CLINICAL TRIAL AGREEMENT

THIS CLINICAL TRIAL AGREEMENT (the
“Agreement”) is made and entered into as of the
day of the last signature of contracting parties (the
“Effective Date”), by and among:

MRM HEALTH NV with an address at
Technologiepark-Zwijnaarde 82, B-9052 Ghent,
Belgium (“Sponsor”),

NEMOCNICE SLANY having an address at
Politickych véziid 576, 27401 Slany, Czech
Republic (“Institution”) and

Sponsor and Institution may be referred to
individually as a “Party” and collectively as the
“Parties.”

WHEREAS, Sponsor wishes to support a
clinical trial entitled: “XXXXXX”, under
protocol # MH002-UC-201 including all
amendments thereto, which in each case shall be
automatically  incorporated  therein  (the
“Protocol”) for the following Study Drug:
XXXXXX (the “Study Drug”)

WHEREAS, Sponsor has authorized IQVIA
Biotech Ltd (“CRO”), together with its affiliates,
to act on behalf of Sponsor to arrange and
administer the Study (as defined below), and
Sponsor may by written notice to Institution
subsequently designate another organization for
this purpose.

WHEREAS, Sponsor wishes to sponsor the
above-referenced clinical study (the “Study”) at
Institution of the Study Drug identified above.
Investigator, XXXXXX, who is an employee the
Institution and experienced in the conduct of
clinical research studies in humans, desires to
participate in the Study as a clinical investigator at
the Institution and Sponsor desires that
Investigator participate in the Study. Sponsor,
Institution, and Investigator have agreed that the
Study will be conducted at the Institution under
the terms and conditions set forth in this
Agreement.

Now, THEREFORE, in consideration of
the foregoing and the mutual covenants and
promises set forth in this Agreement and other

SMLOUVA O PROVADENI KLINICKEHO
HODNOCENI

TUTO SMLOUVU O PROVADENI KLINICKEHO
HODNOCENI (dale ,,Smlouva‘) uzaviraji dnem

posledniho podpisu smluvnich stran (dale
,Datum udinnosti):
MRM HEALTH NV, se sidlem

Technologiepark-Zwijnaarde 82, B-9052 Ghent,
Belgie (dale ,,Zadavatel*),

sidlem na adrese
Ceska

NEMOCNICE SLANY, se
Politickych vézit 576, 274 01 Slany,
republika (dale ,,Zdravotnické zaFizeni*) a

Zadavatel a Zdravotnické zatizeni mohou
byt oznacovani kazdy zvlast’ jako ,,Strana“ nebo
spolecné jako ,,Strany*.

Zadavatel ma zajem o podporu pro
klinické hodnoceni s nazvem ,, XXXXXX*, podle
protokolu ¢. MH002-UC-201 véetné veskerych
dodatki k nému, které se automaticky stanou
nedilnou soucasti této Smlouvy (dale jen
,»Protokol*) pro Hodnoceny ptipravek: XXXXXX
(dale ,,Hodnoceny pripravek®)

Zadavatel povetil spolecnost IQVIA biotech Ltd.
(dale ,,CRO%), vcetn¢ jejich pfidruzenych
subjektii, aby pro né&j zajistovala a spravovala
studii (definice viz dale), s tim, ze na zakladé
pisemného oznameni zaslaného Zdravotnickému
zatizeni muize Zadavatel v budoucnu piipadné
poveftit plnénim tohoto Ui€elu jinou organizaci.

Zadavatel ma zajem na provadéni vyse uvedeného
klinického hodnoceni (dale ,,Studie®) vyse
uveden¢ho  Hodnocen¢ho  pfipravku  ve
Zdravotnickém zatizeni. ZkousSejici, XXXXXX,
jenz je zaméstnancem Zdravotnického zafizeni
ama zkuSenosti S provadénim  klinickych
vyzkumnych studii s lidskymi ucastniky, ma
zajem se Studie ucastnit jako klinicky zkousejici
1ékari ve Zdravotnickém zafizeni, a Zadavatel ma
zajem na ucasti Zkousejiciho ve Studii. Zadavatel,
Zdravotnické zafizeni a Zkousejici se dohodli, ze
Studie bude ve Zdravotnickém zafizeni provadéna
podle ustanoveni a podminek této Smlouvy.

Jako protiplnéni za vyse uvedené a za
vzdjemné zavazky a prisliby uvedené v této
Smlouvé adalsi f&dnd a hodnotnd protiplnéni,
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good and valuable consideration, the receipt and
adequacy of which are hereby acknowledged, the
Parties agree as follows:

1. SCOPE OF SERVICES

11 Study Protocol. Institution and
Investigator may not reassign the conduct of the
Study to a different investigator without prior
written  authorization from Sponsor. Any
replacement Investigator will be required to agree
to the terms and conditions of this Agreement in a
separate writing. In the event CRO or Sponsor
does not approve a replacement Investigator, CRO
or Sponsor may terminate this Agreement in
accordance with the termination provisions below.
Investigator and Institution shall receive approval
from the governing Ethics Committee(s) (the
“ECs’) for the Protocol and the informed consent
form (“ICF”) before initiation of the Study. If the
approval is not obtained, this Agreement shall be
null and void. CRO will provide with a copy of
each such approval, together with all relevant
correspondence with the EC regarding such
approval. In addition, Sponsor/CRO  will
coordinate with the EC to obtain review and
approval in writing of any amendments made to
the Protocol or ICF (as defined below). Institution
will ensure that members of the EC are subject to
obligations of confidentiality and non-use at least
as protective of Sponsor and CRO as those that
apply to Institution under this Agreement. The
Parties acknowledge and agree that no change to
the Protocol, ICF, or any other Study-related
document shall be made without the prior written
consent of Sponsor and CRO. Any change to the
Protocol or any other Study document that is
agreed upon in writing by Sponsor and CRO is

incorporated into this Agreement by this
reference.
1.2 Protocol Deviation/Prompt

Notice. Deviations from the Protocol are not
permitted except when necessary to protect the
safety, rights or welfare of subjects enrolled in the
Study. Institution and/or Investigator will, within
one (1) business day from occurrence, or such
shorter time as may be specified in the Protocol,
notify Sponsor in writing of any (a) deviation from
the Protocol, including any deviations necessary
to protect the safety, rights or welfare of subjects
enrolled in the Study, (b) serious adverse event (as
defined in the Protocol) which occurs to a subject

MRM Health XXXXXX_CZE_CTA INS

DUVERNE

jejichz ptijeti a dostatecnost je timto potvrzena, se
Strany dohodly na uzavieni Smlouvy v tomto
znéni:

1. PREDMET SLUZEB

11 Protokol Studie. Bez
pfedchoziho pisemného souhlasu Zadavatele
nesmé&ji Zdravotnické zafizeni ani Zkousejici
povetovat provadénim Studie jiného zkousejiciho.
Ptipadny novy Zkousejici bude povinen zavazat
se Vv samostatném pisemném dokumentu, Ze bude
dodrzovat ustanoveni a podminky této Smlouvy.
Pokud CRO nebo Zadavatel nového Zkousejiciho
neschvali, budou moci vypovédét tuto Smlouvu
podle nize dohodnutych ustanoveni o ukonceni
platnosti. Pied zahajenim Studie obdrzi Zkousejici
a Zdravotnické zafizeni od pfislusné etické
komise (dale ,EK®) kladné stanovisko
k Protokolu a formulafi informovaného souhlasu.
Pokud ziskano nebude, tato Smlouva bude
neplatna od samého pocatku. CRO poskytne
Zdravotnickému zatizeni kopii kazdého takového
kladného stanoviska spolu s veskerou piislusnou
korespondenci s EK. Zadavatel/CRO bude EK
predkladat také Zzadosti O posouzeni a pisemné
schvaleni ptipadnych dodatkt k protokolu a zmén
ve formulafi informovaného souhlasu (definice
viz nize). Zdravotnické zatizeni zajisti, ze ¢lenové
EK budou vazani povinnosti zachovavat
daveérnost informaci a nevyuzivat je, ktera bude
Zadavatele a CRO chranit pfinejmen$im stejné
jako povinnost stanovend pro Zdravotnické
zafizeni V této Smlouvé. Strany berou na védomi
a souhlasi s tim, ze bez predchoziho pisemného
souhlasu Zadavatele a CRO nebudou v Protokolu,
formulafi informovaného souhlasu ani jiném
dokumentu souvisejicim se Studii provadét zadné
zmény. Pfipadné zmény v Protokolu nebo jiném
dokumentu souvisejicim se Studii schvalené
pisemné Zadavatelem a CRO se odkazem na né
stanou nedilnou soucasti této Smlouvy.

1.2 Odchylka od  Protokolu/
neprodlené upozornéni. Odchylky od Protokolu
nejsou povoleny s vyjimkou pftipadi, kdy je to
nezbytné k ochrané¢ bezpecnosti, prav nebo
prospéchu subjektt zafazenych do Studie.
O pripadnych (a) odchylkach od Protokolu, véetné
odchylek nezbytnych k ochrané bezpecnosti, prav
nebo prospéchu subjekti zafazenych do Studie,
(b) zavaznych nezadoucich ptihodach (definice
viz Protokol), k nimz dojde u subjekti ve Studii,
nebo (c) komunikaci s kontrolnimi nebo statnimi
ufady ohledn¢ (i) Studie, vcetné piipadnych
site XXXXXX_PI XXXXXX_24Nov21
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in the Study or (c) communication with a
regulatory or governmental agency concerning (i)
the Study, including any requests to inspect,
examine, copy or remove records of the Study, (ii)
another study which might have an impact on the
Study, (iii) any facility(ies) of Institution at which
any Study-related activity is being performed, (iv)
any Institution personnel involved in the Study
(including but not limited to Investigator), or (v)
the qualification of Institution or Investigator to
perform the Study. In addition, Institution will
promptly report to Sponsor any adverse event (as
defined in the Protocol) which occurs to a subject
enrolled in the Study. Sponsor will promptly
advise Institution of adverse reactions or
side-effects related to the Study Drug which may
become known to the Sponsor during the course of
the Study.

13 Conduct of Study; Suspension.
Institution agrees to administer The Institution
may not be changed without Sponsor’s prior
written consent. The Study shall commence as
soon as possible following receipt of EC and local
Regulatory Authority written approval, or as
otherwise agreed upon in writing with Sponsor.
Sponsor plans to conduct the Study at multiple
sites, including at the Institution. Sponsor or CRO
may suspend the entire Study (or a portion of the
Study conducted by Investigator at Institution) at
any time for any reason. Institution may suspend
the portion of the Study conducted by Institution
and Investigator at Institution, if, using reasonable
and good medical judgment consistent with
generally accepted standards of care, Investigator
or Institution reasonably determine it is
appropriate to do so to protect the health or safety
of the subject participating in the Study and
immediately provide written notice thereof to
Sponsor and CRO. The suspension of the Study by
Sponsor, CRO, Institution or Investigator in
accordance with this Section 1.3 shall not be
deemed a material breach of this Agreement. The
Institution shall notify the Sponsor promptly if the
Investigator is unable or unwilling to continue the
Study or if the Investigator’s affiliation with the
Institution ceases, whereupon the Sponsor will
have a right of approval with respect to the
designation of a new investigator.

DUVERNE

zadosti o inspekci, pirezkoumani, pofizeni kopie
nebo odstranéni Studijnich zédznamd, (ii) jinych
studii, které by mohly mit dopad na tuto Studii,
(iii) jakychkoli zatizeni Zdravotnického zatizeni,
vnichZz jsou Ccinnosti souvisejici se Studii
provadény, (iv) personalu Zdravotnického
zafizeni podilejictho se na Studii (vCetné
Zkousejiciho samotného) nebo (v) kvalifikace
Zdravotnického zafizeni nebo Zkousejiciho
k provadéni Studie je Zdravotnické zafizeni
povinno informovat Zadavatele pisemné do
jednoho (1) pracovniho dne od takové udalosti
nebo piipadné jesté diive, je-li to stanoveno
v Protokolu.  Zdravotnické  zafizeni  bude
Zadavateli neprodlené¢ hlasit také piipadné
nezadouci piihody (definované v Protokolu),
k nimz dojde u subjektt zatazenych do Studie.
Zadavatel bude Zdravotnické zatizeni neprodlen¢
upozornovat na nezadouci reakce nebo nezadouci
ucinky souvisejici s Hodnocenym pfipravkem,
0 nichz se pfipadné dozvi v priabéhu Studie.

1.3 Provadéni Studie; pozastaveni.
Zdravotnické zafizeni se zavazuje, Ze bude tuto
Studii spravovat, Zménu Zdravotnického zafizeni
nelze provést bez predchoziho pisemného
souhlasu Zadavatele. Studie bude zahajena co
nejdiive po ziskdni pisemného kladného
stanoviska EK a schvaleni mistnim kontrolnim
ufadem, pokud se Zadavatelem nebude pisemné
dohodnuto néco jiného. Zadavatel planuje
provadét Studii v nékolika centrech, vcetné
Zdravotnického zatfizeni. Zadavatel nebo CRO
mohou celou Studii (nebo jeji ¢ast provadénou
Zkousejicim ve Zdravotnickém zafizeni) kdykoli
a z jakéhokoli dtivodu pozastavit. Zdravotnické
zafizeni mbze Cast Studie provadénou
Zdravotnickym  zafizenim a ZkouSejicim ve
Zdravotnickém zafizeni pozastavit, pokud za
pouziti pfiméfeného a fadného 1ékatského usudku
v souladu s obecné uznavanymi standardy péce
dospéji k zaveru, ze je to vhodné, aby tak byl
ochranén zdravotni stav nebo bezpecnost subjektt
ucastnicich se Studie, a budou o0 tom neprodlené
pisemn¢  informovat Zadavatele a CRO.
Pozastaveni Studie Zadavatelem, CRO,
Zdravotnickym zafizenim nebo ZkouSejicim
v souladu s timto bodem 1.3 nebude povazovano
za zavazné poruSeni této Smlouvy. Zdravotnické
zafizeni bude Zadavatele neprodlené informovat,
pokud Zkousejici nebude schopen nebo ochoten
pokracovat ve Studii nebo pokud bude ukoncen
pracovnépravni ¢i jiny vztah mezi ZkouSejicim
a Zdravotnickym zafizenim, a Zadavatel poté
bude mit pravo schvalit povefeni piipadného
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1.4 Compliance with Applicable
Laws. Institution shall carry out the Study, and
Investigator and Institution shall ensure that
Investigator, all Subinvestigators and Study Team
Members conduct the Study, in conformance with
current good clinical practices and strictly in
accordance with (a) the Protocol, the Investigator
Brochure, this Agreement, the written instructions
of CRO or Sponsor, and all applicable Study
documents approved by the ECs and CRO or
Sponsor and (b) and all applicable laws, rules,
directives and regulations, including, without
limitation, any applicable requirements of the
European Medicines Agency (“EMA”), United
States Food and Drug Administration (“FDA”) or
the International Conference on Harmonization
Good  Clinical Practice (“ICH GCP”),
(collectively “Applicable Law”). Each applicable
government or regulatory agency with authority
over the testing and approval of pharmaceutical
products for use in humans shall be a “Regulatory
Authority” under this Agreement. Institution,
acknowledges that Sponsor, and their respective
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.

15 Informed Consent. Institution
and Investigator shall have each Study subject
sign a written informed consent form in the form
approved by the EC, CRO, and Sponsor (“ICF”)
before the individual participates in the Study. The
Parties acknowledge and agree that breach of this
Section 1.5 constitutes a material breach of this
Agreement. Institution and Investigator shall
insure that the ICF allows for the use, transfer,
processing and holding of Study Data to Sponsor,
and Sponsor’s use of the Study Data, in the United
States.

1.6 Study Drug. Sponsor (directly or
through its designee), agrees to provide the Study
Drug to Institution, at no cost to Institution, in
amounts reasonably sufficient for the conduct of
the Study as anticipated by the Protocol.
Institution shall maintain exclusive control of the
Study Drug and handle and store the Study Drug

DUVERNE

nového zkousejiciho.

14 DodrZovani Ptislu$nych
pravnich predpisi. Zdravotnické zafizeni bude
provadét Studii a dbat na to, aby ZkouSejici,
v§ichni Spoluzkousejici a Clenové studijniho
tymu provadéli Studii v souladu s aktualnimi
zasadami spravné klinické praxe a striktné
v souladu s (a) Protokolem, Souborem informaci
pro zkousejiciho, touto Smlouvou, pisemnymi
pokyny CRO nebo Zadavatele avsemi
prislusnymi studijnimi dokumenty schvalenymi
EK aCRO nebo Zadavatelem ase (b) vsemi
pfislusnymi  zdkony, pravidly, nafizenimi
a smérnicemi, mimo jiné, veskerymi piislusnymi
pozadavky Evropské agentury pro 1écCivé
ptipravky (,EMA®), Utadu Spojenych sttt
americkych pro kontrolu potravin a 1é¢iv (,,FDA*)
nebo zasadami spravné  klinické  praxe
Mezinarodni konference o harmonizaci (,,JCH
GCP*) (dale ,Prislusné pravni piredpisy®).
,»Kontrolnim ufadem® se podle této Smlouvy
rozumi kazdy jednotlivy ptislusny statni nebo
kontrolni afad povéfeny dohledem nad testovanim
a registraci farmaceutickych ptipravka pro pouziti
u lidi. Zdravotnické zafizeni, berena védomi, Ze
Zadavatel ajeho prislusné ptidruzené subjekty
jsou povinni dodrzovat (i) britsky zakon proti
korupci z roku 2010 (,,Protikorupéni zakon®), (ii)
zakon USA ozékazu korupCnich praktik
Vv zahranici z roku 1977 (,,FCPA®) a (iii) veskeré
dalsi platné protikorup¢ni pravni predpisy.

15 Informovany souhlas.
Zdravotnické zafizeni a ZkouSejici ziskaji od
kazdého subjektu ve Studii jesté pred jeho ucasti
ve Studii pisemny informovany souhlas v podob¢
schvdlené EK, CRO aZadavatelem (dale
,Formulaf informovaného souhlasu®). Strany
berou na védomi a souhlasi stim, Ze poruSeni
tohoto bodu 1.5 pfedstavuje zavazné poruSeni
Smlouvy. Zdravotnické zafizeni a Zkousejici
zajisti, aby Formulédf informovaného souhlasu
umoznoval pouzivani Studijnich dat a jejich
predavani, zpracovani a uchovavéani Zadavatelem
veetné pouzivani Studijnich dat Zadavatelem ve
Spojenych statech americkych.

1.6 Hodnoceny pripravek.
Zadavatel se zavazuje, Zze bude pifimo nebo
prosttednictvim svého povéfeného zastupce
Zdravotnickému zafizeni bezplatné poskytovat
Hodnoceny pfipravek v mnozstvi pfimétené
dostaCujicim  pro provadéni  Studie, jak
piedpoklada Protokol. Hodnoceny pripravek bude
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in accordance with Applicable Laws and in the
manner outlined in the Protocol. Institution and
Investigator shall use the Study Drug solely for the
purpose of conducting the Study in strict
adherence to the Protocol and for no other use or
purpose, and shall under no circumstance transfer
the Study Drug to any third party. Neither
Institution nor Investigator will charge a subject or
third party payer for the Study Drug or other items
or Materials (as defined below) reimbursed by
Sponsor under this Agreement.

17 Approval of Subcontractors.
Neither Institution may subcontract or delegate
any of the services to be performed by it in
connection with the Study without prior written
consent from Sponsor and/or CRO.

18 Study Data.
@ Study Data. Institution
and Investigator shall record and maintain

complete medical records (including, without
limitation, case report forms, laboratory work
sheets and reports, and all relevant source
documents) generated as a result of conducting the
Study (collectively, the “Study Data”) in a
timely, accurate, complete and legible manner in
the form described in the Protocol.

(b) Protection. The
Institution agrees to comply with all Applicable
Laws relevant to data protection in the
performance of its services hereunder. Institution
will take reasonable and customary precautions,
including periodic backup of computer files, to
prevent the loss or alteration of any Study Data.

(c) Ownership.  Sponsor
shall own all rights in Study Data. Institution
hereby assigns all right, title, and interest therein
to Sponsor, free and clear of all liens, claims, and
encumbrances, and agree to take any and all
actions reasonably necessary to effect the
purposes of the foregoing, as requested by
Sponsor. Institution shall not use or evaluate
Study Data or any portions thereof for any purpose

DUVERNE

vzdy vyhradné pod dohledem Zdravotnického
zafizeni, které s nim bude nakladat a bude ho
uchovavat v souladu s Pfislusnymi pravnimi
predpisy azptisobem uvedenym v Protokolu.
Zdravotnické  zafizeni a ZkousSejici  budou
Hodnoceny pripravek pouzivat vyhradné za
ucelem provadéni Studie za ptisného dodrzovani
Protokolu a nebudou ho pouzivat k zadnym jinym
ucelim ani ho za zadnych okolnosti predavat
tfetim strandm. Hodnoceny piipravek ani zadné
jiné polozky a Material (definice viz nize) hrazené
Zadavatelem podle této Smlouvy nebudou
Zdravotnické zafizeni ani ZkouSejici uctovat
subjektu ve Studii ani jinému platci, ktery je treti
osoboul.

1.7 Schvaleni subdodavateli. Bez
predchoziho pisemného souhlasu Zadavatele
a/lnebo CRO nesmi Zdravotnické zafizeni

povefovat poskytovanim sluzeb, které maji
poskytovat v souvislosti se Studii, tieti osoby jako
subdodavatele, ani jejich poskytovani delegovat
na tfeti osoby.

1.8

(@ Studijni data.
Zdravotnické zafizeni a ZkouSejici museji vcas,
presné, upln¢ acitelné ve formé stanovené
Protokolem zaznamenavat auchovavat 1plné
lékatské zaznamy (vCetné zdznami subjektl
hodnoceni, laboratornich vykazi a zprav a vSech
ptislusnych zdrojovych dokumentil) vytvatené
v souvislosti s provadénim Studie (dale spole¢né
»Studijni data®).

(b) Ochrana.
Zdravotnické zafizeni se zavazuje, Ze bude pfi
poskytovani svych sluzeb podle této Smlouvy
dodrzovat vsechny Piislusné pravni ptedpisy
upravujici ochranu osobnich udaji. Zdravotnické
zafizeni prijme pfiméfena a obvykla opatieni,
véetné¢ pravidelného zalohovani pocitatovych
souborli, aby zabranili ztrat¢ nebo zméné
jakychkoli Studijnich dat.

(© Vlastnictvi.

Vlastnikem vSech prav ke Studijnim datim je
Zadavatel. Zdravotnické zatizeni timto Zadavateli
bezplatné abez jakychkoli zadrzovacich prav,
narokli a bfemen postupuji veSkera prava, pravni
naroky apodily tykajici se Studijnich dat
a zavazuji se ucinit veskeré ukony, které bude
Zadavatel pfimétené pozadovat k naplnéni ucelu
vySe uvedeného. Zdravotnické zafizeni nebude

Studijni data.
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other than as directed by Sponsor. Without
Sponsor's  prior  express  written  consent,
Institution agrees that they will not analyze or
have Study Data analyzed or make the Study Data
available to third parties. Institution agrees that the
Study Data and the results of any use, processing,
evaluation, or analysis of the Study Data will be
considered Confidential Information of Sponsor.

(d) Case Report Forms.
For all subjects enrolled in the Study, Institution or
Investigator will complete all case report forms
required for the Study in the form and/or
electronic medium supplied or specified by
Sponsor and/or CRO (the “CRFs”) and within
twenty-four (24) hours of the subject visit during
the dose escalation phase and within three (3) days
of the subject visit for the remainder of the Study
specified by Sponsor and/or CRO. Institution and
Investigator will not be required to disclose
information in CRFs which would permit personal
identification of a subject enrolled in, or a
candidate for, the Study. CRFs will be provided to
CRO in a timely manner as they are completed. At
the request of Sponsor and/or CRO, Institution or
Investigator will promptly correct any errors
and/or omissions to the CRFs for the Study and
will make available to Sponsor and/or CRO the
corrected CRFs and supporting records for further
verification.

(e) Maintenance.
Promptly upon completion or termination of the
Study or this Agreement, Institution and
Investigator shall transfer to Sponsor all Study
Data.

0] Electronic Data
Capture (“EDC”): Institution and Investigator
shall submit Study Data using the electronic
system provided by Sponsor. In the event an EDC
system is used for data reporting, the system will
comply with all Applicable Laws. Institution and
Investigator shall also comply with CRO and
Sponsor instructions and all Applicable Laws.
Institution and Investigator will prevent
unauthorized access to the data using commercial
reasonable efforts including, but not limited to,
maintaining physical security of the computers
and ensuring that personnel maintain the

DUVERNE

Studijni data nebo jejich casti pouzivat ani
vyhodnocovat pro Zadny jiny ucel nez v souladu
s pokyny Zadavatele. Zdravotnické zafizeni se
zavazuje, ze bez predchoziho vyslovného
pisemného souhlasu Zadavatele nebude samo ani
prostfednictvim  tfeti strany Studijni data
analyzovat nebo je zpfistupiiovat tfetim strandm.
Zdravotnické zatizeni bere na védomi, ze Studijni
data avysledky jakéhokoli jejich pouziti,
zpracovani, vyhodnoceni nebo analyzy budou
povazovany za Duvérné informace Zadavatele.

(d) Zaznamy  subjektu
hodnoceni. Za vSechny subjekty zatazené do
Studie budou Zdravotnické =zafizeni nebo

Zkousejici do dvaceti ¢tyt (24) hodin od navstévy
subjektu béhem faze postupného zvySovani davky
a do tfi (3) dnil od navstévy subjektu po zbyvajici
dobu trvani Studie stanovenou Zadavatelem
a/nebo CRO vypliovat veskeré formulare pro
zaznamy subjektii hodnoceni pozadované pro
Studii ve formulaii a/mebo na elektronickém
médiu dodaném nebo stanoveném Zadavatelem
a/nebo CRO (dale ,formulate CRF“). Do
formulditt CRF nebudou muset Zdravotnické
zafizeni a ZkousSejici zapisovat informace, z nichz
by mohla byt zjisténa totoznost subjektu ve Studii
nebo zdjemce o ucast ve Studii. Formulate CRF
budou CRO poskytovany vcas, jakmile budou
vyplnény. Na zadost Zadavatele a/nebo CRO
Zdravotnické zatizeni nebo Zkousejici neprodlené
opravi pripadné chyby a/nebo opomenuti ve
formulatich CRF a pteda Zadavateli a/nebo CRO

opravené¢ formuldfe CRF vcetné¢ podklada
k dalsimu ovéfeni.
(e Uchovavani.

Neprodlené po dokonceni nebo ukonceni Studie
nebo platnosti této Smlouvy Zdravotnické zatizeni

a Zkousejici predaji  veSkera Studijni data
Zadavateli.
U] Elektronické

zaznamenavani dat (dale ,,EDC®): Studijni data
budou Zdravotnické zatizeni a ZkousSejici zadavat
do elektronického  systému  poskytnutého
Zadavatelem. Bude-li pro zadavani dat pouzivan
systém EDC, bude takovy systém vyhovovat vS§em
PiislusSnym pravnim piedpisim. Zdravotnické
zatizeni a ZkouSejici musi rovnéz dodrzovat
pokyny CRO a Zadavatele a veSkeré Prislusné

pravni  predpisy.  Zdravotnick¢é  zafizeni
a Zkousejici s vynaloZzenim piiméfeného usili
obvyklého v tomto odvétvi zamezi

neopravnénému piistupu k datim a naptiklad
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confidentiality of their passwords. Prior to using
an EDC system, Institution and Investigator will
certify that its electronic signatures are the legally
binding equivalent of handwritten signatures. In
the event that Institution or Investigator are using
their own computer(s) to connect to and access the
EDC system, Institution and Investigator will be
responsible for supporting and promptly resolving
any technical issues with Institution’s and
Investigator’s own computing environment (i.e.,
computer hardware, non-study related software).
Institution and Investigator will be responsible for
reporting any technical issues preventing use of
the EDC system, that appear to be outside the
scope of their own computing environment, to the
EDC helpdesk number that will be provided by
CRO with the EDC system. Institution and
Investigator will be responsible for obtaining
internet connectivity prior to Study initiation, and
promptly resolving any connectivity issues with
the internet service provider or own computing
environment.

(9) Biological Samples. If
so specified in the Protocol, Institution and
Investigator may collect and provide to Sponsor or
its designee biological samples (e.g., blood, urine,
tissue, saliva, etc.) obtained from Study subjects
for testing that is not directly related to patient
care or safety  monitoring, including
pharmacokinetic, pharmacogenomic, or
biomarker testing (“Biological Samples”).

a. Use. Institution and
Investigator will not use Biological Samples
collected under the Protocol in any manner or for
any purpose other than that described in the
Protocol.

b. Sample Data. Sponsor
or its designees will test Biological Samples as

described in the Protocol. Unless otherwise
specified in the Protocol, Sponsor will not provide
the results of such tests (“Sample Data”) to the
Institution or Investigator or Study subject.
Sample Data will be treated as Study Data.

DUVERNE

fyzicky zabezpeci pocitace a zajisti, aby personal
uchovaval sva pristupova hesla v tajnosti. Pied
pouzitim systému EDC Zdravotnické zatizeni
a Zkousejici potvrdi, ze jejich elektronické
podpisy jsou pravné zavaznym ekvivalentem
vlastnoru¢niho podpisu. Pokud Zdravotnické
zafizeni nebo Zkousejici k pfipojeni a ptistupu do
systtmu EDC pouzivaji vlastni pocitac(e), jsou
povinni sami zajistit podporu a neprodlené feSeni
ptipadnych technickych problémt tykajicich se
jejich  vlastniho  pocitacového  vybaveni
(tzn. pocitacového hardwaru a softwaru
nesouvisejiciho se Studii). Pfipadné technické
problémy branici pouzivani systému EDC, které
se budou jevit jako problémy mimo jejich vlastni
pocitacové prostredi, budou Zdravotnické zatizeni
a Zkousejici povinni hlasit na telefonni ¢islo pro
helpdesk systému EDC, které jim sdéli CRO

ksysttmu  EDC.  Zdravotnické  zafizeni
a Zkousejici budou povinni zajistit jesté¢ pired
zahajenim  Studie  pfipojeni  k internetu

v v

a neprodleng fesit prlpadne problémy s pfipojenim
s poskytovatelem pfipojeni k internetu nebo ve
svém vlastnim pocitaovém prostiedi.

) Biologické vzorky.
Pokud je to stanoveno v Protokolu, mohou
Zdravotnické zafizeni a ZkouSejici odebirat

a predavat Zadavateli nebo jim povéfené osobé
biologické vzorky (napt. krev, moc, tkan, sliny
atd.) ziskané od subjektd ve Studii za Gcelem
testovani, které pfimo nesouvisi s pééi o pacienty
nebo se sledovanim  bezpe¢nosti, napf.
k provadéni farmakokinetickych
a farmakogenomickych testli nebo ke stanovovani
biomarkert (dale ,,Biologické vzorky*).

a. Pouzivéni. Biologické
vzorky odebirané podle Protokolu budou
Zdravotnické zafizeni a ZkouSejici pouzivat
vyhradné¢ zplsobem apro Ulely popsané
v Protokolu.

b. Vysledky rozboru

vzorktll. Zadavatel nebo jim povétena osoba budou
Biologické vzorky testovat zplisobem popsanym
v Protokolu. Pokud neni v Protokolu stanoveno
néco jin¢ho, Zadavatel nebude vysledky takovych

testt  (dale ,,Vysledky rozboru vzorkd®)
poskytovat Zdravotnickému zafizeni,
Zkousejicimu ani  subjektim ve  Studii.

S Vysledky rozboru vzorkti bude nakladano stejné
jako se Studijnimi daty.
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2. TERM AND TERMINATION

2.1 Term. This Agreement shall
commence as of the Effective Date, and shall
remain in force through unless terminated as
provided herein, until the later of the period
specified in the Protocol and the Study’s
completion at Institution, including the provision
of services associated with post-study data
collection, post-study record reviews and
inspections as provided under this Agreement, if
any, presentation to Sponsor, if any, and
compilation and delivery of all completed case
report forms and the clinical study final report.

2.2 Termination for  Material
Breach; Subject Safety. Sponsor may terminate
this Agreement if Investigator or Institution
materially breaches this Agreement and the
breaching Party fails to cure the breach within
thirty (30) days after receipt of written notice from
Sponsor, such notice specifying in detail the
nature of the breach. Either Investigator or
Institution may terminate this Agreement if
Sponsor materially breaches this Agreement and
Sponsor fails to cure the breach within thirty (30)
days after receipt of written notice from the
non-breaching Party or Parties, such notice
specifying in detail the nature of the breach. Any
Party may terminate this Agreement immediately
upon written notice if reasonably necessary to
protect the safety, health or welfare of subjects
enrolled in the Study.

2.3 Termination by  Sponsor.
Sponsor may terminate this Agreement at any time
upon giving thirty (30) days advance written
notice to Institution.

2.4 Termination for Good Cause.
Sponsor may, without limitation of and in addition
to its rights under Sections 2.2 and 2.3, terminate
this Agreement for good cause immediately upon
written notice to Institution. Good cause shall
include, without limitation, identification of any
medical risk to Study subjects, a showing that the
Study Drug is not effective, receipt of notice of
regulatory action by the FDA or other Regulatory
Authority terminating or suspending the Study, or
Investigator’s inability or unwillingness to
continue to serve as Investigator for the Study.
Further, as the Study is part of a multi-center
clinical research study, Sponsor reserves the right

DUVERNE

2. DOBA PLATNOSTI A UKONCENI

2.1 Platnost.Tato Smlouva nabyva
ucinnosti k Datu G¢innosti, a pokud nebude
vypovézena podle nize uvedenych ustanoveni,
zistava v platnosti do dokonceni Studie ve
Zdravotnickém zafizeni, véetné poskytnuti sluzeb
spojenych se shromazd’ovanim dat po dokonceni
Studie, ptipadného ovéreni a kontroly zaznamt po
dokonéeni Studie, jsou-li dohodnuty Vv této
Smlouve, jejich predlozeni Zadavateli a sestaveni
a dodani veskerych vyplnénych zaznamu subjektt
hodnoceni a zavére¢né zpravy o Studii, resp. do
data uvedeného v Protokolu, nastane-li pozdéji.

2.2 Vypovézeni Smlouvy z divodu
zavaZzného porusSeni; bezpecnost subjekti ve
Studii. Zadavatel je opravnén tuto Smlouvu
vypovédét, pokud se Zkousejici nebo
Zdravotnické zatizeni dopusti zavazného poruseni
Smlouvy a takové poruSeni neodstrani do tiiceti
(30) dnti od doruceni pisemného upozornéni od
Zadavatele s podrobnym popisem  povahy
poruseni. ZkousSejici nebo Zdravotnické zatizeni
jsou opravneni tuto Smlouvu vypovédét, pokud se
Zadavatel dopusti zdvazného poruseni Smlouvy
a takové poruseni neodstrani do tficeti (30) dnt od
doruc¢eni pisemného upozornéni od Strany nebo
Stran, které se poruseni nedopustily, s podrobnym
popisem povahy poruSeni. Smlouva miize byt
s okamzitou Uc¢innosti pisemné vypovézena
kteroukoli Stranou, je-li to pfiméfené nezbytné
k ochrané bezpecnosti, zdravi nebo prospéchu
pacientl zafazenych do Studie.

2.3 Vypovézeni Smlouvy
Zadavatelem. Zadavatel mlze Smlouvu
vypovedét  pisemnou  vypovédi  zaslanou
Zdravotnickému zafizeni S vypovédni lhitou
tiiceti (30) dnti.

2.4 Vypovézeni Smlouvy

z opravnénych diivodi. Zadavatel je opravnén
vypoveédét tuto Smlouvu ziadného divodu
s okamzitou UCinnosti na zakladé pisemné
vypovedi zaslané Zdravotnickému zafizeni, aniz
by tim byla dotCena jeho prava podle bodu 2.2
a 2.3. Mezi takové opravnéné duvody patii napft.
zjisténi zdravotniho rizika pro subjekty ve Studii,
prokazani neucinnosti Hodnoceného ptipravku,
rozhodnuti FDA nebo jiného Kontrolniho tfadu
0 ukonceni nebo pozastaveni Studie nebo situace,
kdy Zkousejici jiz nemlze nebo nechce nadale
pusobit jako ZkouSejici ve Studii. Studie je
soucasti multicentrické klinické vyzkumné studie,
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to terminate enrollment when the total number of
subjects enrolled at all Study centers reaches the
level specified in the Protocol.

2.5

(a) Monetary. Upon
termination of this Agreement or suspension of the
Study at the Institution, other than termination for
Institution’s or Investigator’s material breach
pursuant to Section 2.2, Institution shall be
reimbursed, within forty-five (45) days after
receipt by Sponsor or CRO of an itemized invoice
detailing the charges, for (a) its reasonable,
documented costs incurred, up to the date on
which it receives notice of termination or
suspension, in its conduct of the Study and its
obligations under this Agreement in accordance
with the Budget and Payment Schedule attached
hereto as Exhibit A; and (b) all reasonable
non-cancelable obligations reasonably incurred as
a result of Institution’s performance of its
obligations hereunder, provided that,
notwithstanding anything to the contrary, (i) the
total amount payable to Institution under this
Agreement shall not in any event exceed the total
amount of the Budget and (ii) in no event shall
Sponsor be required to pay for subjects for whom
CRFs are not completed and provided to Sponsor
or CRO in accordance with this Agreement and
the Protocol.

(b) Performance of
Activities. In the event of a termination, (a)
Investigator will immediately stop enrolling
subjects into the Study and cease conducting
Study procedures and treatment with the Study
Drug on subjects already entered into the Study, to
the extent medically advisable, and (b) Institution
and/or Investigator will (i) furnish to Sponsor all
Study Data and all CRFs, completed or partially
complete, as of the effective date of termination,
and (ii) return to Sponsor all Materials (defined
below) that were furnished to Institution or
Investigator, in accordance with Sponsor’s
instruction, except for records or samples which
the Institution and/or Investigator is required by
law to retain. Within thirty (30) days of
termination of this Agreement or completion of
the Study (whichever comes first), Investigator
will submit final written reports to Sponsor, which
reports shall be consistent with industry standards
and any criteria or requirements therefore
specified in the Protocol. After termination of this

Effect of Termination.

DUVERNE

aproto si Zadavatel vyhrazuje pravo ukongit
nabor, jakmile celkovy pocet subjektli zafazenych
do Studie ve vsech centrech dosahne poctu
stanoveného v Protokolu.

2.5

(@) Finanéni ucinky. PO
vypovézeni této Smlouvy nebo pozastaveni Studie
ve Zdravotnickém zafizeni z jiného divodu nez
kvali  zadvaznému poruseni Zdravotnickym
zatizenim nebo Zkousejicim podle bodu 2.2 bude
Zdravotnickému zafizeni do Ctyficeti péti (45) dnti
po predlozeni polozkové faktury suvedenim
Castek hrazena platba za (a) pfiméfené a dolozené
naklady, které mu vznikly do data doruceni
oznameni o vypovézeni  Smlouvy,  resp.
pozastaveni Studie vCetné pifi provadeéni Studie
aplnéni jeho povinnosti ztéto Smlouvy podle
Rozpoctu a ptehledu plateb ptilozeného k této
Smlouve jako jeji Ptiloha A, a(b) veskeré
primétené nezrusitelné zavazky, které mu vznikly
v disledku plnéni povinnosti Zdravotnického
zatizeni z této Smlouvy, pfiCemz bez ohledu na
pfipadna odlisna ujednani (i) celkova castka
splatna Zdravotnickému zatizeni z této Smlouvy
neptekro¢i celkovou ¢astku Rozpoctu a (ii)
Zadavatel nebude v zadném piipadé povinen
vyplatit odménu za subjekty, za néz nebyly
vyplnény formuldfe CRF a pfedany Zadavateli

U¢inky ukonceni.

nebo CRO vsouladu stouto Smlouvou
a Protokolem.
(b) Vykonavani ¢innosti.

V ptipadé ukonceni Smlouvy (a) Zkousejici ihned
zastavi zafazovani subjektl do Studie, pfestane
vykonavat ukony pro Studii a subjektum, které uz
byly do Studie zafazeny, piestane podavat
Hodnoceny pfipravek, bude-li to z lékatského
hlediska vhodné, a(b) Zdravotnické =zafizeni
a/nebo Zkousejici (i) dodaji Zadavateli veskera
Studijni data a veskeré formulate CRF kompletné
nebo i jen castecné vyplnéné k datu ucinnosti
vypovedi a (ii)) podle pokyni Zadavatele vrati
Zadavateli veskeré Materialy (definice viz nize),
které byly Zdravotnickému zafizeni nebo
Zkousejicimu dodany, s vyjimkou zaznami nebo
vzorki, které si jsou ze zakona povinni ponechat.
Do tficeti (30) dnil od vypovézeni Smlouvy nebo
dokonceni Studie (podle toho, co nastane diive)
Zkousejici predlozi Zadavateli zavére¢né pisemné
zpravy vypracované v souladu s oborovymi
standardy a kritérii nebo poZadavky stanovenymi
pro takové zpravy v Protokolu. Po vypovézeni
této Smlouvy nebo po pozastaveni Studie ve
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Agreement or suspension of the Study at the
Institution for any reason, all Parties shall
continue activities under this Agreement solely as
deemed necessary by mutual written agreement of
the Parties based on reasonable medical judgment
to protect the health of subjects participating in the
Study. This Section 2.5 survives termination of
this Agreement.

(c) Survival. In addition to those Articles or
Sections explicitly providing for their survival
following termination of this Agreement (which
shall also survive any expiration of this
Agreement), Sections 1.2,1.5,1.7,1.8,25, 3,4, 5,
6, 7.4, 8,9, and 10 of this Agreement shall survive
any termination or expiration of this Agreement.

3. COMPENSATION

In consideration of Institution’s performance
under this Agreement, Sponsor through CRO shall
pay Institution in accordance with the Budget and
Payment Schedule set forth in Exhibit A. Sponsor
will not be required to pay any amount which
exceeds the amount specified in the Budget,
unless otherwise agreed to in a separate writing
duly authorized and executed by the Parties. The
amounts payable by Sponsor under this
Agreement represent the fair market value of the
services associated with the Study and have not
been determined in a manner that takes into
account the volume or value of any referrals or
business. Institution agrees that: (a) all claims that
either Institution submit for reimbursement to any
federal healthcare program or third party payer for
any procedure that involves any Materials
(defined below) provided by or on behalf of
Sponsor or CRO at no cost to Institution will
accurately reflect the provision of those Materials
by or on behalf of Sponsor and/or CRO and (b)
any equipment supplied by Sponsor or CRO for
use in the Study will be used solely in connection
with the Study and will be returned, in good
working order not materially worse than that in
which it was initially provided to Institution or
Investigator, to Sponsor or CRO promptly upon
completion or termination of the Study. Sponsor
shall be solely liable to Institution for all amounts
due under this Section 3. CRO is managing the
Study for Sponsor, but shall not be liable to
Institution for any amounts due under this Section
3. Investigator will be paid under the separate
Agreement.
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Zdravotnickém zatizeni bez ohledu na divod
budou vsechny Strany pokraCovat ve své ¢innosti
podle této Smlouvy vyhradné v rozsahu, v jakém
to bude nezbytné ana jakém se spolu pisemné
dohodnou s prihlédnutim k pfiméfenému
lékafskému usudku v zajmu ochrany zdravi
subjekti ucastnicich se Studie. Tento bod 2.5
zustava v platnosti i po ukonceni této Smlouvy.

(© Pietrvani platnosti. Kromé ¢lankt nebo
bodt, v nichz je vyslovné uvedeno, ze ziistivaji
v platnosti i po vypovézeni této Smlouvy (vcetné
skonceni jeji platnosti), zistavaji v platnosti i po
ukonceni nebo skonceni platnosti Smlouvy také
¢lanky a body 1.2,1.5,1.7,1.8, 25, 3,4, 5, 6, 7.4,
8, 9 a 10 této Smlouvy.

3. ODMENA

Za plnéni této Smlouvy Zdravotnickym zafizenim
bude Zadavatel Zdravotnickému  zafizeni
prosttednictvim CRO vyplacet odménu podle
Rozpoctu a piehledu plateb v Priloze A. Bez
samostatné¢ pisemné dohody fadné podepsané
Stranami nebude Zadavatel povinen vyplacet
Castky prevysujici Castky stanovené v Rozpoctu.
Castky vyplacené Zadavatelem podle této
Smlouvy predstavuji pfiméfenou trzni odménu za
sluzby souvisejici se Studii apfi jejich
stanovovani nebyly nijak zohlednény pocet ani
hodnota doporucovani pacientd nebo obchodni
ptilezitosti. Zdravotnické zatizeni souhlasi s tim,
ze: (a) ve veSkerych Zadostech o tthradu
predkladanych Zdravotnickym zatizenim
zdravotnim pojistovnam nebo platcim — tfetim
stranam v souvislosti s postupy  zahrnujicimi
Materidly (definice viz nize) dodavanymi
Zadavatelem nebo CRO nebo jejich jménem
Zdravotnickému zafizeni zdarma bude takovy
Material fadné apfesné zohlednén aze (b)
vybaveni dodavané Zadavatelem nebo CRO
k pouziti ve Studii budou pouzivat vyhradné
v souvislosti se Studii apo dokonceni nebo
predcasném ukonceni Studie ho vrati Zadavateli
nebo CRO v dobrém, funkénim stavu, ktery
nebude vyrazné hor$i nez stav, vjakém bylo
takové vybaveni Zdravotnickému zatfizeni nebo
Zkousejicimu pivodné dodano. Za uhradu castek
uvedenych vtomto ¢lanku3 Zdravotnickému
zafizeni odpovida vyhradné Zadavatel. CRO fidi
Studii pro Zadavatele, avSak nenese vici
Zdravotnickému zafizeni odpovédnost za thradu
castek splatnych podle tohoto ¢lanku 3. ZkousSejici
bude vyplacen v ramci samostatné smlouvy.
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4. REGULATORY

4.1 Regulatory Inspections.
Institution and Investigator shall cooperate with
and permit, upon request, officials of applicable
Regulatory Authorities (including the US Food
and Drug Administration), or any governmental
agency to (a) examine and inspect Institution’s
facilities and equipment required for performance
of the Study and (b) inspect and copy any data,
reports, work products and results relating to the
Study. Institution shall promptly notify Sponsor of
any inspection of its facilities or operations
relating to the Study or of the Institution,
cooperate with the regulatory or governmental
agency, comply with the requirements of the audit,
and make appropriate Study Team Members
available to explain and discuss records and
documentations related to the Study. To the extent
the regulatory audit is related to Study, Sponsor
shall have the right to be present at inspections of
Institution’s facilities or operations or of the
Institution, and shall have the opportunity to
provide review and comment on any responses
that may be required with respect to any of the
matters referenced in this Section 4.1.

4.2 Visits and Inspections by
Sponsor or CRO. Sponsor, or Sponsor’s
representatives (including CRO) shall be entitled
to visit or meet with Institution, Investigator,
Subinvestigators, Sponsor-approved
subcontractors or any of their staff, agents or
employees and examine and inspect the facilities
at the Institution, upon reasonable advance notice
and with reasonable frequency during normal
business hours to observe or monitor the progress
of the Study and review and copy (when permitted
under Applicable Law) documents, records, data,
information, and Materials relating to the Study.
Institution and Investigator shall assist Sponsor
and CRO in scheduling such visits and in
providing adequate workspace, cooperate with the
Sponsor or CRO, comply with the reasonable
requirements of the visit or inspection, and make
appropriate Study Team Members available to
explain and discuss records and documentations
related to the Study.

MRM Health_ XXXXXX_CZE_CTA INS_
Page 11

DUVERNE

4, KONTROLNI URADY
4.1 Kontroly provadéné
Kontrolnimi urady. Zdravotnické zafizeni

a Zkousejici budou spolupracovat s pracovniky
piislusnych Kontrolnich ufadii (véetné Utadu
USA pro kontrolu potravin a 1é¢iv) nebo jinych
staitnich ufadd aumozni jim (a) zkoumat
a kontrolovat zafizeni a vybaveni Zdravotnického
zafizeni nezbytné k provadéni Studie
a (b) nahlizet do dat, zprav, pracovnich podklada
a vysledkt tykajicich se Studie a pofizovat si
jejich  kopie. Zdravotnické =zafizeni bude
Zadavatele neprodlené informovat o veskerych
inspekcich  jeho  zafizeni nebo provozu
souvisejicich se Studii nebo se Zdravotnickym
zatizenim, poskytne kontrolnimu nebo statnimu
ufadu svoji soucinnost, splni pozadavky auditu
a zajisti piitomnost piislusnych Clend studijniho
tymu, aby mohli podat vysvétleni k zdznamim
a dokumentaci tykajicim se Studie. Pokud se bude
audit provadény kontrolnim tfadem tykat Studie,
ma Zadavatel pravo byt pfitomen pii vSech
inspekcich v zafizeni nebo provoze
Zdravotnického zafizeni abude mit moznost
seznamit se s odpoveéd'mi tykajicimi se zalezitosti
zminovanych vtomto bodé€ 4.1 avyjadiit se
K nim.

4.2 Navstévy a inspekce provadéné
Zadavatelem nebo CRO. Zadavatel nebo jeho
zastupci (véetné CRO) maji pravo navstévovat
Zdravotnické zafizeni, Zkousejiciho,
Spoluzkousejici, subdodavatele schvalené
Zadavatelem nebo jejich zaméstnance a zastupce
asetkavat se snimi aprovadét kontrolu
a inspekce v zafizenich Zdravotnického zafizeni
na zakladé oznameni zaslaného v piiméteném
predstihu a s pfiméfenou cCetnosti béhem bézné
pracovni doby za ucelem sledovani nebo
monitorovani prib¢hu Studie a nahlizeni do
dokumentace, zaznami, dat, informaci a materiala
souvisejicich se Studii a pofizovani jejich kopii
(pokud to povoluji Piislusné pravni pfedpisy).
Zdravotnické zafizeni a ZkouSejici poskytnou
Zadavateli a CRO soucinnost pfi planovani
takovych  navstév  azajisténi  pfiméfenych
pracovnich podminek, budou s nimi
spolupracovat, splni pfiméfené pozadavky
navstévy nebo inspekce a zajisti pfitomnost
piislusnych Clenti studijniho tymu, aby mohli
podat vysvétleni k zdznamim a dokumentaci
tykajicim se Studie.
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4.3 Maintenance  of  Records.
Subject to the provisions of Articles 5 and 8,
Institution and Investigator shall retain in its
possession copies of any and all data, documents
or information related to or resulting from the
performance of this Agreement solely as required
for regulatory, legal or insurance purposes.
Institution and Investigator shall maintain its
records in a professional manner so as to permit
Sponsor and CRO to review the data, documents
or information in full without disclosing to
Sponsor or CRO any third party confidential or
proprietary  information.  Institution  and
Investigator shall maintain all such records for a
period of ten (10) years or for the time period
required by Applicable Laws, whichever is longer.
Neither Institution nor Investigator shall destroy
any such records until it has obtained Sponsor’s
prior written permission to do so. This Section 4.3
survives termination of this Agreement.

5. PROPERTY

51 Sponsor  Technology.  All
existing inventions, intellectual property rights,
and technologies of Sponsor (including but not
limited to the Study Drug and Materials) (the
“Sponsor Technology”) belong exclusively to
Sponsor and nothing shall be construed to grant
any license or other right to the Sponsor
Technology except as expressly set forth herein
for the sole purpose of conducting the Study. This

Section 5.1 survives termination of this
Agreement.

5.2 Study Invention.

(a) Any invention,
discovery or improvement, whether or not

patentable, related to the Study or Study Drug (or
any analog or derivative thereof), specifically
including, without limitation, any method of use
of the Study Drug (or any analog or derivative
thereof) or any formulation, dosage,
administration, or method of manufacture of the
Study Drug (or any analog or derivative thereof),
whether conceived or made solely by Institution,
Investigator, any Subinvestigator(s), any Study
Team Member, or any contractor of any of the
foregoing, or conceived or made by Institution,
Investigator or any Subinvestigator(s), any Study
Team Member(s), or any contractor of any of the
foregoing jointly with one or more employees of
Sponsor, CRO, or any third party (“Study
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4.3 Uchovani zaznami. Kopie dat,
dokumentace nebo informaci tykajicich se plnéni
této Smlouvy nebo vyplyvajicich zné& si
Zdravotnické zafizeni a ZkouSejici v souladu
S ustanovenimi ¢lanku 5 a 8 ponechaji vyhradné
pro ucely plnéni pozadavkd kontrolnich uradu
a zakonnych povinnosti apro ucely pojisténi.
Zdravotnické zatizeni a ZkousSejici budou své
zaznamy uchovavat odbornym zplsobem, aby
Zadavateli a CRO umoznili nahlizet do veskerych
udaji, dokumentace nebo informaci, aniz by
pritom Zadavateli nebo CRO zpfistupnili diveérné
nebo chranéné informace jakékoli tieti strany.
Veskeré takové zaznamy budou Zdravotnické
zafizeni a Zkousejici uchovavat po dobu deseti
(10) let, nebo po dobu pozadovanou Piislusnymi
pravnimi piedpisy, podle toho, ktera doba je delsi.
Bez predchoziho pisemného souhlasu Zadavatele
nesmi Zdravotnické zatizeni ani Zkousejici takové
zaznamy znicit. Tento pod 4.3 zistava v platnosti
i po ukonceni této Smlouvy.

5. MAJETEK

51 Technologie Zadavatele.
Vsechny stavajici objevy, prava k dusevnimu
vlastnictvi a technologie Zadavatele
(napt. Hodnoceny piipravek nebo Materialy) (dale
»lechnologie Zadavatele®) nalezi vyhradné
Zadavateli atouto Smlouvou nejsou udélovany
zadné licence ani jina prava k Technologiim
Zadavatele, pokud to mneni vtéto Smlouvé
vyslovné dohodnuto pouze pro uUcéely provadéni
Studie. Tento bod 5.1 zistdva v platnosti i po
ukonéeni této Smlouvy.

5.2

(@) Veskeré vynalezy,
objevy nebo zlepseni souvisejici se Studii nebo
s Hodnocenym piipravkem, at’ uz je lze chranit
patentem, ¢i nikoli, a pfipadnymi analogy nebo
derivaty, konkrétné¢ naptiklad zpisob pouziti
Hodnoceného piipravku (nebo jeho analogt
a derivatit), lékova forma, davkovani, podavani
nebo zpisob vyroby Hodnoceného ptipravku
(nebo jeho analogt a derivatd), vymyslené nebo
ucinéné samostatné¢ Zdravotnickym zafizenim,
Zkousejicim, ne€kterym ze SpoluzkousSejicich,
nékterym ze Clend studijniho tymu nebo
nékterym z jejich dodavatelu, nebo
Zdravotnickym zafizenim, Zkousejicim,
Spoluzkousejicim(i) nebo Clenem (Cleny)
studijniho tymu nebo jejich dodavateli spolecné se
zaméstnancem nebo zaméstnanci Zadavatele,
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Invention”), and all intellectual property rights
related thereto, shall be and remain, at all times the
sole and exclusive property of Sponsor. Institution
and Investigator shall provide prompt written
notice of any Study Invention to Sponsor and shall
assist Sponsor in gaining patent protection for any
Study Invention. All information concerning
Study Inventions shall be deemed Confidential
Information of Sponsor.

(b) Subject to subsection
(c) below, ownership of rights in any invention,
discovery or improvement other than a Study
Invention shall be determined by reference to the
rules governing inventorship under United States
patent law and by the contractual and other legal
obligations upon the inventor(s).

(c) All inventions,
discoveries, and improvements, other than Study
inventions, made or conceived solely by
Institution, Investigator, or their employees,
consultants, agents, or students in the course of or
as a result of the Study, or as a result of their use or
knowledge of Materials, Study Drug, or

Confidential Information (“Institution
Inventions”) shall be the sole property of
Institution. All inventions, discoveries, and

improvements, other than Study Inventions, made
or conceived by Institution, Investigator, or their
employees, consultants, agents, or students,
jointly with Sponsor or CRO (“Joint Inventions™),
shall be the joint property of Institution and
Sponsor. Sponsor shall have a ninety (90) day
exclusive first option to license Institution’s rights
in Institution Inventions and Joint Inventions, and
Sponsor shall have twelve (12) months from its
exercise of such option with respect to a particular
Institution Invention or Joint Invention within
which to negotiate an exclusive license to use such
inventions on mutually acceptable and
commercially reasonable terms and conditions
that fairly reflect the relative contributions of both
parties. Institution and Investigator agree to
immediately disclose in writing any and all
Institution Inventions and Joint Inventions to
Sponsor.

DUVERNE

CRO nebo tieti osoby (dale ,,Studijni objev*)
aveskera  prava  k duSevnimu  vlastnictvi
souvisejicimu se Studijnimi objevy jsou a vzdy

budou vyhradnim vlastnictvim Zadavatele.
Zdravotnické  zafizeni a ZkousSejici  budou
Zadavatele  okazdém  Studijnim  objevu

neprodlené pisemné informovat a poskytnou mu
soucinnost pfi ziskavani patentové ochrany pro
takovy Studijni objev. VSechny informace tykajici
Studijnich objevli budou povazovany za Duverné
informace Zadavatele.

(b) V souladu

S ustanovenim odst. (c¢) nize bude vlastnické pravo
Kk jinym vynaleztim, objeviim nebo zlepSenim nez
Studijnim objeviim ur¢eno odkazem na pravidla
upravujici vlastnictvi vynalezu podle patentového
prava Spojenych statd americkych a podle

smluvnich ajinych zakonnych povinnosti
vynalezce (vynalezctl).

(© Veskeré vynalezy,
objevy azlepseni krom¢ Studijnich objevi
ucinéné nebo vymysSlené vyhradné

Zdravotnickym zafizenim, ZkouSejicim nebo
jejich zaméstnanci, konzultanty, zastupci nebo
studenty v pribéhu Studie nebo v souvislosti s ni
nebo v souvislosti s jejich pouzivanim ¢&i znalosti
Materiald, = Hodnoceného  pfipravku  nebo
Dutvérnych informaci (dale ,Objevy
Zdravotnického zafizeni) budou vyhradnim
vlastnictvim Zdravotnického zafizeni. Veskeré
vynalezy, objevy azlepSeni kromé Studijnich
objevll u¢inéné nebo vymyslené Zdravotnickym
zafizenim, Zkousejicim nebo jejich zaméstnanci,
konzultanty, zastupci nebo studenty spole¢né se
Zadavatelem nebo CRO (dale ,,Spole¢né objevy®)
budou spole¢nym vlastnictvim Zdravotnického
zafizeni a Zadavatele. Zadavatel bude moci do
devadesati (90) dnt uplatnit vyhradni pfednostni
pravo na ziskani licence k praviim Zdravotnického
zatizeni k Objeviim Zdravotnického zafizeni a ke
Spole¢nym objeviim a do dvanacti (12) mésicu od
uplatnéni  takového  pfednostniho  prava
u konkrétniho Objevu Zdravotnického zafizeni
nebo Spole¢ného objevu se bude moci dohodnout
na vyhradni licenci na vyuzivani takového objevu
za vzéjemné piijatelnych a komercné priméfenych
podminek, které spravedlivé odrazeji pomérny
pfinos obou stran. Zdravotnické zafizeni
a Zkousejici se zavazuji, ze budou Zadavatele
neprodlen¢ pisemné informovat o veSkerych
Objevech Zdravotnického zatfizeni i Spole¢nych
objevech.
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(d) This Section 5.2
survives termination of this Agreement.

5.3 Assignments and Assistance.
Institution hereby assigns to Sponsor any and all
right, title, and interest in and to Sponsor
Technology, any Study Invention, and all
intellectual property rights related thereto, free
and clear of all liens, claims, and encumbrances.
Institution shall not have any right to use Sponsor
Technology or any Study Invention for any
purpose except conducting the Study. Institution
shall take all such further actions and execute and
deliver all such further documents as may be
necessary to effectuate and perfect the ownership
provisions of this Article 5. Institution warrant
that Investigator, all Subinvestigators, all Study
Team  Members, and all CRO- or
Sponsor-approved subcontractors have executed
(or before any such involvement, shall execute) a
written agreement with Institution in which each
such person or entity (i) assigns to Institution all
right, title and interest in and to Study Data,
Sponsor Technology, and Study Inventions, in
order that Institution may fully assign the rights to
Sponsor and CRO as provided in this Agreement;
and (ii) agrees to be bound by confidentiality and
non-disclosure obligations at least as protective of
Sponsor as those set forth in this Agreement. This

Section 5.3  survives termination of this
Agreement.
5.4 Ownership of Patient Records.

As between the Parties, all original patient records
are the sole and exclusive property of the
respective subjects, to be retained by Institution or
Investigator in accordance with Applicable Laws.

55 CRO Technology. All existing
inventions and technologies related to CRO’s
eClinical processes and systems (“CRO
Technology”) belong exclusively to CRO.
Institution shall not have any right to use CRO
Technology for any purpose except conducting
the Study. This Section 5.5 survives termination of
this Agreement.

DUVERNE

(d) Tento bod 5.2 zistava
v platnosti i po ukonceni této Smlouvy.

5.3 Postoupeni a soucinnost.
Zdravotnické zafizeni timto Zadavateli bezplatné
abez jakychkoli zadrzovacich prav, naroku
a bfemen postupuji veskera prava, pravni naroky
apodily tykajici se Technologii Zadavatele,
Studijnich objevt a veskerych prav k dusevnimu
vlastnictvi, kterd jsou s tim spojena. Zdravotnické
zafizeni nesmi Technologie Zadavatele ani zadné
Studijni objevy pouzivat pro jiné ucely nez
k provadéni Studie. Zdravotnické zafizeni ucini
ptipadné dalsi tikony a vyhotovi a dodaji ptipadné
dalsi doklady, které budou nezbytné k uskute¢néni
a zajisténi vynutitelnosti pievodu vlastnického
prava podle tohoto clanku5. Zdravotnické
zafizeni se zarucuje, ze Zkousejici, vSichni
Spoluzkousejici, vsichni Clenové studijniho tymu
a vSichni subdodavatel¢ schvéaleni CRO nebo
Zadavatelem podepsali (nebo pred jejich
povetenim podepisi) se Zdravotnickym zafizenim
pisemnou dohodu, v niz kazdd takova fyzicka
nebo pravnicka osoba (1) postoupi
Zdravotnickému zafizeni veskera prava, pravni
naroky apodily tykajici se Studijnich dat,
Technologii Zadavatele a Studijnich objevi, aby
je  Zdravotnické zafizeni néasledné podle
ustanoveni této Smlouvy mohlo v plném rozsahu
postoupit Zadavateli a CRO, a (ii) bude souhlasit
Stim, ze bude védzina povinnosti zachovavat
davérnost informaci a nesdélovat je, ktera bude
Zadavatele chranit pfinejmensim stejné jako
povinnost stanovena v této Smlouvé. Tento
bod 5.3 zlstava v platnosti i po ukonceni této
Smlouvy.

5.4 Vlastnictvi Zaznamu
o pacientech. Strany se dohodly, ze veskeré
puvodni zaznamy o pacientech jsou vyhradnim
vlastnictvim pfislusného pacienta a museji byt
uchovavany Zdravotnickym zafizenim nebo
Zkousejicim v souladu s Platnymi pravnimi
piedpisy.

55 Technologie CRO. Veskeré
stavajici  objevy  atechnologie  souvisejici
S procesy a systémy eClinical, které pouziva CRO
(dale ,, Technologie CRO*), patfi vyhradné CRO.
Zdravotnické zatizeni nesmi Technologie CRO
pouzivat pro zadné jiné ucely nez k provadéni
Studie. Tento bod 5.5 zGstava v platnosti ipo
ukonceni této Smlouvy.
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6. INDEMNIFICATION
6.1 Indemnification by Sponsor.
Sponsor shall indemnify, defend and hold
harmless Institution, Investigator, and any
trustees, officers, staff, agents, employees, or
students of either of the foregoing (collectively,
“Institution Indemnitees”) against any third
party claim or lawsuit (a “Claim”) arising out of
any side-effect or adverse reaction, illness or
injury directly resulting from use of the Study
Drug in strict accordance with the Protocol in the
Study. The foregoing indemnity will not apply to
the extent a Claim arises out of: (i) the negligence,
gross negligence or willful misconduct of any
Institution Indemnitee or (ii) the failure of any
Institution Indemnitee to (x) adhere to the terms of
this Agreement, the Protocol, or any written
instructions from Sponsor or its designee or (y)
comply with any Applicable Laws or
governmental requirements.

6.2 Indemnification by Institution.
To the extent permitted by law, Institution shall
indemnify, defend and hold harmless Sponsor, its
directors, officers, staff, agents, employees,
independent contractors, and affiliates
(collectively, “Sponsor Indemnitees”) from any
and all losses, costs, claims, suits, expenses,
damages and awards, including reasonable
attorneys’ fees for defending those claims
(collectively, a “L0ss™) in connection with any
claim or lawsuit brought against any Sponsor
Indemnitee(s) by a third party as a result of the (a)
negligence, gross negligence or  willful
misconduct of any Institution Indemnitee
(including but not limited to postgraduate students
and other students) or (b) the failure of any
Institution Indemnitee to (i) adhere to the terms of
this Agreement, the Protocol, any written
instructions from the Sponsor or its designee or
(i) comply with any Applicable Laws or
governmental requirements, provided, however,
that neither Institution nor Investigator shall hold
such Sponsor Indemnitees harmless from any
Loss arising out of the negligence or willful
misconduct of such Sponsor Indemnitee.

DUVERNE

6. ODSKODNENI

6.1 Odskodnéni ze strany
Zadavatele. Zadavatel odskodni Zdravotnické
zafizeni a Zkousejiciho a ¢leny jejich statutarniho
organu, vykonné fidici pracovniky, zaméstnance,
zastupce nebo studenty (dale souhrnné
,,OdSkodnované osoby Zdravotnického
zarizeni®), bude je hajit a zbavi je odpovédnosti
v souvislosti s naroky nebo zalobami tfetich osob
(dale ,,Narok*) vzniklymi z nezddouciho ucinku
nebo nezadouci reakce, onemocnéni nebo Gjmy na

zdravi  jako pfimého  dasledku  uZivani
Hodnoceného piipravku ve Studii pfisné
vsouladu  sProtokolem.  VySe  uvedené

odskodnéni neplati v tom rozsahu, v jakém Narok
vznikne v disledku: (i) nedbalého nebo hrubé
nedbalého jednani nebo z umyslného poruseni
povinnosti kteroukoli Odskodnovanou osobou
Zdravotnického zafizeni nebo (ii) nedodrzenim
(X) podminek této Smlouvy, Protokolu nebo
pisemnych pokyni od Zadavatele nebo jim
povefené osoby nebo (y) Piislusnych pravnich
predpist a pozadavki kontrolnich a statnich tiradt

kteroukoli z Odskodnovanych osob
Zdravotnického zafizeni.
6.2 Odskodnéni  Zdravotnickym

zatizenim V rozsahu pfipustném ze zakona
Zdravotnické zatizeni odSkodni Zadavatele, Cleny
jeho  statutarniho organu, vykonné fidici
pracovniky, zameéstnance, zastupce, nezavislé
dodavatele a ptidruzené subjekty (dale spole¢né
,OdSkodiiované osoby Zadavatele*), bude je
hajit azbavi je odpovédnosti v souvislosti
s veskerymi ztratami, naklady, naroky, zalobami,
vydaji, nahradami Skod a pfiznanymi vylohami
vcetné primétenych poplatkd za pravni zastoupeni
pfi obhajobé proti takovym narokim (dale
spole¢né ,,Ztrata“) v souvislosti s narokem nebo
zalobou uplatnénou, resp. podanou proti nekteré
z Odskodiniovanych osob Zadavatele tfeti osobou
v dtsledku (a) nedbalého nebo hrubé nedbalého
jednani nebo umyslného poruseni povinnosti
nékterou z Odskodiiovanych osob Zdravotnického
zafizeni (mimo jiné i postgradualnimi ¢i jinymi
studenty) nebo (b) nedodrzeni (i) podminek této
Smlouvy, Protokolu nebo pisemnych pokyni od
Zadavatele nebo jim povéfené osoby nebo (ii)
Piislusnych pravnich pfedpisi a pozadavkl
kontrolnich ~ astatnich  uradi  kteroukoli
z Odskodnovanych osob Zdravotnického zafizeni,
avsak stim, Ze povinnost zbavit Odskodnované
osoby Zadavatele Vv piipadé Ztraty
Zdravotnickému  zafizeni ani ZkouSejicimu
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6.3 General Conditions of
Indemnification. Each Party’s agreement to
indemnify, defend and hold the other harmless is
conditioned on the indemnified Party: (a)
providing prompt written notice to the
indemnifying Party of any claim or lawsuit with
potential for a Loss no more than thirty (30) days
after the indemnified Party has knowledge of such
claim or lawsuit; (b) permitting the indemnifying
Party to have full conduct and control to
investigate, prepare for, and defend against any
such claim or lawsuit; (c) providing the
indemnifying Party, at the indemnifying Party’s
reasonable expense, with the full cooperation and
assistance in the investigation of, preparation for
and defense of any such claim or lawsuit; and (d)
not compromising or settling such claim or lawsuit
without the indemnifying Party’s prior written
consent, such consent not to be unreasonably
withheld, provided that (i) if the Party entitled to
indemnification fails to promptly notify the
indemnifying Party pursuant to the foregoing
clause (a), the indemnifying Party will only be
relieved of its indemnification obligation to the
extent materially prejudiced by such failure and
(b) in no event may the indemnifying Party
compromise, settle, or enter into any voluntary
disposition of any claim, demand or action in any
manner that admits material fault or wrongdoing
on the part of the indemnified Party or incurs
non-indemnified liability on the part of the
indemnified Party without the prior written
consent of the indemnified Party. This Article 6
survives termination of this Agreement.

6.4 Insurance. Institution  and
Investigator shall maintain insurance covering its
liability obligations under this Agreement for the
duration of the Study and for three vyears
thereafter. Institution and Investigator shall
provide evidence of such coverage to Sponsor
upon request. The Sponsor shall provide the
specific insurance certificate required by
Applicable Law.

7. REPRESENTATIONS AND WARRANTIES
7.1 No Inconsistent Obligations or
Constraints. Institution represents and warrants
that it is qualified and permitted to enter into this
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nevznikd v pfipadé¢ nedbalého jednani nebo
umyslného  poruSeni  povinnosti  nékterou
z Odskodinovanych osob Zadavatele.

6.3 Obecné podminky odSkodnéni.

a zbavit ji odpovédnosti, je podmingna tim, Ze
odSkodiovana Strana: (a) bude 0 naroku nebo
zalobé, jejichz dusledkem by mohl byt vznik
Ztraty,  informovat  odSkodiujici  Stranu
neprodlené, nejpozdéji vSak do triceti (30) dni
poté, co se o ném dozvi, (b) odskodnujici Strané
poskytne plnou kontrolu nad vySetfovanim,
pfipravou a obhajobou proti takovému naroku
nebo takové zalobé, (c) poskytne odSkodnujici
Stran€ na jeji ptimétené naklady plnou soucinnost
pfi vySetfovani, pfipravé a obhajobé proti
takovému naroku nebo takové zalobé a (d) bez
predchoziho pisemného souhlasu odskodiujici
Strany, ktery nesmi byt bezdivodné odmitnut, se
nedohodne na kompromisu nebo vyporadani
takového naroku nebo takové zaloby, s tim, Ze (i)
pokud Strana s narokem na odSkodnéni nebude
odskodiyjici Stranu informovat neprodlené podle
bodu (a) vyse, bude odSkodiujici Strana zprosténa
povinnosti  poskytnout  odSkodnéni  pouze
vrozsahu, Vjakém byla podstatné dotena
nedodrZzenim zminéné oznamovaci povinnosti,
a (b) odskodiujici Strana neni bez ptedchoziho
pisemného  souhlasu  odSkodiiované Strany
Vv zadném pripadé opravnéna dohodnout se na
kompromisu ¢i vyporadani takového naroku,
pozadavku ¢i zaloby nebo je dobrovolné uhradit
zpusobem, ktery by pfipustil zavazné pochybeni
nebo protipravni jednani odskodniované Strany
nebo kterym by odSkodiované Stran¢ vznikla
n¢jakd neodSkodiovand odpovédnost. Tento
Clanek 6 zGstava v platnosti i po ukonceni této
Smlouvy.

6.4 Pojisténi. Zdravotnické zatizeni
bude po dobu trvani Smlouvy a jesté tfi roky poté
udrzovat v platnosti pojisténi pokryvajici jejich
odpovédnost ze Smlouvy. Zdravotnické zafizeni
poskytne Zadavateli na pozadani doklad
0 takovém pojistném kryti. Zadavatel poskytne
doklad o0 pojisténi vyzadovaném Prislusnymi
pravnimi predpisy.

7. PROHLASENI A UJISTENi

7.1 Zadné rozporné povinnosti
nebo omezeni. Zdravotnické zafizeni prohlasuje
a zarucuje se, Ze je zpusobilé a opravnéno uzavrit
site XXXXXX_PI XXXXXX_24Nov21
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Agreement and that the terms of this Agreement
are not inconsistent with its other contractual
arrangements. Institution warrants that it is not
constrained by any existing agreement in
performing its obligations under this Agreement.

7.2 Legal and Binding Agreement.
Institution represents and warrants that this
Agreement is a legal and valid obligation binding
upon it and enforceable in accordance with its
terms.

7.3 No Impairment; No Conflict.
During the term of this Agreement, warrants that it
shall not enter into any agreement to provide
services which would in any way (a) materially
impair its ability to complete the Study in a timely
fashion, or (b) constitute a conflict of interest with
Sponsor’s development of Study Drug.

7.4 No Debarred or Disqualified
Persons. The Institution certifies that it will not
engage, directly or indirectly, any person
(including the Investigator) to perform services
under this Agreement if (a) that person is debarred
by any regulatory authority or to the Institution’s
knowledge is threatened with debarment by a
pending proceeding, action, or investigation, or
(b) that person is otherwise disqualified under
Applicable Law (including local law), or to the
Institution’s knowledge is threatened with such
disqualification by a pending proceeding, action,
or investigation, from participating in the Study.
The Institution certifies that it will immediately
notify the Sponsor in writing if any such
debarment, exclusion, or disqualification occurs,
or if any such debarment, exclusion, or
disqualification proceeding, action, or
investigation is commenced or, to the Institution’s
knowledge, is threatened, with respect to any such
person.

75 Limited Warranty and
Disclaimer. Institution acknowledges and agrees
that the Study Drug is experimental in nature.
SPONSOR MAKES NO REPRESENTATIONS
OR WARRANTIES EXPRESS OR IMPLIED,
REGARDING THE STUDY DRUG.
ADDITIONALLY, SPONSOR MAKES NO
REPRESENTATIONS OR WARRANTIES,

MRM Health_ XXXXXX_CZE_CTA INS_
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tuto Smlouvu a Ze podminky této Smlouvy nejsou
VvV rozporu S jinymi smluvnimi ujednanimi, ktera
uzavielo. Zdravotnické zafizeni zarucuje, ze pii
plnéni svych zavazki vyplyvajicich z této
Smlouvy neni omezeno zadnou jinou existujici
smlouvou.

7.2 Zakonné azavazné ujednani.
Zdravotnické zatizeni prohlasuje a zarucuje se, ze
tato Smlouva je zdkonnym a platnym zavazkem,
ktery je pro néj zavazny a vymahatelny v souladu
S podminkami Smlouvy.

7.3 ZAadné naruseni; Zadny
konflikt. Po dobu trvani této Smlouvy se
Zdravotnické zafizeni zaru€uje, Ze neuzavie jinou
smlouvu o poskytovani sluzeb, ktera by jakymkoli
zpusobem (a) vyznamnég narusila jejich schopnost
dokong¢it Studii v¢as nebo (b) by z hlediska vyvoje
Hodnoceného ptipravku Zadavatelem
predstavovala stfet zajmu.

74 Zadné vylouc¢ené nebo
diskvalifikované osoby. Zdravotnické zatfizeni
potvrzuje, Ze poskytovanim sluzeb podle této
Smlouvy nebude pfimo ani nepfimo povétovat
zadnou osobu (vCetné Zkousejiciho), které (a) byl
kterymkoli kontrolnim ufadem vysloven zakaz
¢innosti nebo ji takovy zakaz cinnosti podle
poznatkti  Zdravotnického  zafizeni  hrozi
v disledku probihajiciho ftizeni, zaloby nebo
vySetfovani, ani (b) osobu, ktera je podle
Pislusnych pravnich ptedpist (vCetné mistnich
zakoni) z n&jakého jiného davodu
diskvalifikovana zucasti ve Studii nebo uniz
takova diskvalifikace podle poznatkil
Zdravotnického  zafizeni hrozi v dasledku
probihajiciho fizeni, zaloby nebo vySetiovani.
Zdravotnické zafizeni potvrzuje, ze Zadavatele
neprodlené vyrozumi, pokud k takovému zakazu
¢innosti, vylouceni nebo diskvalifikaci dojde nebo
pokud bude =zahajeno fizeni, Zzaloba mnebo
vySettovani  sméfujici  k zdkazu  Cinnosti,
vylouceni nebo diskvalifikaci takové osoby, nebo
bude podle poznatkli Zdravotnického zatizeni
hrozit.

7.5 Omezena zaruka a vylouceni
odpovédnosti. Zdravotnické zafizeni bere na
védomi a souhlasi s tim, Zze Hodnoceny pfipravek
je ze své povahy experimentalni. ZADAVATEL

NECINI ZADNA  PROHLASENI  ANI
NEPOSKYTUJE ZADNE VYSLOVNE NEBO
MLCKY  PREDPOKLADANE  ZARUKY

OHLEDNE HODNOCENEHO PRIPRAVKU.
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EXPRESS OR IMPLIED, REGARDING THE
SAFETY OR EFFICACY WITH RESPECT TO
THE STUDY DRUG.

7.6 No Litigation or Regulatory
Warnings. Each Party represents and warrants
that (a) it is not currently involved in any
litigation, and is unaware of any pending litigation
proceedings, relating to such Party’s role in the
conduct of a clinical trial for any third party; and
(b) it has not received any warnings from the FDA
(or any regulatory body in a country other than the
United States) relating to services it has provided
to third parties during the conduct of a clinical
trial.

8. CONFIDENTIALITY AND
NONDISCLOSURE
8.1 Confidential Information.

Except as provided elsewhere in this Article 8,
Institution, Investigator, Subinvestigators, and
each of their employees, agents, representatives,
students and contractors (including but not limited
to Study Team Members) shall treat all
information and Materials disclosed or provided
to it by, or on behalf of, Sponsor or CRO as
confidential information belonging to Sponsor
(“Confidential  Information”).  Confidential
Information includes, without limitation, patent
applications, technology, business plans, the
Protocol, any Investigator Brochure, and all
information relating thereto; all proprietary
biological, chemical or other materials;
applications, formulas, manufacturing processes,
basic scientific data, Study Data, prior clinical
data and formulation information; Sponsor
Technology; Study Inventions; and all
information related to any of the foregoing.

8.2 Nondisclosure and Nonuse.
During the term of this Agreement and for a period
of ten (10) years after termination or expiration of
this Agreement, Institution agrees, and will ensure
that Study Team Members and Subinvestigators
and Investigator agree, to maintain in strict
confidence all of the Confidential Information and
not to use or disclose any Confidential
Information except as expressly permitted under
this Agreement. Confidential Information is and
remains the confidential and proprietary property

DUVERNE

ZADAVATEL NECINI ANI  ZADNA
PROHLASENI A NEPOSKYTUJE ZADNE
VYSLOVNE NEBO MLCKY
PREDPOKLADANE ZARUKY OHLEDNE
BEZPECNOSTI NEBO UCINNOSTI
HODNOCENEHO PRIPRAVKU.

7.6 Zidné soudni spory ani

varovani ze strany Kkontrolnich ufadia. Kazda
Strana prohlasuje a zarucuje se, Ze (a) v soucasné
dobé nevede zadny soudni spor aneni si ani
védoma zadného probihajiciho soudniho sporu,
ktery by se tykal jeji role pfi provadéni né¢jakého
Klinického  hodnoceni  pro tfeti  osobu,
a (b) nedostala od FDA (ani od jiného kontrolniho
ufadu vjiné zemi nez v USA) zadné varovani
tykajici se sluzeb, které poskytovala nebo
poskytuje tfeti osobé béhem provadéni néjakého
klinického hodnoceni.

8. DUVERNOST A NESDELOVANI.

8.1 Divérné informace. S vyjimkou
ptipadi uvedenych vtomto ¢lanku8 jsou
Zdravotnické zafizeni, Zkousejici,
Spoluzkousejici a vSichni jejich zaméstnanci,
zastupci, studenti a dodavatelé (véetné Cleni
studijniho tymu) povinni nakladat se vSemi
informacemi a Materialy, které jim budou sdéleny
nebo poskytnuty Zadavatelem nebo CRO nebo
jejich jménem, jako s divérnymi informacemi,
které nalezi Zadavateli (dale ,,Davérné
informace®). Davérné informace zahrnuji mimo
jiné patentové piihlasky, technologie, obchodni
plany, Protokol, veskeré soubory informaci pro
zkouSejiciho a veskeré souvisejici informace,
veskeré chranéné biologické, chemické nebo jiné
materialy, aplikace, vzorce, vyrobni postupy,
zakladni védecka data, Studijni data, predchozi
klinicka data a informace o lékovych formach,
technologie Zadavatele; Studijni objevy a veskeré
informace vztahujici se k vySe uvedenému.

8.2 Nesdélovani a nepouZzivani.
Zdravotnické zafizeni se zavazuje, ze po dobu
platnosti Smlouvy a jesté deset (10) let od jejiho
ukonceni nebo vyprSeni bude zachovavat piisnou

divérnost  ohledné¢  veskerych  Duvérnych
informaci aze je kromé pfipadi vyslovné
povolenych touto Smlouvou nebudou nijak

pouzivat ani je nebudou nikomu sd€lovat.
Zdravotnické zafizeni zajisti, aby se ktomu
zavazali rovnéz Clenové studijniho tymu
a Spoluzkousejici a  ZkouSejici.  Duveérné
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of Sponsor, and may be disclosed to third parties
by Institution (as applicable) only on a
need-to-know basis, to third parties approved in
advance and in writing by Sponsor, as necessary
for purposes expressly authorized in this
Agreement. Institution agrees that any third party
to whom disclosures of Confidential Information
are made shall be bound by obligations of
confidentiality and non-use at least as protective
of Sponsor as those contained in this Article 8.

8.3 Exceptions. The confidentiality,
non-disclosure and nonuse obligations of this
Acrticle 8 shall not apply to information that:

@ is already in the
possession of Institution at the time of disclosure
thereof, as demonstrated by Institution’s
contemporaneous written record;

(b) is or later becomes part
of the public domain through no fault of
Institution in breach of this Agreement;

(c) is received, without
obligation of confidentiality or limitation on use,
from a third party having no obligations of
confidentiality with respect thereto to Sponsor;

(d) is independently
developed by Institution without any breach of
this Agreement or use or benefit of Confidential
Information, as demonstrated by Institution’s
contemporaneous written record; or

(e) is the subject of a
written permission to disclose by Sponsor or
CRO.

8.4 Permitted Disclosure.
Notwithstanding the foregoing, Institution may
disclose Confidential Information to third parties
to the extent such disclosure is required by
Applicable Law, order of a court, government
agency or the like having competent jurisdiction;
if and only if, Institution or Investigator gives
Sponsor prior written notice of the required
disclosure and uses reasonable efforts to cooperate
with Sponsor to allow assertion of whatever
exclusions or exemptions may be available to it
under Applicable Laws. With respect to any
disclosure permitted in accordance with this

DUVERNE

informace jsou a zistavaji davérnym a chranénym
vlastnictvim Zadavatele a smgji byt
Zdravotnickym zafizenim pro ucely vyslovné
povolené ve Smlouvé sdélovany pouze takovym
tretim osobam, které je potiebuji znat, nebo které
pfedem pisemné schvali Zadavatel. Zdravotnické
zatizeni se zavazuje, ze kazda tfeti osoba, jiz
budou Duvérné informace sdéleny, bude vazana
povinnosti zachovavat duvérnost informaci
anevyuzivat je, kterazto povinnost bude
Zadavatele chranit pfinejmensim stejné jako
povinnost stanovena v tomto ¢lanku 8.

8.3 Vyjimky.Povinnost zachovavat
davérnost informaci a nesdélovat je podle tohoto
¢lanku 8 se nevztahuje na informace, které:

€)] v dobé jejich sdélovani
uz jsou vdrzeni Zdravotnického zafizeni
a Zdravotnické zafizeni to VvtémZe okamziku
mohou pisemn¢ dolozit,

(b) jsou nebo se stanou
vefejné znamymi, aniz by se tak stalo poruSenim
Smlouvy ze strany Zdravotnického zatizeni,

(© jsou  ziskany  bez
povinnost zachovavat o nich ml¢enlivost nebo bez
omezeni jejich pouzivani od tfeti osoby, ktera ve
vztahu knim nema vuci Zadavateli povinnost
zachovavat ml¢enlivost,

(d) jsou  Zdravotnickym
zafizenim vyvinuty nezavisle bez poruseni této
Smlouvy a bez pouziti nebo piispéni Divérnych
informaci a Zdravotnické zafizeni to v téze dobé
miize pisemné dolozit, nebo

(e jsou predmétem
pisemného souhlasu Zadavatele nebo CRO se
zvefejnénim.

8.4 Povolené sdélovani.Bez ohledu
na vySe uvedené muze Zdravotnické zafizeni
sdélovat Duvérné informace tfetim osobam,
pokud je takové sdéleni vyzadovano Pfislusnymi
pravnimi pfedpisy, nafizenim soudu, statniho
ufadu nebo jiného piislusného subjektu, avSak
pouze pod podminkou, Ze o takovém
pozadovaném sdéleni budou predem pisemné
informovat ~ Zadavatele  aposkytnou  mu
pfiméfenou soucinnost, aby mohl uplatnit
ptipadné vyjimky nebo vyluky podle Piislusnych
pravnich predpisi. Pokud jde o0 povolené
sdélovani podle tohoto bodu 8.4. je Zdravotnické
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Section 8.4, Institution may only disclose what is

reasonably necessary to comply with the
applicable disclosure requirement.
8.5 CRO Confidential

Information. Institution and Investigator shall
keep strictly confidential any information
disclosed to it by Sponsor and/or CRO regarding
Sponsor’s and/or CRO’s processes, pricing,
systems and procedures. Institution shall protect
such confidential information of Sponsor and/or
CRO with the same degree of care as Institution
would protect their own confidential information,
which degree of care shall be no less than
commercially reasonable. Institution shall require
all Study Team Members working on this Study to
comply with the terms of this provision.

8.6 Irreparable Injury. Institution
acknowledges and agrees that any violation of the
terms of this Agreement relating to the disclosure
or use of Confidential Information may result in
irreparable injury and damage to Sponsor not
adequately compensable in money damages, and
for which Sponsor may have no adequate remedy
at law. Institution acknowledges and agrees,
therefore, that if the disclosure and non-use terms
herein are violated, Sponsor may need to seek
injunctions, orders, or decrees in order to protect
the Confidential Information and will be entitled
to do so without having to post a bond. This
Article 8 shall survive termination of this
Agreement.

9. PUBLICATION AND PUBLICITY

9.1 Publication. Details of the Study
and its results shall not be publicised or published
in any form without prior written consent of the
Sponsor. Such approval is necessary to prevent
premature disclosure of trade secrets and other
confidential information. Neither party may use
the name, logo, or trademark of the other party or
its employees or affiliates in any press release,
publicity, or advertising without the prior written
approval of the other party, except as required by
Applicable Law or expressly permitted by this
Agreement. In addition, Sponsor or CRO has the
right to disclose any and all compensation paid to
Institution or otherwise paid under this
Agreement, to the extent and in the form required
Applicable Law (including state and Federal laws
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zafizeni opravnéno sdélovat pouze takové
informace, které jsou pfiméfené nezbytné ke
splnéni ptislusného pozadavku na jejich sdéleni.

8.5 Divérné informace CRO.
Sveskerymi  informacemi  ziskanymi  od
Zadavatele a/nebo CRO ohledné postupti, cenové
strategie, systému a procedur Zadavatele a/nebo
CRO je Zdravotnické zatizeni povinno nakladat
jako S ptisné davérnymi informacemi.
Zdravotnické zafizeni bude takové duvérné
informace Zadavatele a/nebo CRO chranit se
stejnou mirou péce, jakou vénuji svym vlastnim
davérnym informacim a kterd nesmi byt mensi
nez piiméfena zhlediska obchodni praxe.
Dodrzovani podminek tohoto ustanoveni bude
Zdravotnické zafizeni pozadovat také od vSech
Clent studijniho tymu podilejicich se na Studii.

8.6 Nenapravitelna ujma.
Zdravotnické zafizeni bere na védomi a souhlasi
Stim, ze poruseni ustanoveni této Smlouvy
tykajicich se sdélovani nebo pouzivani Davérnych
informaci miZe mit za nasledek nenapravitelnou
ujmu askodu pro Zadavatele, kterou nelze
pfiméfené nahradit pen€zi auniz Zadavateli
moznd nepiislusi zadny adekvatni opravny
prosttedek ze zakona. Zdravotnické zatfizeni proto
bere na védomi a souhlasi s tim, Ze pokud dojde
Kk poruseni ustanoveni o sd€lovani a pouzivani
Duvérnych informaci podle této Smlouvy, mtze
byt Zadavatel nucen vyuzit k ochrané¢ Dtvérnych
informaci predbézna opatfeni nebo soudni prikazy
a nafizeni, a to i bez pfedchoziho slozeni zaruky.
Tento ¢lanek 8 zustava v platnosti i po ukonéeni
této Smlouvy.

9. PUBLIKOVANI A REKLAMA.

9.1 Publikovani. Podrobnosti
ohledné Studie a jejich vysledki nesméji byt bez
pfedchoziho pisemného souhlasu Zadavatele
zadnym  zpusobem  zvefejiiovany  nebo
publikovany. Takovy souhlas je nutny, aby se
zabranilo pfedCasnému zvefejnéni obchodnich
tajemstvi a jinych davérnych informaci. Zadna ze
Stran  nesmi  vtiskovych zpravach  nebo
v reklamnich  sdélenich bez  ptredchoziho
pisemného souhlasu druhé Strany pouzivat jméno,
logo nebo ochrannou znamku druhé Strany nebo
jejich zaméstnancti nebo pridruzenych subjekti,
vyjma ptipadt, kdy to vyzaduji Pfislusné pravni
predpisy nebo to vyslovné povoluje tato Smlouva.
Zadavatel nebo CRO maji dale pravo v rozsahu
a zpusobem pozadovanymi Pfislusnymi pravnimi
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and any new state or Federal laws that are enacted
during the Term of this Agreement).

10. PERSONAL DATA

10.1  Personal Data. Both prior to and during
the course of the Study, the Investigator and
his/fher teams may be called upon to provide
personal data. This data falls within the scope of
the law and regulations relating to the protection
of personal data and may be used by IQVIA
Biotech, Sponsor, and their affiliates in
compliance with applicable law, including as set
forth below and for the length of time reasonably
necessary for the purposes below.

For the Investigator, this personal data may
include names, contact information, work
experience and professional qualifications,
publications, resumes, educational background
and information related to financial disclosures or
other potential conflict of interest, and payments
made to Payee(s) under this Agreement for the
following purposes:

(i) the conduct of clinical trials and/or statistical
analysis;

(i) verification by governmental or regulatory
agencies, the Sponsor, IQVIA Biotech, and their
agents and affiliates;
(iii) compliance with
requirements;

(iv) publication on www.clinicaltrials.gov and
websites and databases that serve a comparable
purpose;

(v) storage in databases to facilitate the selection
of investigators for future clinical trials or other
business; and

(vi) anti-corruption compliance.

legal and regulatory

Investigator’s personal data may be transferred to
countries outside of Investigator’s country, which
may not provide for the same level of protection as
is applicable in Investigator’s country. In such
event, IQVIA Biotech or Sponsor, as applicable,
will make sure that appropriate safeguards are
secured in advance of any transfer in accordance
with IQVIA Biotech’s or Sponsor’s, as applicable,
legal obligations to ensure the protection of
Investigator’s personal data according to the data
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predpisy (vCetné statnich a federalnich zakoni
nebo jejich novelizaci, které vstoupi v platnost
vdob¢é platnosti této Smlouvy) zvefejnit
informace 0 jakychkoli a veSkerych ¢astkach
vyplacenych Zdravotnickému zafizeni nebo jinak
uhrazenych podle této Smlouvy.

10. OSOBNI UDAJE.
10.1 Osobni udaje. Jak pied zahijenim, tak
I vpribéhu provadéni  Studie, Zkousejici

a jeho/jeji tym mohou byt pozadani o poskytnuti
svych osobnich udaji. Na takové osobni tidaje se
vztahuji pravni pfedpisy a nafizeni upravujici
ochranu osobnich daji a mohou byt spole¢nosti

IQVIA Biotech, Zadavatelem a jejich
pfidruzenymi subjekty pouzivany v souladu
Splatnymi pravnimi pfedpisy, ato Vnize

uvedeném rozsahu a po dobu nezbytné nutnou pro
nize uvedené Ucely.

V ptipad¢ Zkousejiciho mohou tyto osobni udaje
zahrnovat jména, kontaktni tdaje, dosavadni
pracovni  zKuSenosti a profesni  kvalifikaci,
publikace, zivotopis, informace o absolvovaném
vzdélani, informace tykajici se financnich vztaht
ajinych potencidlnich stfetdl z4jma a udaje
o0 platbach vyplacenych Piijemci (Pfijemctim)
plateb dle této Smlouvy, a to pro nasledujici ucely:
(i) provadéni klinickych hodnoceni a/nebo
statistickych analyz,

(i) ovétovani statnimi nebo kontrolnimi wfady,
Zadavatelem, spolecnosti IQVIA Biotech, jejich
zastupci a pridruzenymi subjekty,

(iii) dodrzovani pozadavkli pravnich predpist
a pozadavku kontrolnich utadu,

(iv) publikovani na webu www.clinicaltrials.gov

ana webech avdatabazich, které slouzi
obdobnému ucelu,
(v) ukladani do databazi pro snazs$i vybér

zkousejicich pro budouci klinicka hodnoceni nebo
jiné obchodni zameéry a

(vi) dodrzovani predpisti zakazujicich korupéni
jednani.

Osobni udaje Zkousejiciho mohou byt predavany
do zemi mimo zemi, v niz ma bydlisté, kterézto
zem¢ nemuseji poskytovat stejnou uroven
ochrany, jakda plati vzemi Zkousejiciho.
V takovém piipadé spolecnost IQVIA Biotech
nebo pifipadn¢ Zadavatel zajisti, aby byly
v souladu se zdkonnymi povinnostmi spolecnosti
IQVIA Biotech nebo piipadné¢ Zadavatele pred
kazdym takovym predanim ziskany pfislusné
zaruky, které zajisti ochranu osobnich tdaji
site XXXXXX_P1 XXXXXX_24Nov21

of 30


http://www.clinicaltrials.gov/

protection laws and regulations applicable in
Investigator’s country.

Names of members of Study staff may be
processed in IQVIA Biotech’s study contacts
database for study-related purposes only.

10.2  Study Subject Personal Data. The
Investigator shall obtain Study subject written
consent for the collection and use of Study subject
personal data for Study purposes, including the
disclosure, transfer and processing of data
collected in accordance with the Protocol, in
compliance with applicable data protection
provisions.

10.3 Data Controller. The Sponsor shall be
the data controller for such personal data except
that, if IQVIA Biotech deals with any personal
data under this Agreement in the manner of a data
controller, IQVIA Biotech shall be the data
controller of such personal data to the extent of
such dealings.

Sponsor and IQVIA Biotech may process
"personal data", as defined in the applicable data
protection legislation enacted under the same or
equivalent/similar national legislation
(collectively "Data Protection Legislation™), of the
Investigator and Study staff for study-related
purposes and all such processing will be carried
out in accordance with the Data Protection
Legislation.

10.4 Survival. This Section 6 “Personal Data”
shall survive termination or expiration of this
Agreement.

11. MISCELLANEOUS

111 Relationship of Parties.
Institution and Investigator shall perform services
under this Agreement as independent contractors.
Neither Institution nor Investigator shall be
considered an employee or agent of Sponsor or
CRO nor shall this Agreement constitute, create or
in any way be interpreted as a joint venture,
partnership or formal business organization of any
kind. In that respect, no Party shall have the
authority to execute any agreement on behalf of
another Party, nor shall any Party have any

DUVERNE

Zkousejiciho podle zakonil a predpisii o ochrané
udaji platnych v zemi Zkousejiciho.

Jména Clent Studijniho tymu mohou byt
zpracovana v databazich vedenych spolecnosti
IQVIA Biotech pro ucely studijnich kontakti, a to
vyluéné pro ucely souvisejici se studiemi.

10.2 Osobni udaje subjekti ve Studii.
Zkousejici ziskd od kazdého subjektu ve
Studii pisemny informovany souhlas se

shromazd’ovanim a pouZzivanim osobnich tdaji
daného subjektu pro tucely Studie, vcetné
sdélovani, predavani a zpracovavani
shroméazdénych udaji v souladu s Protokolem

asplatnymi  pravnimi  ptedpisy o ochrané
osobnich udaj.
10.3 Spravce udaji. Spravcem téchto

osobnich udaji bude Zadavatel; bude-li vSak
s jakymikoli osobnimi udaji podle této Smlouvy
nakladat jako spravce udaji spole¢nost IQVIA
Biotech, bude vrozsahu, vjakém snimi bude
nakladat, spravcem dajli ona.

Osobni udaje ZkouSejicitho a Studijniho tymu
podle definice v platnych pravnich piedpisech
0 ochran¢ osobnich udaji pfijatych v ramci
stejnych nebo shodnych/obdobnych vnitrostatnich
pravnich predpist (dale spole¢né ,,Pravni ptedpisy
0 ochrané¢ osobnich udaji“) jsou Zadavatel
aspolecnost IQVIA  Biotech  opravnéni
zpracovavat pouze pro Ucely souvisejici se Studii,
pti¢emz jejich zpracovani bude vzdy provadéno
v souladu s Pravnimi ptedpisy 0 ochrané osobnich
udaju.

10.4 PRETRVAVAJICI PLATNOST. Tento ¢lanek
10 ,,Osobni udaje” zlstane v platnosti i po
ukonceni ¢i vyprseni platnosti této Smlouvy.

11. RUZNE

111 Vztahy mezi Stranami.
Zdravotnické  zafizeni a ZkousSejici  budou
poskytovat sluzby podle této Smlouvy jako
nezavisli smluvni dodavatelé. Zdravotnické
zafizeni ani ZkousSejici nebudou povazovani za
zaméstnance nebo zastupce Zadavatele ¢i CRO
atato Smlouva nezaklada ani nevytvafi spoleény
podnik, partnerstvi nebo jinou formalni obchodni
spole¢nost jiného typu, ani tak nebude vykladana.
V tomto ohledu nemaji Strany pravo vstupovat do
smluvnich zavazk za druhou Stranu ani vést
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authority to negotiate any agreement, except as
another Party may expressly direct in writing.

11.2 Use of Name. Except as may be
required by law or the rule of any
nationally-recognized securities exchange, no
Party will use the name, trademarks, logos,
symbols, or other images of any Party hereto for
any marketing, advertising or public relations
purposes without the prior written consent of the
affected Party.

11.3 Governing Law; Jurisdiction.
This Agreement shall be governed by and
construed in accordance with the law of the Czech
Republic.

114 Severability. In case any one or
more of the provisions contained in this
Agreement is, for any reason, held to be invalid,
illegal or unenforceable in any respect by a court
with competent jurisdiction, such invalidity,
illegality or unenforceability shall not affect the
other provisions of this Agreement, and this
Agreement shall be construed as if such invalid,
illegal or unenforceable provision had never been
contained in this Agreement. If moreover, any one
or more of the provisions contained in this
Agreement is for any reason held to be excessively
broad as to duration, geographical scope, activity
or subject, it shall be construed by limiting and
reducing it, so as to be enforceable to the extent
compatible with the applicable law as it then
appears.

115 Notices. Except as provided
below, any notice required or permitted to be sent
under this Agreement shall be in writing and is
deemed given and received (a) upon personal
delivery to the appropriate address, (b) three (3)
days after the date of mailing to the address(es)
below when sent registered or certified mail; or (c)
one (1) business day after email transmission to
below, with transmission confirmed and followed
by mailing pursuant to (b), or (d) two (2) business
days after sending to the address(es) below by
nationally recognized bonded courier. Notice
information is as follows:

Institution / Zdravotnické zatizeni:
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jednani o jakychkoli smlouvach a dohodach,
pokud ktomu nedostanou vyslovny pokyn od
druhé Strany.

11.2 PouZivani jména. S vyjimkou
pfipadd, kdy to vyzaduji pravni predpisy nebo
pravidla vnitrostatni uznavané burzy cennych
papird, nebude zadna ze Stran bez piedchoziho
pisemného souhlasu druhé Strany pouzivat pro
ucely marketingu, reklamy nebo styku s vefejnosti
(PR) jeji jméno, ochranné znamky, loga, symboly
ani jiné obrazky.

11.3 Rozhodné pravo
asoudni prisluSnost. Tato Smlouva se fidi
zakony Ceska republiky a bude vykladana podle
nich.

114 Oddélitelnost ustanoveni.
V piipadé, ze ptislusny soud prohlasi n¢které nebo
vice ustanoveni této Smlouvy za neplatné,
nezakonné nebo nevymahatelné =z jakéhokoli
divodu, nema takova neplatnost, nezakonnost
nebo nevymahatelnost vliv na ostatni ustanoveni
Smlouvy a Smlouva bude vykladana, jako by
takové neplatné, nezakonné nebo nevymahatelné
ustanoveni nikdy neobsahovala. Pokud bude
nékteré zustanoveni Smlouvy  z jakéhokoli
divodu povazovano za prili§ Siroké, pokud jde
o0 trvani, geografickou ptisobnost, ¢innost nebo
predmét, bude jeho vyklad omezen tak, aby

ustanoveni  bylo  vymahatelné v rozsahu
slucitelném s ptislusSnymi platnymi pravnimi
predpisy.

115 Oznameni. S vyjimkou nize

uvedenych piipadd musi mit kazdé oznameni
pozadované nebo povolené podle této Smlouvy
pisemnou podobu a je povazovano za dorucené (a)
osobnim doruc¢enim na pfislusnou adresu, (b) tfi
(3) dny po datu odeslani na nize uvedenou adresu
(adresy) doporucenou postou nebo (c) jeden (1)
pracovni den po odeslani emailem na nize
uvedenou emailovou adresus potvrzenim
0 usp&Sném prenosu a se zaslanim jeSté poStou
podle bodu (b), nebo (d) dva (2) pracovni dny po
odeslani na nize uvedenou adresu (adresy)
vnitrostaitni ~ uzndvanou  kuryrni  sluzbou
s pojisténim zasilek. Udaje pro zasilani oznameni:

Nemocnice Slany
Politickych vézna 576
274 01 Slany
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Sponsor / Zadavatel:

with copy to
CRO / S kopii:
CRO:

11.6 Successors and Assigns. Neither
Institution nor Investigator shall  assign,
subcontract or otherwise transfer any of its rights
or obligations hereunder, or any part hereof,
whether by operation of law or otherwise, without
the prior written consent of Sponsor. This
Agreement inures to the benefit of and is binding
upon the successors and permitted assigns of the
Parties. Any purported assignment not consistent
with this Section 10.6 is null and void.

11.7 Limitation of Liability.
SPONSOR SHALL NOT BE RESPONSIBLE OR LIABLE
WITH RESPECT TO ANY SUBJECT MATTER OF THIS
AGREEMENT OR ANY ATTACHMENT OR TERMS
AND CONDITIONS RELATED THERETO UNDER ANY
CONTRACT, NEGLIGENCE, STRICT LIABILITY OR
OTHER THEORY FOR ANY INDIRECT, INCIDENTAL,
SPECIAL OR CONSEQUENTIAL DAMAGES.

11.8 Headings. The subject headings
are solely for convenience and shall not be used to
alter or interpret the contents of this Agreement.

DUVERNE

Czech Republic/Ceska republika
Attention / K rukdm: XXXXXX
Email: XXXXXX

MRM Health NV
Technologiepark-Zwijnaarde 82
B-9052 Ghent

Belgium

Telephone: XXXXXX
Attention: XXXXXX

E-mail: XXXXXX/

MRM Health NV
Technologiepark-Zwijnaarde 82
B-9052 Gent

Belgie

Telefonni ¢.: XXXXXX
Attention: XXXXXX

E-mail: XXXXXX

IQVIA Biotech LLC

2400 Ellis Road, Pod A, Level 4
Durham, NC 27703 USA
Attention/K rukam: XXXXXX
cc: Legal Counsel/Pravni zastupce
Facsimile/Fax: XXXXXX

11.6 Pravni nastupci a postupnici.
Bez ptedchoziho pisemného souhlasu Zadavatele
nesmi  Zdravotnické zafizeni sva prava
a povinnosti z této Smlouvy ani zadnou jejich ¢ast
at jiz pravni cestou ani jinym zpusobem
postupovat nebo pievadet, ani jejich uplatiovanim
¢i plnénim povétovat zadné treti strany. Tato
Smlouva plati a je zdvazna i pro pravni nastupce
aschvalené  postupniky  Stran.  Pripadné
postoupeni v rozporu S ustanovenimi tohoto
bodu 11.6 je neplatné od samého pocatku.

11.7 Omezeni odpovédnosti. VE
VZTAHU K PREDMETU TETO SMLOUVY NEBO
K SOUVISEJICIM  PRILOHAM, USTANOVENIM
A PODMINKAM NENESE ZADAVATEL
ODPOVEDNOST ZA JAKEKOLI NEPRIME, NAHODNE,
ZVLASTNI ANI NASLEDNE SKODY NA ZAKLADE
JAKEKOLI  TEORIE SMLUV, NEDBALOSTI,
OBJEKTIVNI ODPOVEDNOSTI ANI ZADNE JINE
TEORIE.

11.8 Nadpisy. Nadpisy tykajici se
ptedmétu ustanoveni slouzi vyhradné praktickym
ucelim a nijak neméni obsah této Smlouvy, ani
nemaji vliv na jeho vyklad.
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11.9 Counterparts. This Agreement
may be executed in multiple counterparts, each of
which is deemed an original and all of which
together constitute one instrument.

11.10 Entire Agreement;
Amendment; Conflict of Terms. This
Agreement, together with the attached Exhibits,
contains the entire agreement by and between
Institution and Sponsor with respect to the subject
matter hereof. No amendment, waiver or
discharge of any provision of this Agreement is
effective against a Party unless that Party has
consented thereto in writing by its authorized
representatives of Institution and Sponsor. In the
event of a conflict between the terms of this
Agreement and the terms of the Protocol, (a) with
respect to issues of medicine or subject safety, the
terms of the Protocol govern and (b) in all other
cases, the terms of this Agreement govern.

11.11 Foreign Corrupt Practices Act.
Institution acknowledges that Sponsor is bound,
including but not limited, by the Foreign Corrupt
Practices Act. As such, Sponsor employees,
agents, contractors and/or representatives (e.g.,
Institution) are prohibited from offering, and
Institution hereby agree not to offer, payment (or
anything of value) directly or indirectly to
employees or officials of a foreign government,
public international organization or political party,
in order to retain business on behalf of Sponsor or
to secure any improper advantage on behalf of
Sponsor or for the benefit of the Study.

11.12 Anti-Kickback and Anti Fraud.
Institution and Investigator agree that their
judgment with respect to the advice and care of
each Study subject 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 provides any free products or items
for use in the Study, Institution agrees that they
will not bill any Study subject, insurer or
governmental agency, or any other third party, for
such free products or items.

DUVERNE

11.9 Stejnopisy. Tato Smlouva mize
byt vyhotovena ve vice stejnopisech, znichz
kazdy bude povazovan za original a vSechny
spole¢n¢ predstavuji jednu a tutéz Smlouvu.

11.10 Uplnost ujednani; zmény a
dodatky; rozpor mezi ustanovenimi. Tato
Smlouva vcetné jejich Pfiloh predstavuje uplné

ujednani  mezi  Zdravotnickym  zafizenim
a Zadavatelem ohledné predmétu Smlouvy.
Zmény, nevymahani dodrZzeni ustanoveni

Smlouvy nebo jeho zruseni jsou vuci Stranam
uc¢inné pouze v piipadé, Ze snimi Strany
souhlasily pisemné prostfednictvim opravnénych
zastupct Zdravotnického zatizeni a Zadavatele.
V piipadé rozporu mezi ustanovenimi této
Smlouvy austanovenimi Protokolu maji (a)
v lékatskych  zalezitostech  nebo  ohledn¢
bezpe€nosti  pacientii  prednost  ustanoveni
Protokolu, (b) ve vSech ostatnich piipadech
ustanoveni Smlouvy.

11.11 Zakon o ziakazu Kkorupcénich
praktik v zahrani¢i. Zdravotnické zaiizeni bere
na védomi, ze Zadavatel je vazan mimo jiné
ustanovenimi  Zakona o zdkazu korupcnich
praktik v zahrani¢i. Zaméstnanci, zastupci
a dodavatelé Zadavatele, véetné Zdravotnického
zafizeni, proto nesméji zameéstnancim nebo
predstavitelim zahrani¢nich statnich turadd,
vetejnopravnich mezinarodnich organizaci nebo
politickych stran pfimo ani nepfimo nabizet
zadnou uplatu ani jiné hodnotné plnéni s cilem
udrzet obchodni prilezitost pro Zadavatele nebo
pro n& nebo ve prospéch Studie ziskat
neopravnénou vyhodu a Zdravotnické zatizeni se
zavazuje, Ze Zzadnou takovou uplatu ani jiné
hodnotné plnéni nabizet nebude.

11.12 Zakaz vyplaceni provizi a ochrana proti
podvodiim. Zdravotnické zafizeni souhlasi, Ze
jejich usudek, pokud jde o poradenstvi a péci
0 kazdy subjekt ve Studii, nebude ovlivnén
uhradou, kterou obdrzi na zakladé této Smlouvy, a
dale osvédcuji, Ze tato kompenzace nepiesahuje
realnou trzni hodnotu sluzeb, které poskytuji, a Ze
zadné platby nejsou poskytovany za Ucelem
pfimét je k nakupu nebo predepisovani
jakychkoliv 1ékd, zafizeni nebo produkti.

Bude-li Zadavatel poskytovat k pouziti ve Studii
néjaké vyrobky nebo polozky zdarma, zavazuje se
Zdravotnické zafizeni, Ze takové vyrobky
a polozky nebudou uctovat zadnym subjektim ve
Studii, pojistovnam, stitu ani Zadnym jinym
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Institution agrees that they will not bill any Study
subject, insurer, or governmental agency for any
visits, services or expenses incurred during the
Study for which they have received compensation
from Sponsor, or which are not part of the
ordinary care they would normally provide for the
Study subject, and that neither Institution nor
Investigator will pay another physician to refer
subjects to the Study.

11.13 Anti-Bribery. Institution agree that the fees
to be paid pursuant to this Agreement represent
fair compensation for the services to be provided
by Institution. Institution represents and warrants
that payments or items of value received pursuant
to this Agreement or in relation to the Study will
not influence any decision that Institution,
Investigator 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 to secure an improper advantage or
obtain or retain business.

Institution further represents and warrants that
neither any of their respective owners, directors,
employees, agents, or consultants, nor any payee
under this Agreement, will, in order to assist
Sponsor to secure an improper advantage or obtain
or retain business, directly or indirectly pay, offer
or promise to pay, or give any items 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, Sponsor may terminate this
Agreement if Institution breaches any of the
representations or warranties contained in this
Section or if Sponsor learns that improper
payments are being or have been made to or by
Institution or Investigator or any individual or
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tfetim stranam.

Zdravotnické zafizeni se zavazuje, Ze nebude
zddnym subjektim ve Studii, pojistovnam ani
statnimu Ufadu GCtovat navstévy, sluzby ani
vydaje, které jim vzniknou v prubéhu Studie a za
néz budou od Zadavatele dostavat Ghradu, nebo
které nebudou soucasti bézné 1écby, kterou by
subjektam ve Studii jinak poskytovali, a zavazuji
se také, ze nebudou jinym Iékafim wvyplacet
zadnou odménu za doporuceni subjektti do Studie.

11.13 Zakaz uplaceni. Zdravotnické zafizeni
potvrzuje, Ze castky vyplacené podle této
Smlouvy predstavuji pfiméfenou odmeénu za
sluzby poskytované Zdravotnickym zafizenim.
Zdravotnické zatizeni prohlasuje a zarucuje Se, zZe
platby nebo hodnotné plnéni, které obdrzi podle
této Smlouvy nebo v souvislosti s ni, neovlivni

rozhodnuti, které  Zdravotnické  zafizeni,
ZkouSejici nebo jejich  vlastnici, clenoveé
statutarniho  organu, zameéstnanci, zastupci,

konzultanti nebo jini pfijemci plateb podle této
Smlouvy uéini jakozto Ufedni osoba &i V jiném
postaveni, aby Zadavateli pomohli ziskat néjakou
neopravnénou vyhodu nebo ziskat ¢i udrzet si
zakazku.

Zdravotnické zatizeni dale prohlasuje a zaruci se,
7ze jeho vlastnici, ¢lenové jejich statutarniho
organu, zamestnanci, zastupci, konzultanti nebo
jini pfijemci plateb podle této Smlouvy nebudou
ve snaze pomoci Zadavateli ziskat neopravnénou
vyhodu nebo ziskat ¢i si udrzet zakazku ptimo ani
nepifimo vyplacet zadné Ccastky, nabizet nebo
slibovat jejich vyplaceni ani poskytovat zadné jiné
hodnotné plnéni zadné fyzické ani pravnické
0s0be¢, aby (i) ovlivnili néjaky tkon ¢i rozhodnuti,
(i) ptimeli takovou fyzickou ¢i pravnickou osobu
ucinit, nebo naopak neucinit néjaky tkon a tim
porusit jejich zakonnou povinnost, (iii) ziskali
neopravnénou vyhodu nebo (iv) pfiméli takovou
fyzickou ¢i pravnickou osobu, aby vyuzila svého
vlivu na organy statni spravy nebo mistni
samospravy a tim ovlivnila jejich jednani nebo
rozhodnuti.

Vedle dalSich prav a pravnich prostredkd, které
Zadavateli prislusi podle této Smlouvy nebo ze
zakona, je Zadavatel opravnén vypoveédét tuto
Smlouvu, jestlize Zdravotnické zatfizeni porusi
nékterd ze svych prohlaSeni a ujisténi uvedenych
v tomto bod¢ nebo jestlize se Zadavatel dozvi, Ze
Zdravotnické zafizeni, ZkouSejici nebo jina
fyzicka ¢i pravnicka osoba jednajici jejich
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entity acting on its or their behalf.

11.14 Each party represents and warrants that it
has the power and authority to enter and perform
its obligations under this Agreement without
conflict with, default under, or violation of any
law, regulation, or agreement binding upon it.
Each party represents and warrants that this
Agreement has been duly and validly executed
and delivered by it and constitutes its legally valid
and binding obligation, enforceable in accordance
with its terms, except as enforcement may be
limited by law or in equity.

SIGNATURES FOLLOW ON NEXT PAGE
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jménem vyplaceji nebo vyplatily néjakou
neopravnénou cCastku nebo je ¢i byla né¢jaka
neopravnéna castka vyplacena jim.

11.14 Kazda Strana prohlasuje a zarucuje se, Ze je
opravnéna azmocnéna uzaviit tuto Smlouvu
a plnit zavazky z ni, aniz by tim byla v rozporu
splatnymi zakony, nafizenimi nebo jinou
smlouvou, kterda je pro ni zavazna, resp.
dopoustéla se jejich neplnéni nebo poruseni.
Kazda Strana prohlasuje a zaruCuje se, Ze tuto
Smlouvu uzaviela fadné¢ a zdkonnym zplisobem
a ze tato Smlouva pro ni predstavuje pravné platny
a zavazny zavazek, ktery je vynutitelny v souladu
s podminkami Smlouvy, pokud vynutitelnost neni
omezena ze zakona nebo podle prava ekvity.

PODPISY NASLEDUJI NA DALSI STRANE
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IN WITNESS WHEREOF, the Parties hereto have NA DUKAZ TOHO byla tato Smlouva v nize
executed this Agreement by their respective duly uvedené dny podepsana Stranami prostfednictvim
authorized signatories on the dates specified below jejich tadné opravnénych zastupct a vstupuje
to take effect on and as of the Effective Date: v platnost a nabyva téinnosti ke Dni G¢innosti:

INSTITUTION / ZDRAVOTNICKE ZARIZENI

By: / Podepsal(a):

Print Name: / Jméno htulkovym pismem: XXXXXX
Title: / Funkce: XXXXXX

Date: / Datum:

SPONSOR / ZADAVATEL

By: / Podepsal(a):

Print Name: / Jméno htilkovym pismem: XXXXXX
Title: / Funkce: XXXXXX

Date: / Datum:
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DUVERNE

EXHIBIT A PRILOHA A
BUDGET AND PAYMENT SCHEDULE ROZPOCET A PREHLED PLATEB
The estimated total value of this agreement is Piedpokladana celkova hodnota smlouvy je
CZK 71, 056.20 71 056,20 K&.
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