CLINICAL TRIAL AGREEMENT

SMLOUVA O PROVEDENI }(LINICKEHO
HODNOCENI

STuDY: A Multicentre, Open-label, Single-group
Maximal Use Trial, Evaluating the Safety and
Pharmacokinetic Profile of the Active Ingredients
and their Metabolites after application of MC2-01
Cream in Adolescent Subjects (age 12 to 16 years,
11 months) with Extensive Psoriasis Vulgaris

ProTOCOL: MC2-01-C6 (incorporated by
reference herein)
STUDY PRODUCT: MC2-01 cream

THIS CLINICAL TRIAL AGREEMENT (the
“Agreement”) is made and entered into as of the
1st day of October, 2018 between the parties listed
below and shall take effect as of the date of
publication in the register of contracts (the
“Effective Date”).

Drug Delivery Solutions Ltd (part of MC2
Therapeutics) with an address at c/o Agern Alle
24-26, 2970 Hersholm, Denmark (“Sponsor”),

Uherskohradi$t'ska nemocnice a.s. having an
address at J. E. Purkyné 365, 686 68 Uherské
Hradiste, Czech Republic (“Institution”).

WHEREAS, Sponsor has authorized proinnovera
GmbH (“CRO”), together with its affiliates and
subcontractors to act on behalf of Sponsor to
conduct certain activities the Study (as defined
below). All parties acknowledge that Sponsor may
by written notice subsequently designate another
organization for this purpose.

WHEREAS, Sponsor wishes to sponsor the above
referenced clinical study (the “Study”) at
Institution of the drug or product identified above
(the “Study Product™).

WHEREAS, Institution is obliged to assign its
employee as a Principle Investigator (the
»Investigator), who is responsible for the
conduct of the study.

The Institution will ensure that the investigator is
experienced in the conduct of clinical research
studies in humans, is willing to participate in the

Confidential - MC2-01-C6_CTA_CZE_Stukavcova_Institution_20180913

STUDIE: Multicentrické, oteviené  klinické
hodnoceni ke zhodnoceni bezpecnosti
a farmakokinetického profilu aktivnich latek
ajejich metabolith po aplikaci maximalni
pouzitelné davky krému MC2-01 u jedné skupiny
dospivajicich subjektti (ve vé€ku od 12 do 16 let
a 11 mesict) s rozsahlou lupénkou

PRoOTOKOL: MC2-01-C6 (zaclenény do této
smlouvy timto odkazem)
HODNOCENE LECIVO: krém MC2-01

TATO SMLOUVA O PROVEDENI KLINICKEHO
HODNOCENI (,,Smlouva‘) se uzavira dne 1. fijna
2018 mezi nize uvedenymi stranami a nabyde
uéinnosti okamzikem zvetejnéni v registru smluv
(,,Datum ucinnosti):

Drug Delivery Solutions Ltd (souc¢ast MC2
Therapeutics) s adresou c/o Agern Alle 24-26,
2970 Hersholm, Dansko (,,Zadavatel*),

Uherskohradis$t’ska nemocnice a.s., S adrespu J.
E. Purkyné 365, 686 68 Uherské Hradisté, Ceska
republika (,,Zdravotnické zaiizeni*).

VZHLEDEM K TOMU, ZE Zadavatel povéfil
spole¢nost proinnovera GmbH (,,CRO%), spole¢né
] jejimi pridruzenymi spole¢nostmi
a subdodavateli, aby jednala jménem zadavatele
pfi provadéni urcitych ¢innosti v rdmci Studie (jak
je definovano nize). Obé smluvni strany berou na
védomi, ze Zadavatel muze nasledné pisemnou
formou toto povéfeni dale delegovat na dalsi
organizaci.

VZHLEDEM K TOMU, ZE Zadavatel si pieje provést
ve Zdravotnickém zatizeni vySe uvedené klinické
hodnoceni (dale jen ,,Studie”) s hodnocenym
1é¢ivem nebo piipravkem uvedenym vyse (dale jen
,,Hodnocené l1é¢ivo™).

Zdravotnické zafizeni je povinné jmenovat svého
zamestnance jakozto Hlavniho zkousejiciho (déle
jen Zkousejici), ktery bude zodpovédny za
provedeni klinického hodnoceni.

Zdravotnické zafizeni zajisti, aby Hlavni
zkouSejici mél zkuSenosti s  provadénim
huméannich vyzkumnych klinickych studii, ptal si
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Study as a clinical investigator at the Institution
and Sponsor approved the assignment of the
Investigator to participate in the Study.

Sponsor and Institution 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 good and
valuable consideration, the receipt and adequacy of
which are hereby acknowledged, the Parties agree
as follows:

1. SCOPE OF SERVICES

1.1 Study Protocol. Sponsor and/or CRO shall
obtain approval from the Regulatory Authority
(RA) and Ethics Committees (EC) per local law for
the protocol identified above (“Protocol”) and the
informed consent form before initiation of the
Study. If the approval is not obtained, this
Agreement shall be null and void. In addition,
Sponsor and/or CRO will coordinate with the ECs
to obtain review and approval in writing of any
amendments made to the Protocol or ICF (as
defined in Section 1.6 below). Any change to the
Protocol or any other Study document that is
agreed upon in writing by Sponsor and/or 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 is obliged to ensure that Investigator
will, within one (1) business day from occurrence,
or as specified in the Protocol, notify Sponsor 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 in the Study or (c)
communication with a regulatory 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 or (iii) the qualification of
Institution or Investigator to perform the Study. In
addition, Institution is obliged to ensure that
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zucCastnit se Studie jako klinicky zkousSejici ve
Zdravotnickém zafizeni a Zadavatel schvali
jmenovaného Hlavniho zkousejiciho, aby se jako
Zkousejici podilel na provadéni Studie.

Zadavatel a Zdravotnické zafizeni se dohodli, ze
Studie bude provedena ve Zdravotnickém zafizeni
za podminek stanovenych v této Smlouvé.

S OHLEDEM K VYSE UVEDENEMU a vzajemnym
ujednanim a dohodam uvedenym dale V této
Smlouvé za dalSich kvalitativnich a hodnotovych
protiplnéni, jejichz pfijeti a pfiméfenost se timto
stvrzuje, se Strany dohodly takto:

1. ROZSAH SLUZEB

1.1 Protokol Studie. Zadavatel a/nebo CRO
ziskaji pred =zahajenim Studie souhlas od
regulacniho ufadu a etickych komisi podle
mistnich zakonti pro vySe uvedeny protokol
(,,Protokol*) a formulaf informovaného souhlasu.
Pokud nebude souhlas ziskan, je tato Smlouva
zneplatnéna. Kromé toho Zadavatel a/nebo CRO
zajisti posouzeni a pisemny souhlas etickych
komisi u jakychkoli zmén Protokolu nebo ICF (jak
je definovano v casti 1.6 nize). Jakdkoli zména
Protokolu nebo jakéhokoli jiného dokumentu
Studie, ktera je pisemné odsouhlasena
Zadavatelem a/nebo CRO, je zaclenéna do této
Smlouvy timto odkazem.

1.2 Odchylka od Protokolu / upozornéni.
Odchylky od Protokolu nejsou povoleny, pokud to
neni nezbytné k ochrané bezpecnosti, prav nebo
dobrych podminek subjektii zatazenych do Studie.
Zdravotnické zafizeni je povinno zajistit, aby
Zkousejici oznamil Zadavateli do jednoho (1)
pracovniho dne od vyskytu nebo jak je
specifikovano v Protokolu jakoukoli (a) odchylku
od Protokolu, v¢etné piipadnych odchylek
nezbytnych k ochran¢ bezpecnosti, prav nebo
dobrych podminek subjektt, (b) zavaznou
nezadouci piihodu (jak je definovano v Protokolu),
ktera se vyskytne u subjektu ve Studii, nebo (c)
komunikaci s regulacni agenturou tykajici se (i)
Studie, v¢etné jakychkoli pozadavki na kontrolu,
prezkoumani, kopirovani nebo odstranéni zaznamu
Studie, (ii) jiné studie, které by mohly mit dopad
na Studii, nebo (iii) kvalifikaci Zdravotnického
zafizeni nebo ZkousSejiciho k provedeni Studie.
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Investigator 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 and Investigator of
reportable adverse reactions or side-effects related
to the Study Product which may become known to
the Sponsor during the course of the Study.

1.3 Investigator and Subinvestigators and
Study Team Members. Institution agrees to
assign an Investigator who shall conduct the Study
and use his or her best efforts to complete the Study
in a professional manner in accordance with the
highest standards in the industry and in strict
adherence to the Protocol and this Agreement. In
the event that the Study is conducted by a team of
individuals, Institution shall be responsible for all
other individual team members (herein referred to
collectively as  “Subinvestigators,” and
individually, as a “Subinvestigator”) and any
other persons involved in the conduct of the Study
at the Institution or part of Investigator’s team,
including any staff, employee, Sponsor-approved
subcontractor or student (each a “Study Team
Member”). Each Subinvestigator shall be
instructed to follow the direction of Investigator
and otherwise adhere strictly to the Protocol. Each
Study Team Member shall be instructed to strictly
follow the direction of Investigator or
Subinvestigator, as applicable, to adhere strictly to
the  Protocol. Investigator and  each
Subinvestigator, as applicable, shall be employees
of Institution. Institution shall not be party to any
agreement nor have any obligation that conflict
with the provisions of this Agreement, and shall
not enter into a conflicting agreement during the
Study. Institution shall ensure that Investigator
complies with the aforementioned requirements.
Institution acknowledges  that assigned
Investigator may not be removed or replaced
without Sponsor’s prior written consent. If
Investigator is unable or unwilling to continue in
such capacity or terminates his or her employment
relationship with Institution, Institution shall,
within five (5) days after receiving information of
the situation, provide written notice to Sponsor and
CRO, and shall use its best efforts to find a suitable
replacement Investigator. Sponsor, in its sole
discretion, may elect not to accept the proposed
replacement, in which event Sponsor shall have the
right to terminate the Agreement effective upon
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Zdravotnické zatizeni navic zajisti, aby ZkousSejici
neprodlen¢  oznamil  Zadavateli  jakoukoli
nezadouci ptihodu (jak je definovana v Protokolu),
ke které dojde u subjektu zatazeného do Studie.
Zadavatel neprodlené informuje Zdravotnické
zatizeni a Zkousejiciho o nezadoucich piihodach
podléhajicich hlaseni nebo wvedlejsich ucincich
souvisejicich s Hodnocenym ptipravkem, o nichz
se Zadavatel pfipadné dozvi v pribéhu Studie.

1.3 Zkousejici, spoluzkouSejici a Clenové
studijniho tymu. Zdravotnické zafizeni souhlasi,
ze poveii Zkousejiciho, ktery pii provadéni Studie
vynalozi maximalni 0sili na dokonceni Studie
profesionalnim zptsobem v souladu s nejvyssimi
standardy v oboru a pii pfisném dodrzovani
Protokolu a této Smlouvy. V piipad¢, ze je Studie
provadéna tymem jednotlivel, je Zdravotnické
zafizeni zodpovédno za vSechny ostatni Cleny
tymu (dale jen ,,SpoluzkousSejici) a za veskeré
dalsi osoby podilejici se na provadéni Studie ve
Zdravotnickém  zafizeni nebo ¢ast tymu
Zkousejiciho, vcéetn¢ pracovnikll, zameéstnanci,
subdodavateli schvalenych Zadavatelem nebo
studenti (kazdy jako ,,Clen studijniho tymu®).
Kazdy Spoluzkousejici musi byt poucen, Ze ma
dodrzovat pokyny Zkousejiciho a rovnéz striktné
dodrzovat Protokol. Kazdy Clen studijniho tymu
musi byt pouCen, Zze ma prisné dodrzovat pokyny
ZkouSejictho nebo Spoluzkousejiciho, podle
aktualni situace, a striktné dodrZovat Protokol.
ZkousSejici a pripadné kazdy Spoluzkousejici jsou
zamestnanci Zdravotnického zatizeni.
Zdravotnické zafizeni nesmi byt tucastn0 na
smlouvé ani nesmi mit Zadnou povinnost, ktera by
byla v rozporu s ustanovenimi této Smlouvy, a
béhem Studie neuzaviou takovou konfliktni
smlouvu. Zdravotnické zafizeni =zajisti, ze
Zkousejici  spliiuje  vSechny vySe uvedené
podminky. Zdravotnické zafizeni potvrzuje, Ze
jmenovany Zkousejici nesmi byt bez predchoziho
pisemného souhlasu Zadavatele odvolan nebo
nahrazen. Pokud ZkousSejici neni schopen ¢i
ochoten pokracovat v dané funkci nebo ukonéi
svij zaméstnanecky pomér se Zdravotnickym
zafizenim, musi Zdravotnické zatizeni do péti (5)
dnti po obdrzeni informace o dané situaci pisemné
informovat Zadavatele a CRO a vynalozit
maximalni usili k nalezeni vhodného nahradniho
Zkousejiciho. Zadavatel mtze podle vlastniho
uvazeni rozhodnout, Ze navrhovanou nahradu
nepiijme, v takovém piipadé mé Zadavatel pravo
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Institution’s receipt of Sponsor’s written notice of
termination.

1.4 Conduct of  Study;  Suspension.
Institution agrees and ensures that Investigator
agrees to administer this Study solely at the
Institution and at other subcontracted locations
only after Sponsor’s approval (if applicable). The
Institution may not be changed without Sponsor’s
prior written consent. The Study shall commence
as soon as possible following receipt of RA and
ECs written approval, or as otherwise agreed upon
in writing with Sponsor. Sponsor plans to conduct
the Study at multiple sites, including the
Institution. Sponsor or CRO may suspend the
entire Study (or the portion of the Study conducted
by Institution) at any time for any reason.
Institution may suspend the portion of the Study
conducted by Institution, if, using good medical
judgment, Institution or assigned Investigator
determine it is appropriate to do so for the medical
benefit of the subject participating in the Study.
The suspension of the Study by Sponsor, CRO, or
Institution in accordance with this Section 1.4 shall
not be deemed a material breach of this Agreement.

1.5 Compliance with Applicable Laws.
Institution shall ensure that the Study is conducted
in conformance with current good clinical
practices and strictly in accordance with the
Protocol, this Agreement, the written instructions
of CRO or Sponsor, all applicable Study
documents approved by the RA, ECs and CRO or
Sponsor, the International Conference on
Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use
(“ICH/GCP”), all regulations and guidelines
governing the performance of human clinical
studies at Institution, all applicable laws,
regulations and guidelines of the government or
regulatory agency with authority over the testing
and approval of pharmaceutical products for use in
humans, including without limitation, the State
Institute for Drug Control (“SUKL”), the
European Medicines Agency or EMA and the
United States Food and Drug Administration or
FDA (each a “Regulatory Authority”), and all
other applicable federal, state, provincial, local or
other jurisdictional laws, regulations, guidelines of
any type (collectively “Applicable Laws”) by
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ukon¢it Smlouvu s ucinnosti od prevzeti pisemné
vypoveédi Zadavatele Zdravotnickym zafizenim.

1.4 Provadéni  Studie; pozastaveni.
Zdravotnické zatizeni souhlasi s tim a zajisti, Ze
provede tuto Studii vyhradné ve Zdravotnickém
zatizeni (zafizenich) a jinych smluvnich zatfizenich
jen po schvéaleni Zadavatele (je-li to pozadovano).
Zdravotnické/zdravotnicka zafizeni nesmi byt
zménéno/zmeénéna bez piedchoziho pisemného
souhlasu Zadavatele. Studie se zahdji co nejdiive
po obdrZeni pisemného souhlasu od Regulacni
autority a Etickych komisi nebo jak bude pfipadné
pisemné dohodnuto jinak se Zadavatelem.
Zadavatel planuje provést Studii na vice
pracovistich, vcetn¢ Zdravotnického zafizeni.
Zadavatel nebo CRO mohou kdykoliv z jakéhokoli
divodu pozastavit celou Studii (nebo ¢ast Studie
provadénou ve  Zdravotnickém  zafizeni).
Zdravotnické zatizeni miize pozastavit ¢ast studie
provadéné Zdravotnickym zafizenim, pokud na
zakladé spravného l1ékatského usudku
Zdravotnické zatizeni nebo povéteny ZkousSejici
stanovi, Ze je to vhodné pro lékaisky prospéch
subjektu tcastniciho se Studie. Pozastaveni studie
Zadavatelem, CRO nebo Zdravotnickym
zafizenim Vsouladu s timto oddilem 1.4 se
nepovazuje za zavazné poruseni této Smlouvy.

1.5 DodrZovani  platnych  zakoni.
Zdravotnické zafizeni zajisti, ze je Studie
provadéna v souladu se soucasnou spravnou
klinickou praxi a piisn¢ v souladu s Protokolem,
touto Smlouvou, pisemnymi pokyny CRO nebo
Zadavatele, vSemi platnymi dokumenty Studie
schvalenymi Regula¢nimi autoritami a Etickymi
komisemi a CRO nebo Zadavatelem, zavéry
Mezinarodni ~ konference 0  harmonizaci
technickych pozadavkli na registraci 1écivych
ptipravklt pro humanni pouziti (,,ICH/GCP%),
vSemi predpisy a smeérnicemi upravujicimi
provadéni humannich klinickych hodnoceni ve
Zdravotnickém zafizeni, vesSkerymi platnymi
zakony, predpisy a pokyny vlady nebo regulacni
autority, ktera ma pravomoc nad zkouSenim
a schvalovanim farmaceutickych pftipravkd pro
humanni pouziti, véetné, a mimo jinych, Statniho
Gstavu pro kontrolu 16&iv (,,SUKL*), Evropské
agentury pro 1&&ivé piipravky (EMA) a Ufadu pro
potraviny a léky Spojenych stati (FDA) (kazdy
jednotlivé jako ,Regulacéni urad®“), a vsemi
ostatnimi  platnymi  federalnimi,  statnimi,
provin¢nimi, mistnimi nebo jinymi zakony,
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Investigator, all Subinvestigators and Study Team
Members involved in the Study.

1.6 Informed Consent. Institution shall ensure
that the Investigator shall have each Study subject
sign a written informed consent form in the form
approved by Regulatory Authority and Ethics
Committees and CRO or Sponsor (“ICF”) before
the individual participates in the Study. Further,
Institution shall ensure that the ICF complies with
all Applicable Laws and shall further ensure that
all Study subjects understand the contents of the
ICF. The Parties acknowledge and agree that
breach of this Section 1.6 constitutes a material
breach of this Agreement.

1.7 Biological Samples. “Biological Samples”
means blood, fluid and/or tissue biopsy samples
collected from Study subjects as set forth in the
Protocol, and tangible materials directly or
indirectly derived from such samples. Institution
will ensure that the Investigator will collect, retain
and/or use Biological Samples solely as set forth in
the Protocol. Institution will ensure that the
Investigator will provide Sponsor with quantities of
Biological Samples as required by the Protocol.
Sponsor may use such Biological Samples in all
areas of research as permitted in the Consent
Documents (as defined below) and by applicable
law.

1.8 Adverse Experiences. Each Party shall
promptly in accordance with applicable country
specific safety regulations/GCP guidelines advise
the other Party of any reportable adverse reactions
or side effects occurring during the conduct of the
Study of which it becomes aware. In the event that
any reportable adverse reactions associated with
the Study Product indicate the possibility of health
hazards, Institution shall notify Sponsor and CRO
within twenty-four (24) hours of making the
discovery. Institution shall further ensure that
Investigator complies with the aforementioned
obligations.

1.9 Study Product. Sponsor agrees to provide
the Study Product to Institution, at no cost to
Institution, in amounts sufficient for the conduct of
the Study. This may also include interim storage at
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predpisy, pokyny jakéhokoli druhu (spole¢né
»Platné pravni predpisy*) vSemi Zkousejicimi,
spoluzkousejicimi i dal$imi ¢leny studijniho tymu.

1.6 Informovany souhlas. Zdravotnické
zatizeni zajisti, ze ZkousSejici musi ziskat od
kazdého subjektu Studie podepsany formulaf
informovaného souhlasu ve formé schvalené
Regulacni autoritou a Etickymi komisemi a CRO
nebo Zadavatelem (,,ICF*) pfedtim, nez se dana
osoba zucCastni Studie. Zdravotnické zatizeni
zajisti, aby byl ICF v souladu se vSemi Platnymi
pravnimi piedpisy, a dale zajisti, aby vSechny
subjekty Studie rozumély obsahu ICF. Strany
berou na védomi, Ze poruseni tohoto oddilu 1.6
predstavuje zavazné poruseni této Smlouvy.

1.7 Biologické vzorky. Biologické vzorky jsou
vzorky krve, tekutin a/nebo bioptické vzorky tkan¢
odebrané subjektim Studie, jak je uvedeno v
Protokolu, a hmotné materialy ptimo nebo neptimo
odvozené z takovych vzorkll. Zdravotnické
zafizeni zajisti, Ze ZkousSejici shromazduje,
uchovava a/nebo pouzivd biologické vzorky
vyhradné podle ustanoveni Protokolu.
Zdravotnické zatizeni =zajisti, Zze ZkousSejici
poskytne  Zadavateli  biologické  vzorky
v mnozstvi, jak vyzaduje Protokol. Zadavatel
muize ve vSech oblastech vyzkumu pouzit takové
biologické vzorky, jak je povoleno v Dokumentech
o souhlasu (které jsou definovany nize) a platnymi
pravnimi predpisy.

1.8 Nezddouci piihody. Kazd4d Strana
neprodlené¢ informuje druhou Stranu, v souladu
S piislusnymi bezpe¢nostnimi piedpisy a S pokyny
spravné klinické praxe pro konkrétni zemi, o
hlasenych nezadoucich ucincich nebo vedlejSich
ucincich, které se vyskytnou béhem provadéni
Studie a o kterych se dozvi. V ptipadé, Ze jakékoli
hlasené nezadouci GCinky  souvisejici s
Hodnocenym pfipravkem naznacuji moznost
ohrozeni =zdravi, pak Zdravotnické¢ zafizeni
informuje Zadavatele a CRO do dvaceti ¢tyt (24)
hodin od zjisténi. Zdravotnické zafizeni dale
zajisti, ze ZkouSejici si je védom vSech vyse
uvedenych povinnosti.

1.9 Hodnoceny piipravek. Zadavatel souhlasi
stim, Ze poskytne Hodnoceny piipravek
Zdravotnickému zafizeni, a to bezplatné¢ pro
Zdravotnické zafizeni, v mnozstvi dostate¢ném
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a local pharmacy. Institution shall maintain
exclusive control of the Study Product and handle
and store the Study Product in accordance with
Applicable Laws and in the manner outlined in the
Protocol. Institution shall ensure that the
Investigator uses the Study Product 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
Product to any third party.

1.10 CRO Approval of Subcontractors.
Institution may not subcontract any of the services
to be performed by it in accordance with the Study
without prior written consent from Sponsor and/or
CRO.

1.11 Study Data.

(a) Study Data. Institution shall ensure that
the Investigator keeps and maintains 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. 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. As further provided in
Section 6, Sponsor shall own all rights in Study
Data. Institution shall not use or evaluate Study
Data or any portions thereof for any purpose other
than as directed by Sponsor. Without Sponsor's
prior express written consent, Institution agrees
that it 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 Confidential
Information as defined in Section 9. Institution will
ensure that the Investigator is in agreement with the
aforementioned stipulations.
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k provedeni Studie. MtiZe se jednat také o doCasné
ulozeni v mistni 1ékarné. Zdravotnické zafizeni je
zodpovédné za kontrolu Hodnoceného pripravku a
zpracovavad a uchovavd Hodnoceny piipravek v
souladu s Platnymi pravnimi piedpisy a se
zpisobem popsanym v Protokolu. Zdravotnické
zatizeni zajisti, Ze Zkousejici pouziva Hodnoceny
ptipravek vyhradné za ti¢elem provedeni Studie za
prisného dodrzovani Protokolu, nevyuzivaji jej k
zadnému jinému pouziti nebo ucelu a za zadnych
okolnosti neptfevedou Hodnoceny ptipravek na
jakoukoli tieti stranu.

1.10 Schvaleni subdodavateli CRO.
Zdravotnické zafizeni nesmi sjednavat
subdodavky jakychkoli sluzeb, které maji byt
provedeny v souladu se Studii, bez pfedchoziho
pisemného souhlasu Zadavatele a/nebo CRO.

1.11 Udaje ze Studie.

(a) Udaje ze Studie. Zdravotnické zafizeni
zajisti, Ze ZkouSejici zaznamenava a vede
kompletni 1ékatské zdznamy (vCetné, mimo jiné,
zaznami subjektl hodnoceni, laboratornich
pracovnich listh a zprav a vSech pfislusnych
zdrojovych dokumentli) vygenerované v disledku
provadéni Studie (souhrnné ,,Udaje ze Studie), a
to vCasnym, presnym, uplnym a Ccitelnym
zpisobem ve formé¢ popsané v Protokolu.

(b) Ochrana. Zdravotnické zatizeni pfijme
primétena a obvykla opatieni, véetné pravidelného
zalohovani pocitacovych souborti, aby zabranilo
ztraté nebo zméné Udaji ze Studie.

(¢) Vlastnictvi. Jak je dile uvedeno v oddilu
6, Zadavatel vlastni viechna prava k Udajim ze
Studie. Zdravotnické zafizeni zajisti, ze ZkousSejici
nepouziva ani neposuzuje Udaje ze Studie ani
jejich ¢asti za jakymkoli jinym ucelem, nez je
urCeno Zadavatelem. Zdravotnické zafizeni
souhlasi s tim, ze bez ptredchoziho vyslovného
pisemného souhlasu Zadavatele nebude ani si
nenechaji analyzovat Udaje ze Studie a
nezpiistupni Udaje ze Studie tfetim stranam.
Zdravotnické zatizeni a Zkousejici souhlasi s tim,
7e Udaje ze Studie a vysledky jakéhokoli pouziti,
zpracovani, vyhodnoceni nebo analyzy Udaje ze
Studie  budou Divérnymi  informacemi
definovanymi v oddilu 9. Zdravotnické zatizeni
zajisti, ze Zkousejici bude jednat v souladu s vyse
uvedenymi ustanovenimi.
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(d) Inspection. During the Study,
Institution shall make the Study Data available to
Sponsor and CRO representatives for review,
verification and copying and shall reasonably
assist CRO representatives in resolving any
discrepancies or errors in the Study Data. Subjects’
medical records will be made available for the
purpose of source document verification and/or
audit procedures.

(e) Case Report Forms. For all subjects
enrolled in the Study, Institution shall ensure that
the Investigator will complete all case report forms
required for the Study in the form supplied or
specified by Sponsor and/or CRO (the “CRFs”)
and within the timeframe specified by Sponsor
and/or CRO. Institution will not be required to
disclose information in CRFs which would permit
identification of a subject enrolled in, or a
candidate for, the Study and should ensure that the
Investigator will not disclose such information.
Institution will ensure that CRFs will be completed
within 5 business days after visit occurred. At the
request of Sponsor and/or CRO, Institution will
ensure that the Investigator will promptly (within 5
business days) 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.

(f) Maintenance. Promptly  upon
completion or termination of the Study, Institution
shall transfer to Sponsor all Study Data, provided
that this transmission complied with data
protection laws of the European Regulation for
General Data Protection (GDPR).

2. TERM AND TERMINATION

2.1 Term. This Agreement shall commence as
of the Effective Date, and shall remain in force
through completion of the Study unless and until
terminated under this Section 2.

2.2 Termination for Material Breach;
Subject Safety. Sponsor may terminate this
Agreement if Institution materially breaches this
Agreement and the breaching Party 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. This also applies for materially
breaches by Investigator. Institution may terminate
this Agreement if Sponsor materially breaches this
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(d) Kontrola. Zdravotnické zafizeni v
pribéhu Studie zptistupni Udaje ze Studie
Zadavateli a zastupcim CRO ke kontrole, ovéteni
a kopirovani a pomohou zastupctim CRO pii feSeni
ptipadnych nesrovnalosti nebo chyb v Udajich ze
Studie. Lékaiské zaznamy subjektd budou
zptistupnény pro ucely ovéfeni zdrojovych
dokumentti a/nebo kontrolnich postupd.

() Zaznamy subjektii hodnoceni. Pro
vSechny subjekty zatazené ve Studii, Zdravotnické
zatizeni zajisti, Zze ZkousSejici vyplni vSechny
Zaznamy subjektii hodnoceni pozadované pro
Studii ve formé, jez doda nebo specifikuje
Zadavatel a/nebo CRO (,,CRF*), a ve lhité
stanovené Zadavatelem a/mebo CRO. Od
Zdravotnického zatizeni nebude vyzadovano, aby
v CRF uvadélo informace, které by umoznily
identifikaci subjektu zafazené¢ho do Studie nebo
osloveného pro ucast ve Studii a zajisti, Ze
Zkousejici  takové  informace  nevyzradi.
Zdravotnické zafizeni =zajisti, ze CRF budou
vypliiovany do péti pracovnich dni ode dne
navstévy pacienta. Na zadost Zadavatele a/nebo
CRO Zdravotnické zatizeni zajisti, ze ZkousSejici
neprodlené (do péti pracovnich dnil) opravi chyby
a/nebo opomenuti v CRF pro tcely Studie a
poskytnou Zadavateli a/nebo CRO opravené CRF
a podptrné zaznamy pro dalsi ovéteni.

(f) Sprava. Bezprostfedné po dokonceni nebo
ukonéeni Studie Zdravotnické zatizeni pievede
viechny Udaje ze Studie Zadavateli, za
predpokladu, Ze toto pievedeni bude v souladu se
zakony o ochrang¢ idaji obsaZzenymi v evropském
nafizeni o obecné ochran¢ udajii (GDPR).

2. TERMINY A UKONCENI

2.1 Terminy. Tato smlouva nabyva u¢innosti
Dnem ucinnosti a ziistava tcinna po dobu realizace
Studie, pokud a dokud nebude ukoncena podle
tohoto oddilu 2.

2.2 Ukonceni z divodu zavazného poruseni;
bezpecnost subjekti. Zadavatel muze tuto
Smlouvu vypovédeét, pokud Zdravotnické zatizeni
podstatné porusi tuto Smlouvu, a porusujici Strana
nezajisti napravu do tficeti (30) dnti po obdrzeni
pisemného oznameni od neporusujici Strany nebo
Stran, které podrobné uptesiiuje povahu poruseni
Smlouvy. Toto se vztahuje také na podstatné
poruseni smlouvy ze strany Zkousejiciho.
Zdravotnické zafizeni mulze tuto Smlouvu
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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 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 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 Product is not effective,
receipt of notice of regulatory action by the
Regulatory Authorities terminating or suspending
the Study, or Investigator’s inability or
unwillingness to continue to serve as Investigator
for the Study and replacement investigator
proposed by Institution was found by Sponsor as
not acceptable. Further, as the Study is part of a
multi-center clinical research study, Sponsor
reserves the right to terminate enroliment when the
total number of subjects enrolled at all Study
centers reaches the level specified in the Protocol.

2.5 Effect of Termination.

(a) Monetary. Upon termination of this
Agreement or suspension of the Study at the
Institution, other than 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
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
incurred as a result of Institution’s performance of
its obligations hereunder. In no event shall
Sponsor be required to pay for subjects for whom
case report forms are not completed and provided
to Sponsor or CRO in accordance with this
Agreement and the Protocol.
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vypovédét, jestlize Zadavatel podstatné porusi tuto
Smlouvu a nenapravi poruseni do tficeti (30) dni
po obdrzeni pisemného ozndmeni od neporusujici
Strany nebo Stran, které podrobné upfesiiuje
povahu poruseni. Kterakoli Strana muze tuto
Smlouvu vypoveédét bezprosttedné po pisemném
oznameni, je-li to nezbytné k ochrané bezpecnosti,
zdravi nebo dobrych zivotnich podminek subjektt
zatazenych do studie.

2.3 Ukonceni Zadavatelem. Zadavatel mize
tuto Smlouvu kdykoli vypovédét na zaklade
pisemného oznameni Zdravotnickému zafizeni
s tficetidenni (30) vypovédni lhitou.

2.4 Ukonceni z dobré priciny. Zadavatel
mize okamzit¢ ukoncit tuto Smlouvu z dobré
pri¢iny  prostfednictvim pisemné vypovédi
dorucené Zdravotnickému zatizeni. Dobra pficina
zahrnuje mimo jiné identifikaci jakéhokoli
zdravotniho rizika pro subjekty Studie, prokazani,
ze Hodnoceny pfipravek neni G¢inny, oznameni od
Regulacniho tradu ukoncujici nebo pozastavujici
Studii, popt. neschopnost ¢i neochota Zkousejiciho
pokracovat ve funkci Zkousejictho pro tucely
Studie a navrhovany novy Zkousejici neni pro
Zadavatele priijatelny. Dale, jelikoz Studie je
soucasti multicentrické klinické vyzkumné studie,
Zadavatel si vyhrazuje pravo ukoncit zafazovani,
jakmile celkovy pocet subjektti zarazenych ve
vSech  centrech  Studie dosdhne urovné
specifikované v Protokolu.

2.5 Utinek ukonéeni.

(a) Finan¢ni. Pti ukonceni této Smlouvy
nebo pozastaveni Studie ve Zdravotnickém
zafizeni (zafizenich) z jiného davodu, nez je
podstatné poruseni Smlouvy Zdravotnickym
zafizenim nebo ZkouSejicim podle oddilu 2.2,
Zdravotnické zatizeni obdrzi thradu do Ctyficeti
péti (45) dnti poté, co Zadavatel nebo CRO obdrzi
fakturu s podrobné rozepsanymi udaji o platbach
za (a) naklady vzniklé az do data, kdy obdrzi
oznameni o ukonceni nebo pozastaveni, pri
provadéni Studie a svych zavazki podle této
Smlouvy vsouladu s Rozpoétem a Rozpisem
plateb, které jsou piipojeny k této Smlouveé jako
priloha A; a (b) za veskeré pfimétené nezrusitelné
zavazky vzniklé v disledku plnéni povinnosti
Zdravotnického zafizeni podle této Smlouvy.
Zadavatel neni v Zddném pfipad¢ povinen platit za
subjekty, za které nebyly vyplnény zaznamy
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(b) Performance of Activities. In the
event of a termination under this Section 2, (a)
Institution will ensure that the Investigator will
immediately stop enrolling subjects into the Study
and cease conducting Study procedures and
treatment with the Study Product on subjects
already entered into the Study, to the extent
medically advisable, and (b) Institution 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
Study Product that were furnished to Institution, in
accordance with Sponsor’s instruction, except for
records or samples which the Institution is required
by law to retain. Within thirty (30) days of
termination of this Agreement or completion of the
Study (whichever comes first), Institution will
submit final written reports to Sponsor as specified
in the Protocol which would be used once agreed
as a basis for the reconciliation of tasks done. After
termination of this 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 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.

3. COMPENSATION

3.1 General Terms. In consideration of
Institution’s performance under this Agreement,
Sponsor shall pay Institution in accordance with
the payment schedule set forth in Exhibit A.
Sponsor will not be required to pay any amount to
Institution which exceeds the amount specified in
the payment schedule in Exhibit A for completion
of the Study, unless otherwise agreed to in writing
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
Institution submits for reimbursement to any
healthcare program or third party payer for any
procedure that involves any Study Product
provided by or on behalf of Sponsor or CRO at no
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subjektt hodnoceni a poskytnuty Zadavateli nebo
CRO v souladu s touto Smlouvou a Protokolem.

(b) Vykonavani ¢innosti. Pfi ukonceni
podle tohoto oddilu 2 (a) Zdravotnické zafizeni
zajisti, ze Zkousejici okamzité zastavi zarazovani
subjekt do Studie a ukon¢i provadéni postupil ve
Studii a 1écby Hodnocenym ptipravkem u subjekti
jiz zatazenych do Studie, a to v rozsahu, v jakém
to bude z lékarského hlediska vhodné, a (b)
Zdravotnické zafizeni (i) poskytne Zadavateli
veskeré Udaje ze Studie a viechny CRF kompletné
nebo Castecné vyplnéné ke dni ti¢innosti vypovedi
a (i) vrati Zadavateli veskery Hodnoceny
ptripravek, ktery byl pfedan Zdravotnickému
zatizeni, vsouladu s pokyny Zadavatele, s
vyjimkou zaznami nebo vzorkd, které jsou podle
zakona povinni uchovavat Zdravotnické zatizeni.
Do triceti (30) dnti od ukonceni této Smlouvy nebo
od dokonceni Studie (podle toho, kterd z téchto
udalosti nastane diive) Zdravotnické zafizeni
predlozi Zadavateli zavére¢né pisemné zpravy, jak
je uvedeno v Protokolu, které budou dohodnuty
pro shrnuti provedenych ukonti. Po ukonceni této
Smlouvy nebo  pozastaveni  Studie ve
Zdravotnickém zatizeni, at’ uz zjakéhokoli
dtvodu, vsechny Strany pokracuji v ¢innostech
podle této Smlouvy vyhradné tak, jak budou
povazovat za nezbytné po vzajemné dohod¢ Stran
na zakladé pfiméteného Iékaiského usudku k
ochran¢ zdravi subjektli ucastnicich se Studie.
Tento oddil 2.5 plati i po ukonéeni této Smlouvy.

3. ODMENA

3.1 Vseobecné podminky. Zadavatel zaplati
Zdravotnickému zafizeni v souladu s Rozpisem
plateb uvedenym v pfiloze A za plnéni provedena
Zdravotnickym zafizenim v ramci této Smlouvy.
Zadavatel nebude povinen zaplatit
Zdravotnickému zafizeni jakoukoliv astku, ktera
prevysi ¢astku uvedenou v Rozpisu plateb v
ptiloze A pro dokonceni Studie, pokud se Strany
pisemné nedohodnou jinak. Céstky splatné
Zadavatelem podle této Smlouvy predstavuji
spravedlivou trzni hodnotu sluzeb spojenych se
Studii a nebyly stanoveny zplisobem, ktery by bral
v uvahu objem nebo hodnotu jakychkoli
doporucéeni nebo obchodu. Zdravotnické zatizeni
souhlasi s tim, Zze: a) veSkeré naroky, u nichz
Zdravotnické zafizeni uplatni tthradu z jakéhokoli
programu zdravotni péce nebo od tretiho platce za
jakykoli vykon, ktery =zahrnuje poskytnuti
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cost to Institution will accurately reflect the
provision of those materials by or on behalf of
Sponsor and/or CRO; (b) Institution will not seek
reimbursement from any healthcare program or
third party payer for any rendered services paid by
Sponsor or CRO hereunder; and (c) 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 to Sponsor or CRO in good
working order, not materially worse than that in
which it was initially provided to, promptly upon
completion or termination of the Study. Sponsor
shall be solely liable to Institution for all costs
associated with performing this Study. CRO is
managing the Study for Sponsor, but shall not be
liable to Institution for any costs associated with
performing this Study. Investigator shall not seek
any compensation related to this Study directly
from the Institution as Investigator’s commitments
are covered by separate contract. Payment terms
shall be as set forth in Exhibit A. For this study a
subcontractor is engaged, which allows all parties
access to a system for the invoicing of
compensations according to the Payment Schedule
in Exhibit A

3.2 Value Added Tax. According to valid
regulations, the place of the supply of services
performed by Institution under this Agreement is
the place where Sponsor is established. Therefore
the amounts to be paid by Sponsor under this
Agreement are in the opinion of the Institution not
subject to Czech VAT. If against such assumption,
the amounts to be paid by Sponsor appear to be
subject to Czech VAT, Sponsor shall pay the
Czech VAT to Institution in addition to the above
mentioned net costs. If VAT should incur in the
place where Sponsor is established, Sponsor will
bear these taxes and will hold Institution harmless
of any such tax claims.

4. REPORTING

4.1 Reporting. Institution and/or Investigator
shall make periodic written reports to the Sponsor
and/or CRO, including a final written report upon
completion of the Study or earlier termination of
this Agreement. The report shall specify the
rendered services within the Study conducted
under this Agreement in a manner and format
mutually acceptable to the Parties. Institution shall
promptly respond to Sponsor and CRO’s
reasonable inquiries from time to time regarding
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Hodnoceného piipravku jménem Zadavatele nebo
CRO bezplatn¢ Zdravotnickému zafizeni, bude
pfesn¢ odrazet poskytovani téchto material
jménem Zadavatele a/nebo CRO; (b) Zdravotnické
zafizeni nebude Zzadat o uhradu z jakéhokoli
programu zdravotni péce nebo od tretiho platce za
jakoukoli proceduru zaplacenou Zadavatelem nebo
CRO podle této Smlouvy; a c) jakékoliv zatizeni
dodané Zadavatelem nebo CRO pro pouziti ve
Studii bude pouzito vyhradné v souvislosti se
Studii a bude navraceno Zadavateli nebo CRO v
dobrém provoznim stavu, ktery neni podstatné
horsi nez stav, v némz bylo zpocatku poskytnuto
Zdravotnickému  zafizeni, bezprostiedné¢ po
dokonceni nebo ukonceni Studie. Zadavatel nese
vyhradni odpovédnost vici Zdravotnickému
zatizeni za veSkeré naklady spojené s provadénim
této Studie. Zkousejici neuplatni Zddnou nahradu
souvisejici s touto Studii pfimo u Zdravotnického
zafizeni, protoze zavazky Zkousejictho jsou
zahrnuty  vsamostatné  smlouvé.  Platebni
podminky jsou uvedeny V ptiloze A. Pro tuto studii
je zapojen subdodavatel, ktery umoziuje vSem
stranam pfistup do systému fakturace nahrad podle
platebniho planu v ptiloze A.

3.2 Dan z pridané hodnoty. Podle platnych
pfedpisi  je mistem poskytovani  sluzeb
vykonavanych Zdravotnickym zafizenim podle
této Smlouvy sidlo zadavatele. Castky, které ma
Zadavatel platit podle této Smlouvy, podle nazoru
Zdravotnického zafizeni nepodléhaji ¢eské DPH.
Pokud se v protikladu k takovému predpokladu
ukaze, ze Castky, které ma Zadavatel zaplatit,
podléhaji  Ceské DPH, Zadavatel zaplati
Zdravotnickému zatizeni kromé vySe uvedenych
Cistych naklad také ceskou DPH. Pokud by
vznikla DPH v misté, ve kterém je Zadavatel
registrovan, Zadavatel zaplati tyto dané a
zabezpec¢i Zdravotnické zafizeni proti vSem
takovym danovym naroktim.

4. HLASENI

4.1 HlaSeni. Zdravotnické zafizeni a/nebo
Zkousejici podavaji pravidelna pisemna hlaseni
Zadavateli a/nebo CRO, véetné zavéreéné pisemné
zpravy po dokonceni Studie nebo pfi pfedcasném
ukoncCeni této Smlouvy. HlaSeni bude uvadét
vysledky Studie ziskané podle této Smlouvy
zpusobem a formatem vzajemné piijatelnym pro
Strany. Zdravotnické zafizeni zodpovi ptipadné
dotazy Zadavatele a CRO ohledné stavu Studie.
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the status of the Study. This Section 4.1 survives
termination of this Agreement.

4.2 Reports to Regulatory Authority and
Ethics Committees. Sponsor shall prepare all
documents and reports required for submission to
the Regulatory Authorities and Ethics Committees.
Upon request of Sponsor Institution shall conduct
acomplete, accurate and timely review and provide
comments on any such report before its submission
to the Regulatory Authorities and/or Ethics
Committee.  Institution shall  ensure that
Investigator also agrees to conduct a complete,
accurate and timely review and provide comments
on any such report, if applicable.

5. REGULATORY

5.1 Regulatory Inspections. Institution shall
cooperate with and permit, upon request, officials
of the Regulatory Authorities 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 and (c) provide to
Regulatory Authority any requested data 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 agency,
comply with the legitimate requirements of the
inspection, and make appropriate Study Team
Members including Investigator available to
explain and discuss records and documentations
related to the 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.

5.2 Visits and Inspections by Sponsor or
CRO - AUDITS. Sponsor or Sponsor’s
representatives shall be entitled to visit or meet
with Institution, Investigator and Subinvestigators,
Study Team Members and CRO- or Sponsor-
approved subcontractors and examine and inspect
the facilities at the Institution, upon reasonable
advance notice and with reasonable frequency
during normal business hours to observe the
progress of the Study and review and copy
documents, records, data, information, and
materials relating to the Study. Institution and its
assigned Investigator shall assist Sponsor and CRO

Confidential - MC2-01-C6_CTA_CZE_Stukavcova_Institution_20180913

Tento oddil 4.1 plati i po ukonceni platnosti této
Smlouvy.

4.2 Zpravy pro Regulacni urad a Etické
komise. Zadavatel ptipravi vSechny dokumenty a
zpravy pozadované pro podani Regula¢nimu tiadu
a FEtickym komisim. Na zadost Zadavatele
Zdravotnické zafizeni pfipadné provede uplné,
pfesné a vasné prezkoumani a poskytnou
ptipominky ke kazdé takové zpraveé pred podanim
na Regula¢ni tfad a Etickou komisi. Zdravotnické
zafizeni zajisti, ze ZkousSejici souhlasi také s
provedenim uplného, pifesného a vcCasného
prezkumu a piipadné s pfipominkami ke kazdé
takové zprave.

5. REGULACNI POZADAVKY

51 Inspekce regulacnich uradu.
Zdravotnické zatizeni spolupracuje a na pozadani
povoli tufednikim Regulacnich tfadd, aby:
(@) pfezkoumali a  zkontrolovali  zafizeni
a vybaveni Zdravotnického zatfizeni pozadované
pro provedeni Studie a (b) zkontrolovali
a zkopirovali vSechna data, zpravy, pracovni
produkty a vysledky souvisejici se Studii, a ()
predkladaji Regula¢nimu tfadu pozadovana data
tykajici se Studie. Zdravotnické zafizeni
neprodlen¢ informuje Zadavatele o kazdé inspekci
ve svych prostordch nebo o ¢innostech tykajicich
se Studie nebo

Zdravotnického  zafizeni,
spolupracuji s regula¢ni agenturou, dodrzuji
opravnéné pozadavky na inspekci a zajisti

pfitomnost pfislusnych Clenti studijniho tymu
véetné Zkousejiciho k objasnéni a projednani
zaznami a dokumentd souvisejicich se Studii.
Zadavatel ma pravo byt ptitomen pii kontrolach
prostor nebo ¢innosti Zdravotnického zafizeni
ama moznost poskytnout piehled a komentovat
ptipadné odpovédi, které mohou byt pozadovany.

5.2 Navstévy a kontroly Zadavatelem nebo
CRO - AUDITY. Zadavatel nebo zastupci
Zadavatele jsou opravnéni navstivit Zdravotnické
zafizeni, Zkousejiciho, Spoluzkousejici, c¢leny
studijniho tymu a subdodavatele schvalené CRO
nebo Zadavatelem nebo se s nimi setkat a provétit
a zkontrolovat  prostory ve Zdravotnickém
zafizeni, a to na zaklad€ oznameni doruceného
S pfiméfenym predstihem a s rozumnou cEetnosti
béhem béznych pracovnich hodin, za ucelem

ovéfeni pribéhu Studie a  pfezkoumani
a zkopirovani  dokumentli, zaznamu, udaju,
informaci a materiald tykajicich se Studie.
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in scheduling such visits and in providing adequate
workspace, cooperate with the Sponsor or CRO,
comply with the legitimate requirements of the
visit or audit, and make appropriate Study Team
Members available to explain and discuss records
and documentations related to the Study. For
Sponsor audit of Institution, Institution shall
submit a written response to Sponsor for all
nonconformances within fifteen (15) days after
receipt of the audit report from Sponsor.
Institution’s written response shall include the
cause of each nonconformance, the underlying
source of the cause, and a corrective action plan for
each nonconformance. Institution will complete
all corrective actions for each nonconformance
within ninety (90) days after the receipt of the audit
report.

5.3 Maintenance of Records. Institution 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 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 shall maintain all such records for a
period of fifteen (15) years or for the time period
required by Applicable Laws, whichever is longer.
Institution shall not destroy any such records until
it has obtained Sponsor’s prior written permission
to do so. Furthermore, Institution shall assure that
Investigator maintains and retains all data,
documents and information to the same extend, if
applicable. This Section 5.3 survives termination
of this Agreement.

6. INTELLECTUAL PROPERTY

6.1 Sponsor Technology. All  existing
inventions and technologies of Sponsor (including
but not limited to the Study Product) (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
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Zdravotnické zafizeni a ZkouSejici pomohou
Zadavateli a CRO pii planovani téchto navstév
apii zajistovani odpovidajiciho pracovniho
prostoru, spolupracuji se Zadavatelem nebo CRO,
vyhovi legitimnim pozadavkim souvisejicim s
navstévou nebo kontrolou a zajisti, aby pfislusni
Clenové studijniho tymu vysvétlili a projednali
zaznamy a dokumenty tykajici se Studie. U kontrol
Zdravotnického zafizeni provadénych
Zadavatelem Zdravotnické zafizeni poskytne
Zadavateli pisemnou odpovéd ohledné vsech
neshod do patnacti (15) dnd od obdrzeni zpravy
0 kontrole od Zadavatele. Pisemna odpoveéd
Zdravotnického zafizeni zahrnuje pfi¢inu kazdé
neshody, duvod vzniku této pfi¢iny a plan
napravnych opatfeni pro kazdou neshodu.
Zdravotnické zafizeni provede veskerd napravna
opatieni pro kazdou neshodu do devadesati (90)
dnti ode dne obdrzeni zpravy o provedené kontrole.

5.3 Vedeni ziaznamu. Zdravotnické zafizeni
uchovava ve svém drzeni kopie veskerych udajd,
dokumentli nebo informaci souvisejicich se
Smlouvou nebo vyplyvajicich zplnéni této
Smlouvy pouze tak, jak je pozadovdno pro
regulacni, pravni nebo  pojistné  ucely.
Zdravotnické zafizeni vede své zaznamy
profesiondlnim zpiisobem tak, aby umoznili
Zadavateli a CRO prezkoumani tidajti, dokumentti
nebo informaci v plném rozsahu, aniz by piedali
Zadavateli nebo CRO jakékoli diveérné nebo
chranéné informace tretich stran. Zdravotnické
zatizeni uchovava vSechny tyto zdznamy po dobu
patnacti (15) let nebo po dobu pozadovanou
Platnymi pravnimi ptedpisy, podle toho, které z
téchto casovych obdobi je del§i. Zdravotnické
zafizeni nezni¢i zadné takové zaznamy, dokud
neobdrzi predchozi pisemné povoleni od
Zadavatele. Dale Zdravotnické zatizeni zajisti,
aby ZkouSejici v pfipadé potteby uchovaval
vSechny udaje, dokumenty a informace ve stejném
rozsahu. Tento oddil 5.3 zistava v platnosti i po
ukonceni této Smlouvy.

6. DUSEVNi VLASTNICTVI

6.1 Technologie Zadavatele. Vsechny
stavajici objevy a technologie Zadavatele (véetné
Hodnoceného piipravku) (dale jen ,, Technologie
Zadavatele®) patii vyhradné Zadavateli a zadné
ustanoveni se nesmi vykladat tak, jako by
udélovalo jakoukoli licenci nebo jiné pravo na
Technologie Zadavatele, s vyjimkou ptipada
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conducting the Study. This Section 6.1 survives
termination of this Agreement.

6.2 Study Invention. Any invention,
discovery or improvement, whether or not
patentable, related to the Study or Study Product,
specifically including, without limitation, any
method of use of the Study Product or any
formulation, dosage, administration or method of
manufacture of the Study Product, whether
conceived or made solely by Institution, by
Investigator, by any Subinvestigator or by any
Study Team Member, or made by Institution,
Investigator or any Subinvestigator(s) or any Study
Team Member(s) jointly with one or more
employees of Sponsor (“Study Invention™), and
all intellectual property right therein, shall be and
remain, at all times the sole and exclusive property
of Sponsor. Institution shall provide prompt notice
of any Study Invention to Sponsor and shall assist
Sponsor in gaining patent protection for any Study
Invention.  Institution  shall  require  any
Investigator, Subinvestigator or Study Team
Member to waive any negative publication right in
relation to Sponsor as far as it is not obliged so by
law or contractual obligations. If the Institution
under Applicable Laws is obliged to pay a specific
employee’s Invention remuneration for an
Invention, Sponsor shall reimburse Institution for
the remuneration actually paid by Institution to an
employee for any Invention and such amount shall
be pre-approved by Sponsor prior to payment by
Institution to the employees. To the extent
Institution does not take such appropriate actions
or execute any such instruments or documents,
then this Agreement shall constitute an irrevocable
assignment by each Institution to Sponsor of any
right, title or interest Institution may have in or to
any such Invention. At all times, Sponsor shall
have the full and free right to use any and all such
Inventions without payment of any compensation
to Institution for same except as herein specifically
provided. This Section 6.2 survives termination of
this Agreement.
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vyslovné uvedenych v tomto dokumentu pouze za
ucelem provedeni Studie. Tento oddil 6.1 ztstava
v platnosti i po ukonceni platnosti této Smlouvy.

6.2 Nova zjiSténi. Veskeré¢ vynalezy, objevy
nebo zdokonaleni, at’ uz patentovatelné, ¢i nikoli,
souvisejici se Studii nebo s Hodnocenym
pfipravkem, vcéetné¢ a bez omezeni jakéhokoli
zpusobu pouziti Hodnoceného pfipravku nebo
jakékoli formulace, davky, podani nebo zpiisobu
vyroby Hodnoceného ptipravku, at’ uz navrzeného
nebo vyrobeného vyhradné¢ Zdravotnickym
zafizenim, Zkousejicim, jakymbkoli
Spoluzkousejicim nebo Clenem studijniho tymu,
nebo vyrobeného Zdravotnickym zafizenim,
Zkousejicim, jakymkoli Spoluzkousejicim nebo
Clenem studijniho tymu spole¢né s jednim nebo
vice zaméstnanci Zadavatele (,,Nové zjisténi*) a
veskera prava duSevniho vlastnictvi z ného
vyplyvajici, jsou a vzdy zlstanou vyhradnim
vlastnictvim Zadavatele. Zdravotnické zatfizeni
poskytne Zadavateli bezodkladné zpravu o kazdém
Novém zjisténi Vvramci Studie a pomize
Zadavateli se ziskdnim patentové ochrany pro
jakykoli Vynalez v ramci Studie. Zdravotnické
zatizeni poZzaduje, aby se vzdal ikterykoli ze
Zkousejicich, Spoluzkousejicich nebo Clent
studijntho  tymu  jakéhokoli = negativniho
publika¢niho prava ve vztahu k Zadavateli, pokud
to neni vyzadovano zakonem nebo smluvnimi
povinnostmi. Pokud je Zdravotnické zafizeni podle
Platnych pravnich ptedpisii povinno zaplatit za
Nové zjisténi odménu konkrétnimu zaméstnanci,
Zadavatel uhradi Zdravotnickému zafizeni ¢astku
odmény skutecn¢ zaplacenou Zdravotnickym
zatizenim danému zaméstnanci za jakykoli
Vynalez a tato cCastka bude ptredem schvalena
Zadavatelem dfive, nez Zdravotnické zafizeni
zaplati zaméstnancim. Pokud Zdravotnické
zatizeni nepodnikne takové nalezité kroky nebo
nepodepisou zadné listiny nebo dokumenty, pak
tato Smlouva pfedstavuje nezrusitelné postoupeni
veskerych prav, tituli nebo zajmd, které ma
pfipadné Zdravotnické zafizeni na jakémkoli
takovém Vyndlezu, ze strany Zdravotnického
zatizeni ve prospéch Zadavatele. V kazdém
ptipadé¢ ma Zadavatel plné a svobodné pravo
pouzivat veskeré takové vynalezy bez zaplaceni
jakékoliv nahrady Zdravotnickému zafizeni za
vyse uvedené, s vyjimkou pfipadd, kdy je v této
Smlouvé konkrétné uvedeno jinak. Tento oddil 6.2
plati i po ukonceni této Smlouvy.
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6.3 Assignments and Assistance. Institution
hereby assigns to Sponsor or CRO, as applicable,
any and all rights that each may acquire, by
operation of law or otherwise, in and to Sponsor
Technology and CRO Technology and any Study
Invention. Neither Institution nor any assigned
Investigator shall have any right to use Sponsor
Technology, CRO 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 Section 6. Institution
warrants that Investigator, all Subinvestigators and
all Study Team Members have executed (or before
any such involvement, shall execute) a written
agreement with Institution in which each such
person (i) assigns to Institution all right, title and
interest in and to, at least including Sponsor
Technology, CRO Technology and Study
Inventions, in order that Institution may fully grant
the rights to Sponsor and CRO as provided in this
Section 6; and (ii) agrees to be bound by
confidentiality and non-disclosure obligations no
less restrictive than those set forth in this
Agreement. This Section 6.3 survives termination
of this Agreement.

6.4 Ownership of Patient Records. As
between the Parties, all original patient records are
the sole and exclusive property of the respective
subjects or institution (whatever applies per local
regulations), to be retained by Institution or
Investigator in accordance with Applicable Laws.

6.5 CRO Technology. All existing inventions
and technologies related to CRO’s clinical
processes and systems belong exclusively to
CRO. This Section 6.5 survives termination of
this Agreement.

7. INDEMNIFICATION

7.1 Indemnification by Sponsor. Sponsor
shall indemnify, defend and hold harmless
Institution, its trustees, officers, staff, agents, and
employees (collectively, “Institution
Indemnitees™) against any claim or lawsuit arising
out of (a) a claim of product liability concerning

Confidential - MC2-01-C6_CTA_CZE_Stukavcova_Institution_20180913

6.3 Postoupeni a pomoc. Zdravotnické
zafizeni timto postupuje Zadavateli nebo CRO,
podle konkrétni situace, veskera prava, kterd kazdy
z nich mize ziskat ze zdkona nebo jinak, k
Technologii Zadavatele a Technologii CRO a k

jakémukoli Novému zjisténi Vramci Studie.
Zdravotnické zafizeni ani zadny povéfeny
ZkouSejici nemaji zddné pravo pouzivat

Technologii Zadavatele, Technologii CRO nebo
jakykoli Vyndlez v ramci Studie pro jakykoli ucel,
s vyjimkou provadéni Studie. Zdravotnické
zatizeni podnikne vSechna dal$i opatfeni a uzavie
a doda vSechny dal$i dokumenty, které mohou byt
nezbytné k provedeni a zdokonaleni vlastnickych
ustanoveni tohoto oddilu 6. Zdravotnické zafizeni
zarucuje, ze Zkousejici, vsichni Spoluzkousejici a
viichni Clenové studijniho tymu podepsali (nebo
pted takovym zapojenim podepiSou) pisemnou
dohodu se Zdravotnickym zafizenim, ve které
kazda takova osoba (i) postoupi Zdravotnickému
zatizeni veSkera prava, tituly a zajmy alesponn k
Technologii Zadavatele, Technologii CRO a k
Vynalezim v ramci Studie, aby Zdravotnické
zatizeni mohlo plné udélit prava Zadavateli a CRO
podle tohoto oddilu 6; a (ii) souhlasi s tim, Ze bude
vazana povinnosti zachovavat diivérnost informaci
a mlCenlivost, které nebudou méné restriktivni nez
povinnosti stanovené v této Smlouve. Tento oddil
6.3 plati i po ukonceni platnosti této Smlouvy.

6.4 Vlastnictvi pacientskych zaznami. V
ramci vztahi mezi Smluvnimi Stranami jsou
vSechny pilvodni zaznamy pacientl vyhradnim
avyluénym vlastnictvim pfislusnych subjektt
nebo Zdravotnického zafizeni (podle mistnich
predpisll) a maji byt uchovavany Zdravotnickym
zafizenim nebo Zkousejicim podle platnych
zakontl.

6.5 Technologie CRO. Vsechny stavajici
vynalezy a technologie tykajici se klinickych
procest a systémi CRO patii vyhradné¢ CRO.
Tento odstavec 6.5 plati i po ukonéeni této
Smlouvy.

7. ODSKODNEN{

7.1 Odskodnéni Zadavatelem. Zadavatel
odskodni, ochrani a zbavi odpovédnosti
Zdravotnické zatizeni, jeho spravce, funkcionate,
pracovniky a zaméstnance (souhrnné ,,Chranéné
osoby Zdravotnického zarizeni) vici veskerym
narokiim nebo zalobam vyplyvajicim z (a) narokt
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the Study Product or (b) any side-effect or adverse
reaction, illness or injury directly resulting from
use of the Study Product in accordance with the
Protocol in the Study. The foregoing indemnity
will not apply to the extent a Loss arises out of (i)
the negligence, gross negligence or willful
misconduct of any Institution Indemnitee or (ii) the
failure of any Institution Indemnitee to adhere to
the terms of this Agreement, the Protocol or any
written instructions from Sponsor or its designee or
to comply with any applicable laws or
governmental requirements.

7.2 Indemnification by Institution. To the
extent permitted by law, Institution shall
indemnify, defend and hold harmless Sponsor
and/or CRO, 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 Sponsor
Indemnitees by a third party as a result of bodily
injury or death of persons or damage to property
directly resulting from 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 adhere to
the terms of this Agreement, the Protocol, any
written instructions from the Sponsor or its
designee or to comply with any applicable laws or
governmental requirements, provided, however,
that Institution shall not hold such Sponsor
Indemnitees harmless from any Loss arising out of
the negligence or willful misconduct of such
Sponsor Indemnitee.

7.3 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
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spojenych s odpovédnosti za vyrobky tykajicich se
Hodnoceného ptipravku, b) vedlejsich u€inkd nebo
nezadoucich ucinkli, nemoci nebo Urazii piimo
vyplyvajicich z pouziti Hodnoceného ptipravku v
souladu s Protokolem Studie. Vyse uvedené
odskodnéni se nevztahuje na ztraty vyplyvajici z (i)
nedbalosti, hrubé nedbalosti nebo umyslného
pochybeni jakékoli Chranéné osoby
Zdravotnického zafizeni nebo (ii) z nedodrzeni
jakékoli podminky této Smlouvy, Protokolu ¢i
jakychkoli pisemnych pokynt od Zadavatele nebo
jeho zastupce nebo z nedodrzeni platnych zakont
nebo vladnich pozadavkid jakoukoli Chranénou
osobou Zdravotnického zafizeni.

7.2 Odskodnéni Zdravotnickym zarizenim.
V rozsahu povoleném zikonem Zdravotnické
zatizeni odSkodni, ochrani a zbavi odpovédnosti
Zadavatele a/nebo CRO, jeho feditele,
funkcionare, pracovniky, zaméstnance, nezavislé
dodavatele a pridruzené spolecnosti (spolecné
,Chranéné osoby Zadavatele”) pred vSemi
ztratami, naklady, naroky, zalobami, vydaji,
nahradami Skody a odménami, véetné ptfimerenych
poplatkii za obhajobu téchto narokli (souhrnné
LHZtrata®), v souvislosti s jakymkoli narokem nebo
zalobou podanou tfeti osobou proti Chranéné
osobé Zadavatele v dusledku télesného zranéni,
umrti osob nebo Skody na majetku pfimo
vyplyvajicich z (a) nedbalosti, hrubé nedbalosti
nebo umyslného pochybeni jakoukoli Chranénou
osobou Zdravotnického zatizeni (véetné mimo jiné
postgradualnich a jinych studentd) nebo (b)
nedodrzeni podminek této Smlouvy, Protokolu,
jakychkoli pisemnych pokynti Zadavatele nebo jim
povéiené osoby nebo z nedodrZeni platnych
zakonti nebo vladnich pozadavkl jakoukoli
Chranénou osobou Zdravotnického zafizeni, avSak
za predpokladu, ze Zdravotnické zafizeni ani
Zkousejici nezbavi Chranéné osoby Zadavatele
odpovédnosti za Ztraty vzniklé z nedbalosti nebo
umyslného nespravného jednani takové Chranéné
osoby Zadavatele.

7.3 VSeobecné podminky odskodnéni.
Zavazek kazdé smluvni Strany, ze odskodni,
ochrani a zbavi odpovédnosti druhou Stranu, je
podminén pozadavkem, ze odskodnéna Strana: (a)
okamzité¢ pisemné oznami odSkodiujici Strané
jakykoli narok nebo zalobu s potencialni Ztratou
nejpozdéji do tficeti (30) dnG poté, co se
odskodnéna Strana dozvédéla o takovém naroku
nebo Zalobé; b) umozni, aby odSkodnujici Strana
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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 unless such settlement includes a full
release of indemnifying Party. This Section 7
survives termination of this Agreement with
respect to any Loss arising from the Parties’
performance during the term of this Agreement.

7.4 Insurance. Institution warrant that it and
also its assigned Investigators and Subinvestigators
maintain commercially reasonable levels of
insurance or other adequate forms of protection, as
required by law, to satisfy its or their respective
indemnification obligations under this Agreement,
including but not limited to general and
professional  liability  insurance  coverage.
Certificates evidencing such insurance will be
made available for examination upon request by
Sponsor or CRO. Institution agrees and also
ensures that Investigator and Subinvestigators
agree to maintain such insurance during the term of
the Study and for at least three (3) years thereafter.

7.5 Subject Injury. If during the course of the
Study a Study subject suffers an injury as a result
of the Study Product or properly performed
procedures required by the Protocol or any written
direction from Sponsor (“Subject Injury”),
Sponsor agrees to pay all reasonable medical
expenses necessary to treat such Subject Injury,
provided such treatment is reasonable and
necessary. Sponsor shall not be responsible for
medical expenses associated with treatment of an
injury where such injury is due to (i) the
negligence, recklessness or willful misconduct of
Institution, assigned Investigator, or any of
Institution’s employees; (ii) the failure of the
Institution or assigned Investigator to follow the
Protocol, good clinical practices, any applicable
laws or regulations, or any written instruction by
Sponsor concerning the Study; (iii) the subject’s
non-compliance with the Protocol requirements;
(iv) natural disease progression of any pre-existing
disease or any underlying illness whether or not
previously diagnosed; or (v) Protocol procedures
that are also standard of care (i.e., where the subject
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méla plné vedeni a kontrolu a mohla provést
Setfeni, pfipravit se a obhgjit se proti takovému
naroku nebo soudnimu fizeni; c¢) poskytne
odSkodnujici Strané na pfiméfené naklady
odskodnujici Strany plnou spolupraci a pomoc pfi
vySetfovani, piipravé a obhajobé proti naroku nebo
soudnimu fizeni; a (d) nezhor$i nebo neurovna
dany ndrok nebo soudni spor bez ptedchoziho
pisemného souhlasu odSkodnujici Strany, pokud
takové vyporadani nezahrnuje uplné osvobozeni
odskodnujici Strany. Tento oddil 7 plati i po
ukonceni platnosti této Smlouvy s ohledem na
jakoukoli Ztratu vyplyvajici z plnéni Smluvnimi
Stranami po dobu trvani této Smlouvy.

7.4 Pojisténi. Zdravotnické zatizeni prohlasuje
a zarucuje, Ze ma Zdravotnické zafizeni i povéfeny
Zkousejici, spoluzkousejici sjednano priméefené
pojisténi nebo jinou odpovidajici formu ochrany,
jak je pozadovano ze zdkona k plnéni svych
ptislusnych povinnosti spojenych s odskodnénim
podle této Smlouvy, vcetné, ale bez omezeni,
pojisténi  vSeobecné a profesni odpovédnosti.
Osvédéeni prokazujici toto pojisténi budou
ptedlozena ke kontrole na vyzadani ze strany
Zadavatele nebo CRO. Zdravotnické zafizeni
souhlasi a zajisti stim, Ze toto pojisténi budou
udrzovat po dobu trvani Studie a po jejim ukonéeni
po dobu nejméné t¥i (3) let i Zkousejici a
spoluzkousejici.

7.5 Zdravotni @jma subjektu. Pokud subjekt
Studie utrpi v prubéhu Studie zdravotni Gjmu
v disledku Hodnoceného ptipravku nebo fadné
provedenych postupii pozadovanych na zaklade
Protokolu nebo jakéhokoli pisemného pokynu od
Zadavatele (,,Zdravotni ijma subjektu®), Zadavatel
souhlasi s tim, ze uhradi veskeré ptfimérené 1écebné
vylohy nezbytné k 1écbé takové Zdravotni jmy
subjektu za predpokladu, ze doty¢né osetieni bude
pfiméfené a nezbytné. Zadavatel nenese
odpovédnost za zdravotni vydaje spojené s 1éCbou
zdravotni ujmy, pokud je tato Gjma zpisobena (i)
nedbalosti, nezodpovédnosti nebo Umyslnym
nespravnym chovanim Zdravotnického zafizeni,
povéteného  Zkousejiciho nebo  jakéhokoli
zamestnance  Zdravotnického  zafizeni; (i)
nedodrzenim Protokolu, spravné klinické praxe,
platnych zakonl nebo predpisi nebo pisemnych
pokyni Zadavatele tykajicich se Studie ze strany
Zdravotnické  zafizeni  nebo  povéfeného
Zkousejiciho;  (iii) nedodrZzenim pozadavkl
Protokolu; (iv) pfirozenou progresi jakéhokoli jiz
existyjictho  onemocnéni  nebo  jakéhokoli
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would have undergone such procedures for the
treatment of the underlying disease even if not
participating in the Study). The benefits duties, and
obligations of this Section 7.5 shall survive the
termination, expiration, or cancellation of this
Agreement.

8. REPRESENTATIONS AND WARRANTIES

8.1 No Inconsistent  Obligations  or
Constraints. Institution represents and warrants
that it is qualified and permitted to enter into this
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. It
is the obligation of the institution to ensure that the
investigator meets the aforementioned conditions
and requirements.

8.2Legal 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.

8.3 No Impairment; No Conflict. During the
term of this Agreement, Institution warrants that it
shall not enter into any agreement to provide
services which would in any way (a) materially
impair his, her or its ability to complete
participation in the Study or (b) constitute a
conflict of interest with Sponsor’s development of
Study Product. Institution shall ensure that the
Investigator will also not enter such agreement.

8.4 No Pending Litigation; No Action by
Regulatory Authority. Institution represents and
warrants that (a) it is not currently involved in any
litigation, and is unaware of any pending litigation
proceedings, relating to Institution’s role in the
conduct of a clinical trial for any third party; and
(b) it has not received any warnings from the
Regulatory Authorities relating to services it has
provided to third parties during the conduct of a
clinical trial. It is the obligation of the Institution to
ensure that the aforementioned also pertains for
assigned investigator.
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zakladniho  onemocnéni, at  jiz  dfive
diagnostikovaného, ¢i nikoli; nebo (v) postupy
podle Protokolu, které jsou také standardem péce
(fj. pokud by subjekt podstoupil takové postupy
k1é¢bé zakladniho onemocnéni, i kdyby se
neucastnil Studie). Plnéni, zavazky a povinnosti
vyplyvajici z tohoto oddilu 7.5 plati i po ukonceni,
vyprseni nebo zruseni této Smlouvy.

8. PROHLASENI A ZARUKY

8.1 Zadné nekompatibilni zivazky nebo
omezeni. Zdravotnické zafizeni prohlaSuje a
zarucuje, ze je kvalifikovano a opravnéno uzavtit
tuto Smlouvu a Ze podminky této Smlouvy nejsou
V rozporu sostatnimi smluvnimi ujednanimi.
Zdravotnické zatizeni zarucuje, ze neni pii plnéni
svych zavazkl podle této Smlouvy nijak omezeno
zadnou jinou existujici smlouvou. Je povinnosti
Zdravotnického zafizeni zajistit, aby Zkousejici
spliioval vySe uvedené podminky a pozadavky.

8.2 Pravni a zavazna Smlouva. Zdravotnické
zafizeni prohlasuje a zarucuje, ze tato Smlouva je
pravné zavaznym a platnym ujednénim, které je
pro néj zavazné a vymahatelné v souladu s jeho
podminkami.

8.3 Zadné znehodnoceni; Zadné konflikty.
Zdravotnické zafizeni zaruCuje, ze v prubchu
platnosti této Smlouvy nebude uzavirat zadné
smlouvy nebo dohody o poskytovani sluzeb, které
by jakymkoli zptisobem (a) podstatné zhorsily jeho
schopnost dokoncit G¢ast ve Studii nebo b) vedly
ke stfetu zajmu s vyvojem Hodnoceného ptipravku
Zadavatelem. Zdravotnické zatizeni zajisti, Ze
Zkousejici také neuzavie Zzadnou takovou
smlouvu.

8.4 Zadné probihajici soudni spory; Zadné
Zaloby ze strany Regula¢niho ufadu.
Zdravotnické zafizeni prohlasuje a zarucuje, ze a)
v souc¢asné dob¢ neni zapojeno do jakéhokoli sporu
aneni si védomo ptipadnych soudnich sport
tykajicich se role Zdravotnického zafizeni pfi
provadéni klinického hodnoceni pro jakoukoli teti
stranu; b) neobdrzeli od Regula¢niho Gfadu zadné
varovani tykajici se sluzeb, které poskytovali
ttetim strandm beéhem provadéni klinického
hodnoceni. Je povinnosti Zdravotnického zafizeni
zajistit, ze vySe uvedené plati i pro povéreného
zkousejiciho.
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8.5 No Debarred or Disqualified Persons.
Institution warrants that neither Investigator nor
any Study Team Member has been debarred by the
Regulatory Authority, disqualified or otherwise
found by any Regulatory Authority to have
violated any statue, rule or regulation concerning
the conduct of clinical investigations. Institution
warrants that it shall not employ, contract with or
retain any person directly or indirectly to perform
services under this Agreement if such a person is
debarred by the Regulatory Authority, disqualified
or otherwise found by any Regulatory Authority to
have violated any statue, rule or regulation
concerning the conduct of clinical investigations.
Institution will ensure that in the event that
Investigator or any Subinvestigator become aware
of or receive notice of the debarment or
disqualification of any person providing services to
Institution, Investigator or Subinvestigator which
relate to services being provided under this
Agreement, then such entity or individual, as
applicable, agrees to notify Sponsor and CRO
immediately and address the issue as directed by
Sponsor and CRO.

8.6 Limited Warranty and Disclaimer.
Institution acknowledges and agrees that the Study
Product is experimental in nature. SPONSOR

MAKES NO REPRESENTATIONS OR
WARRANTIES EXPRESS OR IMPLIED,
REGARDING THE STUDY PRODUCT.

ADDITIONALLY, SPONSOR MAKES NO
REPRESENTATIONS OR WARRANTIES,
EXPRESS OR IMPLIED, REGARDING
SAFETY OR EFFICACY WITH RESPECT TO
THE STUDY PRODUCT.

Q. CONFIDENTIALITY AND
NONDISCLOSURE
9.1 Confidential Information.  Except as

provided elsewhere in this Section 9, Institution, its
employees, its agents, Investigator,
Subinvestigators and Study Team Members, as
applicable, 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
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8.5 Zadné vyloucené nebo diskvalifikované
osoby. Zdravotnické zafizeni zarucuje, ze
74dnému ze Zkousejicich ani zadnému Clenovi
studijntho tymu nebyla zakdzana cCinnost
Regula¢nim uUfadem ani nebyl diskvalifikovan
nebo shledan jakymkoli Regulacnim ufadem, ze
porusuje jakykoli zadkon, pravidlo nebo ptedpis
tykajici se provadéni klinickych hodnoceni.
Zdravotnické zafizeni zarucuje, Ze nezamestna
zadnou osobu, neuzavie s ni smlouvu ani ji
nenecha piimo ¢i nepiimo poskytovat sluzby podle
této Smlouvy, pokud takova osoba bude mit
zakézanou cCinnost od Regula¢niho tufadu, byla
diskvalifikovana nebo ji bylo prokazano jakymkoli
Regula¢nim ufadem, ze porusuje zakon, pravidla
nebo predpisy tykajici se provadeéni klinickych
hodnoceni. Zdravotnické zafizeni zajisti, ze v
ptipadé, ze se ZkouSejici nebo Spoluzkousejici
dozvédi nebo obdrzi ozndmeni o zakazu Cinnosti
nebo vylouceni jakékoli osoby poskytujici sluzby
pro Zdravotnické zafizeni, Zkousejiciho nebo
Spoluzkousejiciho, které se tykaji  sluzeb
poskytovanych na zikladé této Smlouvy, pak se
tento subjekt nebo osoba piipadné musi zavazat, ze
bude okamzité informovat Zadavatele a CRO a
fesit problém podle pokynti Zadavatele a CRO.

8.6 Omezena zaruka a  vylouceni
odpovédnosti. Zdravotnické zatfizeni bere na
védomi a souhlasi s tim, Ze Hodnoceny piipravek
ma experimentalni povahu. ZADAVATEL
NEPOSKYTUJE ZADNA PROHLASENI NEBO
ZARUKY, AT UZ VYSLOVNE, NEBO
KONKLUDENTNI, TYKAJICI SE
HODNOCENEHO PRIPRAVKU. ZADAVATEL
DALE NEPOSKYTUJE ZADNA PROHLASENI
NEBO ZARUKY, AT UZ VYSLOVNE, NEBO

KONKLUDENTNI, TYKAIJiCi SE
BEZPECNOSTI NEBO UCINNOSTI
HODNOCENEHO PRIPRAVKU.
9. DUVERNOST INFORMACI

9.1 Divérné informace. S vyjimkou
ustanoveni jinde v tomto oddilu 9 Zdravotnické
zafizeni, jeho zaméstnanci, Zkousejici,

Spoluzkousejici a Clenové studijniho tymu
zachazeji s veSkerymi informacemi a materialy,
které jim byly piedany nebo poskytnuty
Zadavatelem nebo CRO nebo jejich jménem, jako
s davérnymi informacemi patficimi Zadavateli
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Information”). Confidential Information includes,
without limitation, patent applications, technology,
business plans, the Protocol 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; and Sponsor Technology
and Study Inventions.

9.2 Nondisclosure and Nonuse. Institution
agrees and will ensure that Investigator,
Subinvestigators and Study Team Members agree
to maintain in strict confidence all of the
Confidential Information of Sponsor and not to use
any Confidential Information except as expressly
permitted under this Agreement. Confidential
Information is and remains the confidential and
proprietary property of Sponsor, and may be
disclosed to third parties by Institution only on a
need-to-know basis as necessary for purposes
expressly authorized in this Agreement. Institution
agrees and will ensure that Investigator 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 restrictive as those contained in this Section
9.

9.3 Exceptions. ~ The confidentiality and
nonuse obligations of this Section 9 shall not apply
to information that:

(@) is already in the possession of
Institution, its employees, its agents, Investigator,
Subinvestigators and Study Team Members, as
applicable, at the time of disclosure thereof, as
demonstrated by contemporaneous written record,;

(b) is or later becomes part of the public
domain through no fault of Institution or its
employees, its agents, Investigator,
Subinvestigators and Study Team Members, as
applicable, in breach of this Agreement;

(c) is received from a third party having no
obligations of confidentiality with respect thereto
to Sponsor;

(d)is  independently  developed by
Institution or its employees, its agents,
Investigator, Subinvestigators and Study Team
Members, as applicable, without any breach of this
Agreement, as demonstrated by contemporaneous
written record; or
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(,D@vérné informace*). K Davérnym
informacim patfi mimo jiné patentové pfihlasky,
technologie, obchodni plany, Protokol a vSechny

souvisejici  informace;  vSechny  chranéné
biologické, chemické nebo jiné materidly;
aplikace, vzorce, vyrobni procesy, zakladni

védecké udaje, Udaje ze Studie, predchozi klinické
udaje a informace o formulacich; a Technologie
Zadavatele a Vynalezy v ramci Studie.

9.2 Nepredavani a nepouZiti. Zdravotnické
zafizeni se zavazuje a zajisti, aby se ZkousSejici,
Spoluzkousejici a Clenové studijniho tymu
zavazali, ze budou udrZzovat v prisné dvérnosti
vSechny Duvérné informace Zadavatele a Ze
nepouziji zadné Duvémé informace s vyjimkou
ptipadd vyslovné povolenych podle této Smlouvy.
Dtvérné informace jsou a zlstavaji didvérnym
a chranénym majetkem Zadavatele a mohou byt
pfedany tfetim osobam Zdravotnickym zafizenim
pouze v ptipadé potieby, pokud tak bude nezbytné
pro ucely vyslovné povolené v této Smlouve.
Zdravotnické  zafizeni souhlasi a  zajisti,
ze ZkousSejici souhlasi s tim, ze kazda tteti strana,
které budou predany Dtverné informace, je vazana
povinnostmi dtvérnosti a nepouzivani, které jsou
pfinegjmensim stejné restriktivni jako povinnosti
obsazené v tomto oddilu 9.

9.3 Vyjimky. Povinnosti tykajici se dGvérnosti
a nepouzivani podle tohoto oddilu 9 se nevztahuji
na informace, které:

(@) jiz byly v dob& piedani v drzeni
Zdravotnického zafizeni, jeho zaméstnanci,
agentli, Zkousejiciho, spoluzkousejicich nebo
¢lent studijniho tymu, jak je prokazano prislusnym
pisemnym zaznamem;

(b) jsou nebo se pozdéji stanou vefejné
znamymi bez zavinéni Zdravotnickym zafizenim
jeho  zaméstnancli, agentl, Zkousejiciho,
spoluzkousejicich nebo clenti studijniho tymu
Vv ptipadé jednani v rozporu s touto Smlouvou;

(c) jsou ziskany od tfeti strany, ktera vici
Zadavateli nema zadné zavazky tykajici se
duveérnosti;

(d) jsou nezavislym zplisobem vyvinuty
Zdravotnickym zafizenim, jeho zaméstnanci,
agenty, Zkousejicim, spoluzkousejicimi nebo
¢leny studijniho tymu bez jakéhokoli poruseni této
Smlouvy, jak doklada pfislusny pisemny zdznam;
nebo
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(e) is the subject of a written permission to
disclose by Sponsor or CRO.

9.4 Permitted Disclosure. Notwithstanding
the foregoing, Institution or its employees, its
agents, Investigator, Subinvestigators and Study
Team Members, as applicable, 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 its employees, its agents,
Investigator, Subinvestigators and Study Team
Members, as applicable, give Sponsor prior 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 Section 9.4, Institution and its employees,
its agents, Investigator, Subinvestigators and Study
Team Members, as applicable, may only disclose
what is reasonably necessary to comply with the
applicable disclosure requirement.

9.5 CRO Confidential Information.
Institution 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 and shall ensure
that Investigator complies  with the
aforementioned. Institution shall protect such
confidential information of Sponsor and/or CRO
with the same degree of care as Institution would
protect its own confidential information.
Institution shall require all Study Team Members
working on this Study including the assigned
Investigator to comply with the terms of this
provision.

9.6 Irreparable Injury. Institution
acknowledges and agrees and will ensure that
investigator acknowledges and ensures 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. Therefore, Institution
acknowledges and agrees and will ensure that
investigator acknowledges and ensures, that if the
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(e) jsou predmétem pisemného souhlasu
Zadavatele nebo CRO.

9.4 Povolené predani informaci. Bez ohledu
na vySe uvedené mohou Zdravotnické zafizeni,

jeho zaméstnanci, agenti, Zkousejici,
spoluzkousejici nebo c¢lenové studijniho tymu
predat Duvérné informace tietim stranam

Vv rozsahu, v jakém je takové predani vyzadovano
Platnymi pravnimi ptedpisy, soudnim piikazem,
vladni agenturou nebo podobné, které plati v dané
jurisdikci; pokud apouze v pfipadé, ze
Zdravotnické zafizeni, jeho zaméstnanci, agenti,
Zkousejici,  spoluzkousejici nebo  Clenové
studijniho tymu poskytnou Zadavateli piedchozi
oznameni o pozadovaném piedani informaci
avynalozi pfimeéfené usili ke spolupraci se
Zadavatelem, aby mohli uplatnit jakékoliv
vylouceni nebo vyjimky, které pro n¢ho mohou byt
dostupné podle Platnych pravnich predpist. Pokud
jde o jakékoli ptedani informaci povolené v
souladu s timto oddilem 9.4, mohou Zdravotnické
zatizeni, jeho zaméstnanci, agenti, ZkousSejici,
spoluzkousejici nebo c¢lenové studijniho tymu
pfedat pouze informace, které jsou pifimefene
nutné pro splnéni pfislusného pozadavku na
zvetejnéni.

9.5 Divérné informace CRO. Zdravotnické
zafizeni uchovava v piisn¢ divérnosti veskeré
informace, které jim byly poskytnuty Zadavatelem
a/nebo CRO ohledné procesd, cen, systémi a
postuplt Zadavatele a/nebo CRO a =zajisti, ze
Zkousejici dodrzi vySe uvedené. Zdravotnické
zafizeni chréani takové Duvérné informace
Zadavatele a/nebo CRO se stejnou péci, jako by
Zdravotnické zatizeni chranilo své vlastni Divérné
informace. Zdravotnické zatizeni pozaduje, aby
vsichni  Clenové studijniho tymu  v&etné
ZkouSejiciho, ktefi pracuji na této Studii,
dodrzovali podminky tohoto ustanoveni.

9.6 Nenapravitelné ujmy. Zdravotnické
zafizeni Uzndva a souhlasi stim a zajisti, ze
Zkousejici bere na védomi a zajisti, ze jakékoli
poruSeni podminek této Smlouvy tykajici se
vyzrazeni nebo pouziti Divérnych informaci mize
Zadavateli zptisobit nenapravitelnou Gjmu a skodu,
které nelze adekvatné kompenzovat penézi a u
nichz Zadavatel nemusi mit moznost uplatnéni
adekvatni napravy ze zakona. Proto Zdravotnické
zatizeni bere na védomi, souhlasi s tim a zajisti,
aby Zkousejici vzal na védomi a zajistil, ze pokud
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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 Section 9.6 shall
survive termination of this Agreement.

9.7 The Institution agrees and will ensure that
Investigator agrees that personal data obtained in
connection with this agreement and the preparation
of the clinical trial will be retained and processed
in accordance with Regulation (EU) 2016/679 of
the European Parliament and of the Council of 27
April 2016 on the Protection of Individuals with
regard to the data processing and the free
movement of such data and the repeal of Directive
95/46 | EC (General Regulation on the Protection
of Personal Data) and in accordance with Act
101/2000 Coll., On personal data protection. In
case of disagreement with the retention of the
personal data thus obtained examining the right to
ask the administrator for their deletion.
Furthermore, by signing of this Agreement,
Institution is obliged to present all terms and
conditions to all members of the site trial team
(Investigator, Subinvestigators, nurses,
coordinators, pharmacists and other staff).
Institution is obliged to inform all members of the
study team that participation in this clinical trial is
only possible after getting consent to the filing and
processing of their personal data. By accepting
their tasks within the clinical trial as documented
by signature of the delegation on appropriate form,
member of the trial team confirms that he/she was
informed about the terms and conditions of the
service agreement including the acceptance of the
filing and processing of his/her personal data.

10. PUBLICATION AND PUBLICITY

10.1 Publication. Upon completion of the
Study and evaluation by Sponsor of all data from
the Study, or upon early termination or
abandonment of the Study, Institution and its
assigned Investigator may publish or otherwise
publicly disclose, for non-commercial purposes,
Study Data provided (a) the Study was conducted
at Institution in compliance with the Protocol (it
being understood that emergency treatment of a
Study subject shall not be deemed non-compliance
with the Protocol), (b) such publication or
presentation makes use of all of Institution’s Study
Data and not subsets of Study Data. A copy of such
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budou poruseny podminky vyzrazeni a
nepouzivani, mize Zadavatel pozadat o soudni
zakaz, piikaz nebo nafizeni s cilem ochranit
Duvérné informace a bude mit narok tak ucinit bez
slozeni zaruky. Tento 0ddil 9.6 plati i po ukonceni
této Smlouvy.

9.7 Zdravotnické zafizeni souhlasi Stim a
zajisti, ze ZkousSejici bude souhlasit s tim, Ze jeho
osobni tidaje ziskané v souvislosti s uzavienim této
dohody a pfipravou uvedeného klinického
hodnoceni budou uchovavany a zpracovavany v
souladu s Nafizenim Evropského Parlamentu a
Rady (EU) 2016/679 ze dne 27. dubna 2016 o
ochran¢ fyzickych osob Vv souvislosti se
zpracovanim osobnich 1dajii a o volném pohybu
téchto udaji a o zruseni smérnice 95/46/ES
(obecné nafizeni o ochran¢é osobnich udaji) a v
souladu se zakonem 101/2000 Sb, o ochrané
osobnich udaji V ptipadé nesouhlasu s uchovanim
takto ziskanych osobnich udaji mé zkouSejici
pravo pozadat spravce o jejich vymazani. Dale je
podpisem této smlouvy povinen piedlozit vSechny

podminky vSem ¢lenim zkouSejiciho tymu
(spoluzkousejicim, zdravotnim sestram,
koordinatorum, Iékarnikam a dalsim

zaméstnancim). Zdravotnické zafizeni je povinno
informovat vsSechny ¢leny zkuSebniho tymu
(Zkousejici, spoluzkousejici, sestry, koordinatofi,
Iékarnici a ostatni personal), Ze bez jejich souhlasu
s podavanim a zpracovanim svych osobnich tdajt
se nemohou tcastnit tohoto klinického hodnoceni.
Prijetim delegovani ukoli v ramci klinického
hodnoceni, jak je dolozeno podpisem delegace na
ptislusném formulafi, ¢len studijniho tymu potvrdi,
ze mu byly sdéleny podminky smlouvy o
klinickém hodnoceni véetn¢ dohody o uchovani a
zpracovani jeho / jeji osobnich udaju.

10. PUBLIKOVANI A PUBLICITA

10.1 Publikovani. Po dokonceni Studie
a vyhodnoceni viech Udajii ze Studie Zadavatelem
nebo pii pred¢asném ukonceni nebo zruseni Studie
mohou  Zdravotnické  zafizeni  a povéfeny
Zkousejici uvetejnit nebo jinak vefejné zpiistupnit
pro neobchodni tugely Udaje ze Studie za
predpokladu, Ze (a) Studie byla provadéna ve
Zdravotnickém zatfizeni v souladu s Protokolem
(rozumi se, ze se urgentni 1é¢ba subjektu Studie
neni povazovana za nedodrzeni tohoto Protokolu),
(b) takové uvefejnéni nebo prezentace vyuziva
viechny Udaje ze Studie ziskané Zdravotnickym
zafizenim, a nikoli pouze podmnoziny Udajii ze
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disclosure will be given to Sponsor for review and
comment at least sixty (60) days prior to the date
of submission for publication (including abstracts)
or of public disclosure (the “Review Period”).

10.2 Publicity. Other than as permitted in this
Agreement, Institution (which shall include its
respective employees, medical and professional
staff, agents and representatives) agree that they
will not disseminate any press release or statement
regarding the Study, written or oral, to the
communications media or any third party without
the prior written consent of Sponsor. This Section
10.2 survives termination of this Agreement.

10.3 Multi-Center Study. Notwithstanding
anything to the contrary in this Section 10, as the
Study is part of a multi-center clinical research
study, no submission for publication or public
disclosure by Institution will be made until after
publication of the overall multi-center results.
Institution will ensure that Investigator will
comply with the aforementioned. After the first to
occur of (i) publication of the multi-center results,
(i) notification by Sponsor that such a multi-center
submission is no longer planned, or (iii) the
eighteen (18) month anniversary of the termination
of the study at all participating centers, Institution
or the assigned Investigator may publish or
publicly present the Study Data, subject to
Institution’s and Investigator’s compliance with
Sections 10.1 and 10.2, above. This Section 10.3
survives termination of this Agreement.

11 MISCELLANEOUS

11.1 Relationship of Parties. Institution shall
not perform services under this Agreement as
independent contractors. Institution 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. The same applies to the assigned investigator.
In that respect, any Party shall not have the
authority to execute any agreement on behalf of
another Party, nor shall any Party have any
authority to negotiate any agreement, except as
another Party may expressly direct in writing.
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Studie. Kopie takového sdé€leni bude poskytnuta
Zadavateli Kk pfezkoumani a pfipominkovani
nejméné Sedesat (60) dni pfed datem piedani k
publikaci (véetné¢ abstraktd) nebo vefejného
zptistupnéni (,,Kontrolni perioda®).

10.2 Publicita. Neni-li v této Smlouvé
povoleno jinak, Zdravotnické zafizeni (vCetné
prislusnych zaméstnanct, zdravotnickych
aodbornych  pracovnikli,  zprostfedkovateli
a zastupcl) se zavazuje, ze nebude Sifit zadné
tiskové zpravy nebo prohlaseni tykajici se Studie,
at’ uz pisemné, ¢i ustni, do sd¢lovacich prostredki
nebo tietim strandm bez piedchoziho pisemného
souhlasu Zadavatele. Tento oddil 10.2 plati i po
ukonceni platnosti této Smlouvy.

10.3 Multicentricka studie. Bez ohledu na
ustanoveni v rozporu s timto oddilem 10, jelikoz
tato Studie je soucasti multicentrické klinické
vyzkumné studie, zZadosti o publikaci nebo vetejné
zptistupnéni mohou byt podany Zdravotnickym
zafizenim aZ poté, co budou publikovany celkové
vysledky multicentrické studie. Zdravotnické
zatizeni zajisti, Ze Zkousejici bude dodrzovat vyse
uvedené. ZkouSejici mohou publikovat nebo
vefejné prezentovat Udaje ze Studie, za
ptedpokladu dodrzeni podminek uvedenych v
oddilech 10.1 a10.2 vysSe, az poté, co nastane
nektera znasledujicich udalosti: (i) zvefejnéni
multicentrickych ~ vysledkti, (ii))  oznameni
Zadavatele, ze zvefejnéni vysledkt multicentrické
studie jiz neni planovano, nebo (iii) uplynuti
osmnacti (18) mésicti od ukonceni Studie ve vSech
zucastnénych centrech. Tento oddil 10.3 zistava v
platnosti i po ukonceni platnosti této Smlouvy.

11. RUZNE

11.1 Vztah smluvnich Stran. Zdravotnické
zatizeni provadi sluzby podle této Smlouvy jako
nezavisly dodavatel. Zdravotnické zafizeni neni
povazovano za zprostiedkovatele Zadavatele nebo
CRO a tato Smlouva nezaklada, nevytvaii ani ji
nelze interpretovat jako spolecny podnik,
partnerstvi nebo formalni obchodni organizaci
jakéhokoli druhu. Totéz plati povéfeného
Zkousejiciho. V tomto ohledu zadna Strana nema
pravomoc provadét jakoukoli Smlouvu jménem
druhé Strany a zadna Strana nema pravomoc
vyjednavat  jakoukoli smlouvu, s vyjimkou
ptipadu, kdy o to pisemné pozada druhé Strana.
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11.2 Use of Name. 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. This Agreement shall be
governed and interpreted in accordance with the
laws of Czech Republic without regard to conflicts
of laws principles. The Parties agree that any claim
or controversy arising out of or relating to this
Agreement or any breach hereof shall be submitted
to a nearest court of competent jurisdiction in
Czech Republic , and each Party hereby consents
to the jurisdiction and venue of such court. This
Section 11.3 survives termination of this

Agreement.

11.4 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.

11.5 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; (c) one (1) business day
after facsimile transmission to the number(s)
below, with transmission confirmed and followed
by mailing pursuant to (b), (d) acknowledged e-
mail, or (e) two (2) business days after sending to
the address(es) below by nationally recognized
bonded courier. Notice information is as follows:

Institution: Uherskohradis$t’skd nemocnice a.s.
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11.2 PouZiti nazvu. Zadna Strana nebude
pouzivat jméno, ochranné znamky, loga, symboly
nebo jiné obrazky kterékoli ze Stran této smlouvy
pro ucely marketingu, reklamy nebo public
relations bez predchoziho pisemného souhlasu
dotcené Strany.

11.3 Rozhodné prave. Tato Smlouva se fidi
a interpretuje v souladu se zakony Ceské republiky
bez ohledu na zasady konfliktu pravnich ptedpisi.
Strany se dohodly, Ze jakékoli ndroky nebo spory
vyplyvajici z této Smlouvy nebo souvisejici s touto
Smlouvou nebo =z jejiho poruseni budou
predlozeny piislusnému soudu Ceské republiky
nejblizsiho sidlu Zdravotnického zatizeni a kazda
Strana timto souhlasi s jurisdikci a mistem tohoto
soudu. Tento oddil 11.3 zistava v platnosti i po
ukonceni platnosti této Smlouvy.

11.4 Oddélitelnost. V pripadé, ze jakékoli
Z ustanoveni obsazenych v této Smlouvé bude
z jakéhokoli divodu povazovano za neplatné,
nezakonné nebo nevymahatelné v jakémkoli
ohledu soudem s piislusnou jurisdikci, takova
neplatnost, nezdkonnost nebo nevymahatelnost
neovlivni ostatni ustanoveni této Smlouvy a tato
Smlouva bude chéapana tak, jako by takové
neplatné¢, nezdkonné nebo nevymahatelné
ustanoveni nebylo v této Smlouvé nikdy obsazeno.
Pokud navic bude jedno nebo vice ustanoveni
obsazenych v této dohod¢ zjakéhokoli divodu
povazovano za prili§ Siroké, co do délky trvani,
zemépisné oblasti, aktivity nebo predmétu,
provede se pii interpretaci omezeni a zkraceni tak,
aby bylo dané ustanoveni vymahatelné v rozsahu,
ktery je slucitelny s platnym pravem.

11.5 Ozndmeni. S vyjimkou niZe uvedenych
informaci musi byt jakékoli oznameni pozadované
nebo povolené k odeslani podle této Smlouvy
provedeno pisemné a je povaZzovano za podané a
doruc¢ené (a) pii osobnim doruceni na piislusnou
adresu; (b) tfi (3) dny po datu odeslani na nize
uvedenou adresu (adresy) pii  odeslani
doporucenou nebo certifikovanou postou; (c) jeden
(1) pracovni den po odeslani faxem na nize
uvedené Cislo, s potvrzenim pienosu a naslednym
odeslanim podle (b); (d) potvrzenim e-mailu; nebo
(e) dva (2) dny po odesldni na nize uvedenou
adresu (adresy) celostatné uznavanou kuryrni
sluzbou. Kontaktni tdaje pro oznameni jsou
nasledujici:
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J. E. Purkyné 365,

686 68 Uherské Hradisté
Telephone: +420 572 529 111
Attention: Alena Stukavcova, MD

Sponsor: Drug Delivery Solutions Ltd
(part of MC2 Therapeutics)

c/o Agern Alle 24-26,

2970 Hersholm, Denmark
Telephone: +4520772575
Attention: Birgitte Vestbjerg

e-mail:bve@mc2therapeutics.com

with copy to CRO: proinnovera GmbH
Wienburgstr. 2017,
48159 Muenster, Germany
Attention: Dr. Burkhard Breuer
cc: Legal
Facsimile: +49251 270778 22

11.6 Non-Waiver. The omission, or delay, by
any Party at any time to enforce any right or
remedy reserved to it, or to require performance of
any of the terms, covenants or provisions hereof,
by another Party, shall not be a waiver of any such
right or remedy to which the Party is entitled. Any
waiver by any Party of a breach by another Party
of this Agreement shall not operate or be construed
as a waiver of any subsequent breach by such other
Party.

11.7 Successors and Assigns. Institution shall
not 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.
Institution shall ensure that Investigator complies
with the aforementioned. 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 11.7 is
null and void.

11.8 Limitation of Liability. Neither Party nor
CRO SHALL BE RESPONSIBLE OR LIABLE WITH
RESPECT TO ANY SUBJECT MATTER OF THIS
AGREEMENT OR ANY ATTACHMENT OR TERMS AND
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Zdravotnické
zafizeni: Uherskohradist’ska nemocnice a.s.
J. E. Purkyné 365,

686 68 Uherské Hradisté

Telefon: 572 529 111

K rukam: MUDr. Alena
Stukavcova
Zadavatel: Drug Delivery Solutions Ltd

(part of MC2 Therapeutics)

c/o Agern Alle 24-26,

2970 Hersholm, Denmark
Telefon: +452077 2575
K rukam: Birgitte Vestbjerg
e-mail:bve@mc2therapeutics.com

Kopie se zasila CRO: proinnovera GmbH

Wienburgstr. 2017

48159 Minster, Némecko

Attention: Dr. Burkhard Breuer

cc: Legal

Fax: +49251 270778 22

11.6 ZAdné upuiténi od prav. Pokud kterakoli

Strana neuplatni nebo uplatni opozdéné vymahani
jakéhokoli prédva nebo opravného prostiedku
vyhrazeného pro tuto Stranu nebo pozadavku na
plnéni nékteré z podminek, zavazkd nebo
ustanoveni této Smlouvy druhou Stranou, nejedna
se upusténi od jakéhokoli takového préva nebo
pozadavku na napravu, ke kterému je dana Strana
opravnéna. Jakékoli upusténi od vymahani prava
kteroukoli Stranou pifi poruseni této Smlouvy
druhou Stranou se neinterpretuje ani nevyklada
jako upusténi od takového prava pii nasledném
poruseni této Smlouvy druhou Stranou.

11.7 Nastupci a nabyvatelé. Zdravotnické
zafizeni nepostoupi, nepieda subdodavateli ani
jinak neptfevede zaddné ze svych prav a povinnosti
vyplyvajicich z této Smlouvy ani z jakychkoli
jejich casti, at’ jiz ze zakona, nebo jinak, bez
pfedchoziho pisemného souhlasu Zadavatele.
Zdravotnické zatizeni zajisti, Ze vySe uvedené
bude dodrzovat i Zkousejici. Tato Smlouva je
pfinosna azévaznd pro nastupce a povolené
nabyvatele smluvnich Stran. Jakékoli domnélé
postoupeni, které nebude odpovidat tomuto oddilu
11.7, je neplatné.

11.8. Omezeni odpovédnosti. Zadna Strana
ani CRO NENESE ODPOVEDNOST ZA PREDMET
TETO SMLOUVY ANI ZA JAKOUKOLI PRILOHU NEBO
PODMINKY SOUVISEJICI S TOUTO SMLOUVOU NA
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CONDITIONS RELATED THERETO UNDER ANY
OBLIGATIONS ARISING FROM ANY OTHER
CONTRACT, NEGLIGENCE, STRICT LIABILITY OR
OTHER THEORY FOR ANY INDIRECT, INCIDENTAL,
SPECIAL OR CONSEQUENTIAL DAMAGES.

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

11.10 No Implied Rights or Licenses.
The Parties agree that no Party, transfers to the
other Party by operation of this Agreement any
patent right, copyright right, trademark right of any
Party, except as specifically provided in this
Agreement. This Section 11.8 survives

termination of this Agreement.

11.11 Counterparts. This Agreement
may be executed in multiple counterparts, each of
which is deemed an original and all of which
together constitute one instrument.

11.12 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
patient safety, the terms of the Protocol govern and
(b) in all other cases, the terms of this Agreement
govern.

11.13 Force Majeure. Any delays in
performance by a Party under this Agreement shall
not be considered a breach of this Agreement if and
to the extent caused by occurrences beyond the
reasonable control of the Party affected, including
but not limited to acts of embargoes, governmental
restrictions, strikes or other concerted acts of
workers, fire, earthquake, flood, explosion, riots,
wars, civil disorder, rebellion or sabotage. The
Party suffering the occurrence shall immediately
notify the other Party as soon as practicable and
any time for performance hereunder is extended by

Confidential - MC2-01-C6_CTA_CZE_Stukavcova_Institution_20180913

ZAKLADE JAKYCHKOLIV POVINNOSTI
VYPLYVAIJICICH Z JINE SMLOUVY, NEDBALOSTI,
PRISNE ODPOVEDNOSTI NEBO JINEHO
TEORETICKEHO ASPEKTU JAKEKOLI NEPRIME,
NAHODNE, ZVLASTNI NEBO NASLEDNE SKODY.

11.9 Nadpisy. Nadpisy jsou ureny vyhradné
pro usnadnéni orientace a nesmi byt pouzivany
k apravé nebo interpretaci obsahu této Smlouvy.

11.10 Zadna implikovani prava nebo
licence. Strany se dohodly, Ze Zadna ze Stran
nepfevede na druhou Stranu uplatnénim této
Smlouvy zadné patentové pravo, autorské pravo,
pravo na ochrannou znamku kterékoli Strany, s
vyjimkou toho, jak je vyslovné uvedeno v této
Smlouvé. Tento oddil 11.8 ztstava v platnosti i po
ukonceni této smlouvy.

11.11 Stejnopisy. Tato Smlouva mize byt
uzaviena v nékolika stejnopisech, z nichz kazdy
ma platnost originalu a vSechny tvoii spole¢né
jednu Smlouvu.

11.12 Uplna smlouva; dodatky; Kkonflikt
podminek. Tato smlouva spolu s ptipojenymi
pfilohami  obsahuje celou dohodu mezi
Zdravotnickym zafizenim a Zadavatelem, pokud
jde o predmét této Smlouvy. Zadna zména,
upusténi od prava nebo vypusSténi jakéhokoli
ustanoveni této Smlouvy neni G¢inné ve vztahu ke
druhé Strané, pokud tato Strana neposkytne
pisemny souhlas prostfednictvim povéereného
zastupce Zdravotnického zatizeni a Zadavatele. V
pripad¢ rozporu mezi podminkami této Smlouvy a
ustanovenimi Protokolu, (a) pokud jde o otazky
Iéku nebo bezpeCnosti pacientt, ftidi se
podminkami Protokolu a (b) ve vSech ostatnich
pfipadech se podminky fidi touto Smlouvou.

11.13 Vyssi moc. Jakakoli prodleva v plnéni
této Smlouvy smluvni Stranou se nepovazuje za
poruseni této Smlouvy, pokud je zpusobena
udalostmi mimo pfiméfenou kontrolu dotcené
Strany, a v rozsahu, v jakém je takto zplsobena,
(jedna se mimo jiné 0 embarga, vladni omezeni,
stavky nebo dalsi soustfedéné akce pracovnikd,
pozary, zemétieseni, povodné, vybuchy, nepokoje,
valky, obcansky nepofadek, povstani nebo
sabotaz). Strana, u které se udalost z vyssi moci
vyskytne, neprodlené¢ oznami druhé Strané, jak
nejdfive to bude mozné a kdykoli, ze se plnéni
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the actual time of delay caused by the occurrence,
so long as the Party affected by the event uses
reasonable efforts to overcome the delay.

11.14 Anti-Bribery. Institution agrees
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 or any of its 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 they nor 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 any individual or entity acting on its
behalf.

11.15 Publication in the contract
register
The Sponsor notes that the Contracting Parties are

obliged to publish this Agreement in accordance
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podle této Smlouvy prodluzuje o skute¢ny cas
opozdéni zpisobeného vyskytem takové udalosti,
pokud Strana zasazena udalosti vynaloZzi pfimétené
usili k pfekonani vzniklého zpozdéni.

11.14 Protikorupé¢ni opatieni. Zdravotnické
zafizeni souhlasi s tim, Ze odmény, které maji byt
zaplaceny podle této Smlouvy, predstavuji
spravedlivou odménu za sluzby poskytované
Zdravotnickym zafizenim. Zdravotnické zatizeni
prohlasuje a zarucuje, ze platby nebo hodnotné
polozky obdrzené podle této Smlouvy nebo ve
vztahu ke Studii nebudou mit vliv na rozhodnuti,
kterd piipadné ucini Zdravotnické zafizeni nebo
kterykoli z jejich prislusnych vlastnikt, fediteld,
zaméstnancil, agentl, konzultantli nebo jakykoli
pfijemce plateb na zaklad¢ této Smlouvy, jako
vladni ufednik nebo jinak, aby pomohl Zadavateli
zajistit nekalou vyhodu nebo ziskat ¢i udrzet
obchodni piilezitost.

Zdravotnické zatizeni dale prohlasuje a zarucuje,
Ze ani oni, ani zadni z jejich prislusnych vlastnik,
tediteld, zaméestnanct, agentti nebo konzultant ani
zadni piijemci plateb podle této Smlouvy nebudou
s cilem pomoci Zadavateli ziskat nekalou vyhodu
nebo ziskat ¢i udrzet obchodni ptilezitost piimo ¢i
nepiimo platit, nabizet nebo slibovat, Ze zaplati
nebo poskytnou jakoukoli hodnotnou polozku
jakékoli osob€ nebo subjektu s cilem (i) ovlivnit
jakékoli jednani nebo rozhodnuti; (ii) pfimét
takovou osobu nebo subjekt k tomu, aby ucinili
jakykoli ¢in v rozporu se zdkonnou povinnosti; (iii)
zajistit jakoukoli nekalou vyhodu; nebo (iv) pfimeét
takovou osobu nebo subjekt k tomu, aby pouzili
vliv na vladu nebo jeji organy s cilem ovlivnit
jakykoli akt nebo rozhodnuti vlady nebo vladniho
organu.

Krom¢ jinych prav nebo opravnych prostredkd
podle této Smlouvy nebo ze zdkona miZe
Zadavatel tuto Smlouvu vypoveédét, jestlize
Zdravotnické zafizeni porusi nékteré z prohlaseni
nebo zaruky obsazené v tomto oddilu nebo pokud
se Zadavatel dozvi, Ze jsou nebo byly provedeny
nespravné platby ve prospéch nebo z uctu
Zdravotnického zafizeni nebo jakékoli fyzické
nebo pravnické osoby jednajici svym jménem.

11.15 Zverejnéni v registru smluv

Zadavatel bere na védomi, ze smluvni strany jsou
povinny uvefejnit tuto smlouvu v souladu se
zakonem €. 340/2015 Sb., o zvlastnich
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with Act No. 340/2015 Coll., On the Special
Conditions for the Effectiveness of Certain
Contracts, the Publishing of such Contracts and the
Contract Register (hereinafter the "Contracts
Registry Act" hereinafter referred to as the
'‘Contract Registry"). In order to comply with the
terms of the Contract Registry Act, the Contracting
Parties have agreed that the Institution will publish
a copy of the final version of this contract in the
Contracts Registry. For the purpose of publication,
the Sponsor shall prepare the final version of the
Agreement in  machine-readable format in
electronic form and shall provide it without undue
delay after signing this Contract to the Institution.
Submitter sends this version of the contract to
crkva@nemuh.cz. In case the Institution will not
publish the Agreement within 30 days of its
conclusion, the Sponsor will have the right to
publish this contract.

11.16 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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podminkach  ¢innosti  nékterych  smluv,
uvefejiiovani téchto smluv a o registru smluv (dale
jen ,,zékon o registru smluv®) a (déle jen ,,registr
smluv®). Za tcelem splnéni podminek zdkona o
registru smluv, se Smluvni strany dohodly, ze
Zdravotnické zafizeni uvefejni kopii konecné
verze této smlouvy v registru smluv. Pro ucely
uvefejnéni ptipravi Zadavatel konecnou verzi
smlouvy v strojové Citelném formatu v
elektronické podob¢ a poskytne ji bez zbyte¢ného
odkladu po podpisu této smlouvy Zdravotnickém
zatizeni. Zadavatel zaSle tuto verzi smlouvy na
emailovou adresu crkva@nemuh.cz. V ptipadé, ze
by Zdravotnické zatizeni neuvetejnilo smlouvu do
30 dni od jejiho uzavieni, Zadavatel bude mit
pravo tuto smlouvu uvetejnit.

11.16 Kazda strana prohlasuje a zarucuje, Ze
ma pravomoc a povéteni uzavrit tuto Smlouvu a
plnit své zavazky vyplyvajici z této Smlouvy bez
konfliktu, prodleni nebo poruseni jakéhokoli
zakona, nafizeni nebo dohody, které jsou pro ni
zavazné. Kazd4 strana prohlasuje a zarucuje, Ze
tato Smlouva byla tadné¢ a platn€ uzaviena
apodepsana a Ze predstavuje zakonné platnou
a zavaznou povinnost, vymahatelnou v souladu
Sjejimi podminkami, s vyjimkou pfipadd, kdy
vymahani mlze byt omezeno zékonem nebo
pravem ekvity.

PODPISY JSOU UVEDENY NA NASLEDUJICI
STRANE.
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IN WITNESS WHEREOF, the Parties hereto have
executed this Agreement by their respective duly
authorized signatories on the dates specified below
to take effect on and as of the Effective Date.

SPONSOR

SIGNED ON ITS BEHALF BY

PROINNOVERA GMBH /

ZADAVATEL

PODEPSANO PROINNOVERA GMBH JEHO
JMENEM

By: /
Podpis:

Print Name: /
Jméno
tiskacim
pismem:.

Dr. Burkhard Breuer

Title: /
Funkce: CEO

Date: /
Datum:

NA DUKAZ UVEDENEHO Strany podepsaly tuto
Smlouvu prostfednictvim svych ptislusnych fadné
opravnénych zastupcd v nize uvedenych dnech, s
ucinkem od Data uc€innosti.

Institution / Zdravotnické zaiizeni

By: /
Podpis:

Print Name: /
Jméno
tiskacim
pismem:

Title: /
Funkce:

Date: /
Datum:
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EXHIBIT A

PRILOHA A

BUDGET AND PAYMENT SCHEDULE

In full consideration for performance of the Study
by the Institution, the Sponsor will pay the payee
identified below as follows:

ROZPOCET A ROZPIS PLATEB

Zadavatel zaplati nize uvedenému piijemci jako
protiplnéni za provedeni Studie Zdravotnickym
zafizenim nasledujicim zptisobem:

Celkova

Total Amount Paid, zaplacena &astka

Enrolled Subjects mcludl(réguca/)e rhead Zarazeny subjekt véetné reZijnich

oo nékladii (EUR)
Screening Visit 60 Zatazovaci navstéva 1 60

Visit SV1 Visit SV1
Screening Visit Zatazovaci navstéva 2
Visit SV2 120 Visit SV2 120
Visit 1 (Day 0) 120 Visit 1 (Den 0) 120
Visit 2 (Week 2) 120 Visit 2 (Tyden 2) 120
Visit 3 (Week 4) 200 Visit 3 (Tyden 4) 200
Visit 4 (Week 6) 120 Visit 4 (Tyden 6) 120
Visit 5 (Week 8/ET) 160 Visit 5 (Tyden 8/ET) 160
Follow-up 60 Nasledné sledovéni 60
Visit/Phone Navstéva/telefonat

TOTAL 960 CELKEM 960

1. All budget amounts herein are noted in Euro 1. VSechny rozpoctové ¢astky jsou uvadény v eurech

and are inclusive of overhead, where
applicable.  Payments will be calculated
quarterly based upon completion of all
electronic case report forms and resolution of
all queries/data corrections for the particular
visit. All payments will be made in Euro
within sixty (60) days. Sponsor will hold
10% of all payments due until completion of
the Study at the Institution. Sponsor will pay
any open balance in a final payment to payee
when (a) all required Subject visits have been
completed, (b) Institution or assigned
Investigator has submitted all electronic case
report forms to Sponsor or CRO in a form
suitable for use, (c) all data clarification
queries have been resolved to Sponsor’s
satisfaction, (d) the Study close-out visit has
been completed (if applicable), (e) Sponsor
or CRO has verified that all required
regulatory documentation is complete, and
(f) Institution and/or assigned Investigator
have returned all required equipment, study
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a zahrnuji pripadné rezijni naklady. Platby
budou pocitany ctvrtletné na zaklad¢ vyplnéni
vSech  elektronickych  zdznam®  subjektt
hodnoceni a vyteseni vSech dotazli / oprav dat
pro danou navstévu. Vsechny platby budou
provedeny v eurech do Sedesati (60) dnu.
Zadavatel bude drzet 10 % nesplacenych plateb
do dokonceni Studie ve Zdravotnickém zatizeni.
Zadavatel zaplati zbyvajici volny zustatek pii
konecné platbé pfijemci, jakmile (a) budou
dokonceny vsSechny pozadované navstévy
subjektu, (b) Zdravotnické zafizeni nebo
povefeny  ZkouSejici  predlozi  vSechny
elektronické zadznamy subjektd hodnoceni
Zadavateli nebo CRO ve form¢ vhodné k
pouziti, (¢) vSechny dotazy tykajici se vyjasnéni
udaji byly vyfeseny ke spokojenosti Zadavatele,
(d) byla dokoncena navstéva s uzavérkou Studie
(uplatiiyje-li se), (e) Zadavatel nebo CRO
ovetili, ze veSkera pozadovana regulacni
dokumentace je uplna, a(f) Zdravotnické
zafizeni nebo ZkouSejici vratili veskeré

Page/strana 29/34



products and other material to Sponsor or
CRO.

2. If Sponsor has overpaid Institution, Sponsor
may deduct the amount of such overpayment
from its next payment to Institution.
Otherwise, Institution will refund any
overpayment within thirty (30) days of
receipt of a refund request.

3. Sponsor will provide a non-refundable study
start-up fee in the amount of EUR 1.500,00
for activities associated with the initial
administrative preparation and development
of regulatory compliance documents and
start-up support required before initiation of
the study upon execution of the Agreement
and receipt of separate invoice from
Institution.

4. Institution will be reimbursed by costs of a
screening visit for up to one (1) Subject that
were consented but failed at screening due to
inability to meet a specific
inclusion/exclusion criterion based on the
results of a study procedure performed.

5. Patient Stipend Reimbursement:
Institution will ensure that the Subjects will
be reimbursed for travel, parking and meal
related costs incurred in participating in the
Study, up to a rate of CZK 18 500 per
completer. These costs will be covered by
Sponsor in addition to the costs determined
by chapters above.

Patient
Enrolled Subjects reimbursement

(CzZK)
Screening Visit / SV1 1 300
Screening Visit / SV2 2 500
Visit 1 (Day 0) 1800
Visit 2 (Week 2) 1800
Visit 3 (Week 4) 5000
Visit 4 (Week 6) 1800
Visit 5 (Week 8/ET) 2 500
Follow-up Visit/Phone 1800

3.

pripravky a dal$i materidly Zadavateli nebo
CRO.

Pokud Zadavatel poskytne Zdravotnickému
zatizeni pfili§ vysokou platbu, mize Zadavatel
odecist ¢astku tohoto pieplatku od piisti platby
Zdravotnickému zarizeni. V opacném piipadé
Zdravotnické zafizeni vrati veskeré preplatky do
tficeti (30) dnd od obdrzeni Zzadosti o vraceni
penéz.

Zadavatel poskytne nevratnou poc¢atecni platbu
na Studii ve vysi 1.500,00 EUR na c¢innosti
spojené s pocateCni administrativni piipravou,
pfipadnym vyhotovenim dokumentti nutnych z
hlediska dodrzeni predpisi a jako pocatecni
podporu pottebnou pfed zahajenim Studie pfi
uzavieni Smlouvy na zakladé¢ obdrzeni
samostatné faktury ze Zdravotnického zatizeni.

4. Zdravotnickému zatizeni budou uhrazeny naklady

na screeningovou navstévu, za jeden (1) subjekt,
které poskytl souhlas, ale neuspél pii screeningu
z davodu nesplnéni konkrétniho zatazovaciho
kritéria / splnéni vyfrazovaciho kritéria na
zakladé vysledkn postupu ve Studii.

5. Nahrada vydaju pacienta: Zdravotnické zatizeni

zajisti, ze subjektim budou uhrazeny naklady za
cestovani, parkovani a naklady souvisejici
s ucasti ve Studii az do celkové vyse 18 500 K¢
za ukonceného pacienta. Tyto naklady uhradi
Zadavatel navic k nakladim ur¢enym odstavci
vyse.

. , . Vyse nahrady za

Zarazeny subjekt pacienta (KC)
Zarazova(::Ll navstéva 1300
Zarazova021 navstéva 2500
Visit 1 (Den 0) 1800
Visit 2 (Tyden 2) 1 800
Visit 3 (Tyden 4) 5000
Visit 4 (Tyden 6) 1800
Visit 5 (Tyden 8/ET) 2 500
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TOTAL | 18 500 |

6. Unscheduled Visits: An Unscheduled Visit
means a subject visit which is not expressly
set forth in the Protocol, but is otherwise
required for the Study. Unscheduled Visits
will be reimbursed on a per procedure basis
in accordance with the rates set forth in
Budget. In the event a medically necessary
procedure is not included in the Budget,
Institution must receive prior written
approval before procedure is performed.
Amount of compensation for a procedure not
included in Budget will be approved at the
time written approval is provided.

7. Sponsor will pay a one-off amount for the
pharmacy services of EUR 200,00 payable
together with the first invoice in EUR.

No other additional funding requests will be
considered without the prior written consent of
Sponsor.

The institution will receive a notification of
possible invoicing by a system (called “finklyn”).
Via this system there is either the possibility to
generate invoices automatically or there is the
function to upload own invoices (invoice
recipient is Drug Delivery Solutions Ltd (a
subsidiary of MC2 Therapeutics A/S), James
House, Emlyn Lane, Leatherhead KT22 7EP,
United Kingdom, CRN 05349119, VAT-ID-
No.: GB 862424820). The system automatically
takes into account any inquiries relating to
payments for this Study. The system then
automatically sends the invoices to the
CRO/sponsor for approval. It is therefore not
necessary to send the invoice by post to one of the
parties.*

* Further information about the system is provided by
the CRO as it is not relevant to this contract.

Nasledné sledovani
Navstéva/telefonat 1800
CELKEM 18 500

6. Neplanované navstévy: Neplanovana navstéva
znamena navstévu subjektu, kterd neni vyslovné
uvedena v Protokolu, ale pro Studii je jinak
pozadovana. Neplanované navstévy budou
uhrazeny na zakladé postupti nebo vykond
v souladu se sazbami uvedenymi v Rozpoctu.
V piipadé, Ze nezbytny lékaisky postup neni
zahrnut do Rozpoétu, musi byt Zdravotnickym
zatizenim predem pisemné schvalen pied
zahajenim postupu. VySe nahrady za postup,
ktery neni zahrnut do Rozpo¢tu, bude schvalena
v dob¢ poskytnuti pisemného souhlasu.

7. Zadavatel uhradi jednorazovou ¢astku za ¢innost
Iékarny ve vysi EUR 200,00 splatnou spolu
s prvni fakturou v EUR.

Zddné dalsi ¥ddosti o financovdni nebudou brdny v
uvahu bez piedchoziho pisemného souhlasu
Zadavatele.

Zdravotnické zafizeni obdrzi oznameni o mozné
fakturaci prostiednictvim systému (nazyvaného
"finklyn"). Prostfednictvim tohoto systému existuje
bud’ moznost automatického generovani faktur,
nebo funkce pro nahrani vlastnich faktur
(fakturovaci adresa je Drug Drug Delivery
Solutions Ltd (a subsidiary of MC2 Therapeutics
AJS), James House, Emlyn Lane, Leatherhead
KT22 7EP, Velka Britanie, CRN 05349119, VAT-
ID-No.: GB 862424820). Systém automaticky bere
v uvahu veskeré dotazy tykajici se plateb za tuto
studii. Systém poté automaticky zasila faktury CRO
/ sponzorovi ke schvaleni. Proto neni nutné zaslat
fakturu postou jedné ze stran. *

* Dalsi informace o systému poskytuje CRO, protoZe pro
tuto smlouvu nenti relevantni.

Payment: All payments will be remitted to the following Payee:
Platba: Viechny platby budou odeslany ndsledujicimu prijemci:
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PLEASE SELECT ONE OF THE TWO APPENDICES (Single invoicing party (A) of Multiple

invoicing parties (B)):
Vyberte jednu z priloh:

A) SINGLE INVOICING PARTY:

A) Jediny fakturujici

Appendix Remuneration
Pfiloha Odmeéna

Name of invoicing Party
Jméno fakturujici strany

Uherskohradist’ska nemocnice a.s.

Invoice Address (Institution address)
Fakturacni Adresa (Adresa
Zdravotnického zarizeni)

J. E. Purkyn€ 365, 686 68 Uherské Hradisté

v

Ceska republika

Email Address (finklyn User
Account)*

Emailova adresa (finklyn uzivatelsky
ucet)*

nemuh@nemuh.cz

Bank Account Holder
Majitel bankovniho uctu

Uherskohradi$t’skd nemocnice a.s.

SEPA

X
Yes/Ano No/Ne

IBAN/ Account Number CZ63 0600 0000 0004 5590 7514

IBAN/ Cislo tictu

BIC/ SWIFT Code AGBACZPP

BIC/ SWIFT kod

Liable to Reverse Charge N

Subjekt spliiuje podminky pro reverse | Yes/Ano No/Ne

charge

VAT/ Tax ID CZ27660915

DIC

Term of Payment 60 days

Termin platby

Currency EUR (CZK for Patient Reimbursement)

Meéna
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Investigator/Site Fees (EUR)
Odména ZkouSejicimu/Zdravotnickému zarizeni (EUR)

Screening Visit/Visit SV1

Nasledna navsteva (Tyden 10/telefonat)

Zarazovaci navstéva 1/navsteva SV1 60
Screening Visit/Visit SV2 120
Zarazovaci navsteva 2/navstéva SV2
Visit 1 (Day 0)

Navsteva 1 (Den 0) 120

Visit 2 (Week 2) 120
Navstéva 2 (Tyden 2)

Visit 3 (Week 4) 200
Navsteva 3 (Tyden 4)

Visit 4 (Week 6) 120
Navsteva 4 (Tyden 6)

Visit 5 (Week 8) 160
Navstéva 5 (Tyden 8)

Follow-up Visit /(Week 10/telephone) 60

Start-up Fee

1.500,00 €, terms of payment: Site Initiation completed

Pharmacy Fee

200,00 €, terms of payment: payable together with first invoice

Patient Stipend Reimbursement (CZK)
Cestovni nahrady pro subjekt hodnoceni (CZK)

Screening Visit/Visit SV1

Navsteva 4 (Tyden 6)

Zarazovaci navsteva 1/navsteva SV1 1300
Screening Visit/Visit SV2 2500
Zarazovaci navsteva 2/navstéva SV2
Visit 1 (Day 0)
Navstéva 1 (Den 0) 1800
Visit 2 (Week 2)
Navsteva 2 (Tyden 2) 1800
Visit 3 (Week 4)
Navsteva 3 (Tyden 4) 5000
Visit 4 (Week 6) 1800
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Visit 5 (Week 8)
Navstéva 5 (Tyden 8) 2500
Follow-up Visit /(Week 10/telephone) 1 800
Nasledna navstéva (Tyden 10/telefondt)

*1t is also possible to name the mail addresses of hon-medical staff (e.g. accountancy, secretary staff)
for invoicing.

* Rovnéz je mozné uvést pro fakturaci postovni adresy u ne-zdravotnickych pracovnikii (napr. ucetni,
sekretarky).

In case of changes in the Payee’s bank details, Payee must inform CRO in writing. The parties agree
that in case of changes in bank details which do not involve a change of Payee/Bank Account Name or
change of country location of bank account, no further amendments are required.

All further changes require a written amendment to the contract and must be approved by both parties
in writing.

V pFipade zmeén v bankovnich udajich prijemce musi prijemce platby pisemné informovat CRO. Strany
souhlasi s tim, zZe v pripadé zmen v bankovnich udajich, které nezahrnuji zménu piijemce platby / ndzev
bankovniho uctu nebo zménu umisténi bankovniho uctu, nejsou pozadovany zadnée dalsi dodatky.
VSechny ostatni zmény vyzaduji pisemny dodatek ke smlouvé a musi byt pisemné schvaleny obéma
stranami.
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