl and Institution CTA 04 November 2020

SVK_en_ Slovakia CTA Template - Institution and Investigator_Translated on 16-Jul-2019-1



CT; Computed
tomography, abdomen
and pelvis; without
contrast material - /o
tumor staging as
clinically indicated

596

Interpretation and
Report; Computed
tomography, abdomen
and pelvis; without 100
contrast material - fo
local interpretation if
needed

CT;Computed
tomography, abdomen
and pelvis; with contrast
material(s) - for tumor

10

1284

cfaming ae ~linie

indicated

Interpretation and
Report, Computed
tomography, abdomen
and pelvis; with contrast
material(s) - for local
intarpretation if neede

100

CT; Computerized axial
tomography, thorax,
thoracic, chest (CT
Scan); with contrast 559
material(s) - o
staging as clinically
indicated

Interpretation and
Report, Computerized
axial tomography, thorax,
thoracic, chest (CT 130
Scan); with contrast
material{s) - for local
interpretation if needed

CT; Computerized axial
tomography, thorax,
thoracic, chest (CT
Scan); without contrast
material; can he used for 494
peripheral artery
tomography - for |

indicated

Interpretation and
Report; Computerized
axial tomography, thorax,
thoracic, chest (CT

110
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Scan); without contrast
materia - "

* Maintenance cycles beyond Cycle 3: even Maintenance cycles will be reimbursed at Maintenance Cycle 2
rate.; odd Maintenance cycles will be reimbursed at Maintenance Cycle 3 rate. / * UdrZiavacie cykly po 3.
cykle: parne udrziavacie cykly sa budl uhradzat v sadzbe za 2. udrZiavaci cyklus, neparne udrziavacie cykly
sa budu uhradzat' v sadzbe za 3. udrziavaci cyklus.

** Survival follow-up visits will be repeated every two (2) months and may be done via a phone call or by a
chart review. / ** Navitevy na sledovanie preZivania sa budu opakovat kazdé dva (2) mesiace (Q2M) a mézu
sa uskutoénit formou telefonatu alebo kontrolou zdravoinych zaznamov.

N. CONDITIONAL PROCEDURES

The following conditional procedures costs will not
duplicate procedures covered in the per patient
budget and will be reimbursed on a pass-through
basis upon receipt of invoice at amount indicated in
the below table To be eligible for payment, the
procedure must be as required by, and performed in
accordance with the Protocol, and the procedure,
date of service and Research Participant number
must be included on the invoice and submitted along
with any additional information which may be
requested by IQVIA to appropriately document the
procedure(s).

All payments for this Study in accordance with the
attached budget will be administered by DrugDev
and paid by IQVIA electronically.
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N. POSTUPY VYKONAVANE PODL'A POTREBY

Naklady za nasledujuce postupy vykonavané podia
potreby nemaju byt duplicitné s postupmi zahrnutymi
v rozpoéte na jedného pacienta a budu sa ubradzat
priecbezne (ako prefakiurovavané naklady) po
prevzati faktury vo vyske uvedenegj v tabulke nizsie.
Aby vznikol narok na Jdhradu, postup musi
pozadovany protokolom a vykonany v sulade s
protokoclom. Na faktlre musi byt uvedeny druh
postupu, datum jeho vykonania a &islo subjektu
skusania a faktira sa musi zaslat so vSetkymi dal$imi
informaciami, ktoré mdZe spoleénost IQVIA
pozadovat, aby tento postup (posiupy) nalezite
zdokumentovala.

Vietky platby za toto skuSanie podla pripojengho
rozpodétu spracuje spoloénost DrugDev a spolo&nost’
IQVIA ich uhradi elektronickym bankovym
prevodom.
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