INSTITUTION CLINICAL TRIAL
AGREEMENT

This Clinical Trial Agreement (the “Agreement”)
is entered into as of date of the Parties’ last
signature (the “Effective Date”) by and between
Motol University Hospital, state contributory
organization, having a place of business at
V Uvau 84, 150 06 Praha 5, 1CO: 00064203,
represented by JUDr. Ing. Miloslav Ludvik, MBA,
Director (“ Healthcare Provider”), and Flatley
Discovery Lab, LLC with offices at 529 Main
Street, Suite 115, Charlestown, Massachusetts
02129, United States of America, Tax ID Number:
04-2763837 (“Sponsor”) and SynteractHCR
Deutschland GmbH, with offices at Albrechtstrasse
14, 80636 Munich, Germany (“SynteractHCR
Deutschland GmbH* or ,,SynteractHCR*).

RECITALS

WHEREAS, Sponsor is conducting a clinical
research study of [l (the “Study Drug”) in
(“the Study™);

WHEREAS, SynteractHCR is providing contract
research organization services to Sponsor under a
Separate contract.

WHEREAS, Sponsor represents and warrants that
it has all necessary authority to enter into this
Aqgreement;

WHEREAS, Hedthcare Provider's employee,

I, (Principal

SMLOUVA ZDRAVOTNICKEHO ZARIZENI
O KLINICKEM HODNOCENI

Tato smlouva o klinickém hodnoceni (dale jen
»~Smlouva“) vstupuje v platnost dnem
posledniho podpisu smlouvy (dale jen ,,datum
acinnosti”) mezi  Fakultni nemocnici v
Motole, statni prispévkova organizace, se
sidlem na adrese V Uvalu 84, 150 06 Praha 5,
ICO:00064203, zastoupena JUDr. Ing.
Miloslavem Ludvikem, MBA, feditelem (dde
jen ,poskytovatel zdravotni péce”), a Flatley
Discovery Lab, LLC se sidlem na adrese 529
Main Street, Suite 115, Charlestown,
Massachusetts 02129, Spojené staty americké,
DIC: 04-2763837 (dde jen ,zadavatd“), a
SynteractHCR Deutschland GmbH, se sidlem
na adrese Albrechtstrasse 14, 80636 Mnichov,
Spolkova republika Némecko (dale jen
~oynteractHCR Deutschland GmbH*
nebo,,SynteractHCR").

PREAMBULE

VZHLEDEM K TOMU, ZE zadavatel provédi

klinickou vyzkumnou studii (ddle jen
»,hodnoceny léCivy pFipravek®) u

(ddlejen ,studie”);

VZHLEDEM K TOMU, ZE spolenost
SynteractHCR poskytuje zadavateli na zakladé
samostatné smlouvy sluzby smluvni vyzkumné
organizace,

VZHLEDEM K TOMU, ZE zadavatel prohladuje
azaruCuje, Ze je plné oprévnén tuto smlouvu
uzavrit;

VZHLEDEM K TOMU, ZE zaméstnanec

poskytovatele zdravotni péce [N
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Investigator”) will conduct the Study at the
Department of Medical Microbiology 2. LF UK
and Motol University Hospital. Sponsor shall enter
into a separate agreement with the Principa
Investigator for his performance of the Study
hereunder and shall compensate him for conducting
the Study. References made to obligations which
are the responsibility of the Principal Investigator,
are for the purpose of informing the parties to this
Agreement accordingly.

WHEREAS, Hedlthcare Provider has applicable
medical expertise and experience in conducting
human clinical trials of pharmaceutical products in
accordance with applicable laws, rules and
regulations,

WHEREAS, the Healthcare Provider is willing to
conduct the Study, subject to the terms and
conditions set forth herein, and SynteractHCR and
Sponsor request Hedlthcare Provider to undertake
the Study.

NOW, THEREFORE, the parties hereto agree as
follows:

1 CONDUCT OF THE STUDY

1.1 Conduct of the Study. The Hedthcare
Provider agrees to conduct Study described in the
Protocol, as it may be amended, the provisions of
which are incorporated herein by this reference and
made a binding part of this Agreement as if set
forth verbatim herein. In the event that Sponsor
makes modifications to the Protocol, Ethics
Committee (“EC”) approval of such changes shall
be obtained prior to Heathcare Provider
implementing such changes to the Protocol. If such
modifications are expected to affect the cost,
including the Per Visit Fees and/or pass-through
costs, of the Study, the Healthcare Provider will

I (c:icjen . hlavni zkousejici™) bude
provadét studii na Ustavé Iékafské mikrobiologie 2.
LF UK aFN Motol, Fakultni nemocnice v Motole,
zadavatel uzavie zvl&Stni smlouvu s hlavnim
zkouSejicim o provadéni studie podle této smlouvy
a 0 odméné za provedeni studie pro hlavniho
zkousejiciho. Odkazy na povinnosti, které jsou
odpoveédnosti hlavniho zkouSejiciho, jsou uvadény
za UCelem patficného informovani smluvnich stran

této smiouvy. [

VZHLEDEM K TOMU, ZE poskytovatel
zdravotni péce disponuje lékarskou odbornosti
azkusenostmi s provadénim klinickych hodnoceni
farmaceutickych pripravkl na lidskych subjektech
v souladu splatnymi préavnimi predpisy, pravidly
anarizenimi;

VZHLEDEM K TOMU, ZE poskytovatel
zdravotni péce je ochoten provést studii v souladu
se zde wuvedenymi smluvnimi  podminkami
aspolecnost SynteractHCR a zadavatel Zadaji, aby
poskytovatel zdravotni pece provedl studii,

se strany téo smlouvy TUDIZ NYNI dohodly
takto:

1 PROVADENI STUDIE

1.1  Provadéni studie. Poskytovatel zdravotni
péCe se zavazuje provést studii popsanou v platném
znéni protokolu, jehoZ ustanoveni jsou timto
odkazem zaclenéna do této smlouvy astavaji sejeji
nedilnou soucasti, jako by vni byla uvedena
v doslovném znéni. V pfipadé oprav protokolu ze
strany zadavatele mohou byt takové zmény
v protokolu  poskytovatelem  zdravotni  péce
zavedeny aZ poté, co eticka komise (dalejen ,,EK")
takové zmény schvai. Existuje-li predpoklad, Ze
takové Upravy ovlivni n&klady na studii, vCetné
poplatkli za navstévy anebo prefakturovanych
nakladd, predloZzi poskytovatel zdravotni péce
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promptly submit to SynteractHCR a revised written
cost and fee estimate for prior written approval by
Sponsor prior to implementing the change to the
Protocol. If in the course of performing this
Agreement, however, generally accepted standards
of clinical study and medical practice relating to
the safety of Study subjects require a deviation
from the Protocol, such standards will be followed.
In such case, Healthcare Provider will immediately
inform SynteractHCR and Sponsor, in writing, of
the facts causing such deviation as soon as the facts
are known to the Healthcare Provider.

1.2 Roleof SynteractHCR. SynteractHCR isa
contract research organization engaged in the
operation management of clinica trias and has
been engaged by the Sponsor to oversee the Study.
Hedthcare Provider will  cooperate  with
SynteractHCR in all respects. This cooperation will
include, without limitation, furnishing information
as reasonably requested by SynteractHCR, meeting
with SynteractHCR at designated times, and
allowing SynteractHCR access to Healthcare
Provider’s records and facilities for the purpose of
monitoring the Study. However, this action from
SynteractHCR must not interfere with the normal
course of the Healthcare Provider.

The parties hereto acknowledge that SynteractHCR
has performed no independent research or analysis
of any kind or nature whatsoever regarding the
safety or efficacy of the Study Drug, materials or
treatment procedures that are to be administered
pursuant to the Study and therefore SynteractHCR
makes NO REPRESENTATIONS OR
WARRANTIES, expressed or implied, concerning
the Study Drug, materials, treatment procedures,
results to be obtained in administering the Study
Drug, or the safety, effect on humans, animals,
application or use of the Study Drug or Study

bezodkladné spoleCnosti SynteractHCR
aktualizovany odhad nakladd aplateb, aby jg
zadavatel schvdlil prfed zavedenim zmény
v protokolu. Nastane-li vSak béhem plnéni této
smlouvy ana zakladé vSeobecné pfijimanych
standard(l  klinickych studii alékarské praxe
nutnost odchylit se od protokolu v souvidosti
sbezpecnosti studijnich subjektll, budou takové
standardy dodrzovany. V takovém pfipadé bude
poskytovatel zdravotni péCe ihned pisemné
informovat spole¢nost SynteractHCR azadavatele
o skute¢nostech, které takovou odchylku zpdsobily,
ato bezprostfedné poté, co se poskytovatel
zdravotni péce o téchto skute¢nostech dozvi.

1.2 Uloha  spoletnosti  SynteractHCR.
Spolecnost SynteractHCR je smluvni vyzkumna
organizace pusobici v oblasti Fizeni klinickych
hodnoceni abyla zadavatelem angaZovana, aby
dohliZzela na studii. Poskytovatel zdravotni péce
bude se spoleCnosti SynteractHCR vevSech
ohledech spolupracovat. Tato spoluprace bude
mimo jiné zahrnovat poskytovani informaci
v pfiméfeném rozsahu poZadovanych spolecnosti
SynteractHCR, setkani se spolecnosti
SynteractHCR v uréenych terminech aumoZznéni
pristupu spolecnosti SynteractHCR k zaznam(m
ado prostorll poskytovatele zdravotni péte aza
Ucelem monitorovani studie. Timto jednanim ze
strany spolecnosti SynteractHCR vS8ak nesmi byt
narusen bézny chod poskytovatel e zdravotni péce.

Strany této smlouvy berou na védomi, Ze
spoleCnost  SynteractHCR  neprovedla Zadny
nezavisly vyzkum ani analyzu jakéhokoliv druhu Ci
povahy, pokud jde o bezpeCnost nebo Ucinnost
hodnoceného 1éku, materialll nebo lécebnych
postupli, které budou pouzity ve studii,
aspolecnost SynteractHCR tedy v souvislosti
shodnocenym |ékem, materidy, léCebnymi
postupy, vysledky ziskanymi béhem podavani
hodnoceného 1éku ani bezpeCnosti aucinkem
u Clovéka azvirat, aplikaci apouzitim
hodnoceného Iéku nebo jeho vhodnosti pro
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Drug’s fitness for any particular purpose.

Healthcare Provider agrees that SynteractHCR
shal not be responsible for claims, expenses,
damages, or liabilities arising from, or relating to
the Study Drug or the conduct of the Study, except
to the extent any such claims, expenses, damages
or liability arise from the gross negligence, fraud or
willful misconduct of SynteractHCR, its officers,
employees or agents.

1.3 Healthcare Provider. The Study will be
conducted under the supervision of the Principal
Investigator, who is an employee of the Healthcare
Provider. The Healthcare Provider shall carry out
the Study in a professional, competent manner in
accordance with the Protocol, any applicable
Healthcare Provider policies, and all applicable
laws, rules and regulations. Healthcare Provider
shall carry out the Study in accordance with the
Protocol and the terms of this Agreement. If there
is any discrepancy or conflict between the terms
contained in the Protocol and this Agreement, the
terms of this Agreement shall govern and control
with respect to commercial and contract terms, the
Protocol will govern with respect to the conduct of
the Study and with respect to serving the best
interest of subject welfare as well as other clinical
matters.

1.4  Healthcare Provider Staff. The Healthcare
Provider represents and warrants that (i) they have
the experience, capability, and resources,

including, but not limited to, sufficient personnel
and equipment, to efficiently and expeditioudy
perform the Study in a professional and competent
manner; and (ii) the personnel involved with the
Study shall be properly qualified and trained to
perform the tasks to which they are assigned.

konkrétni Gcel neposkytuje ZADNOU ZARUKU,
at’ jiz vyslovnou ¢i konkludentni.

Poskytovatel zdravotni péce souhlasi stim, Ze
spoleCnost SynteractHCR neponese odpovédnost
za naroky, vydaje, Skody Ci zévazky vzniklé
Vv souvidlosti s hodnocenym |ékem nebo
provadénim studie svyjimkou takovych néaroki,
vydajd, $kod ¢&i zavazkd wvzniklych v disledku
hrubé nedbalosti, podvodu nebo Umysiného
pochybeni ze strany spole¢nosti SynteractHCR,

vedoucich  pracovnikl,  zaméstnancl  nebo
zmocnéncu.
1.3  Poskytovatel zdravotni péce. Studie bude

provaddéna pod dohledem hlavniho zkouSejiciho,
ktery je zaméstnancem poskytovatele zdravotni
péCe. Poskytovatel zdravotni péce bude studii

provadét  odbornym  afadnym  zplisobem
av souladu sprotokolem, jakymikoliv platnymi
zasadami poskytovatele zdravotni péce

aveSkerymi platnymi préavnimi predpisy, pravidly
anafizenimi. Poskytovatel zdravotni péCe bude
studii provadét v souladu s protokolem
a podminkami této smlouvy. V pfipadé jakéhokoliv
nesouladu nebo rozporu v podminkéch uvedenych
v protokolu atéto smlouvé budou podminky
smlouvy rozhodujici v otazkach obchodnich
asmluvnich podminek, avsak v otazkach provadéni
studie, pri zajistovani nejlepsich zajmi o blaho
subjektll a také v medicinskych zalezitostech bude
rozhodujici protokol.

1.4  Personal zdravotnického zarizeni.
Poskytovatel zdravotni péce prohlaSuje azaruCuje,
Zze (i) disponuje zkuSenostmi, schopnostmi
aprostfedky, mimo jiné véetné dostatecného pocCtu
persondu amnozstvi vybaveni, k efektivnimu
apromptnimu  provedeni  studie  odbornym
aradnym zplsobem a(ii) persond zabyvgjici se
studii bude mit prislusnou kvalifikaci abude fadné
proSkolen v otazkach plnéni jemu pfidélenych
tkold.
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15 EC Approval. The Sponsor shal be
responsible for obtaining and maintaining Clinical
Trial Authorization from the Ethics Committee
(“EC”) and competent authorities for the conduct
of the Clinical Trial and substantial amendments to
the Protocol. The Sponsor will apply for the
Clinical Tria Authorization, in which case the
Sponsor shall keep the Healthcare Provider fully
apprised of the progress of ethics committee
submissions and shall upon request provide the
Hedthcare Provider with all correspondence
relating to such submissions. The Sponsor shall
provide the Heathcare Provider with written
confirmation of the EC’s approval prior to the
enrollment of any Study subjects in the Study. If
the EC withdraws approval of the Study at any
time, the Sponsor shall immediately notify
Healthcare Provider in writing and concurrently
provide a written explanation of the circumstances
leading to such withdrawal. In such event Sponsor
may terminate this Agreement by written notice to
the Healthcare Provider effective immediately
upon delivery.

16 Informed Consent. The Sponsor will
provide the Principal Investigator with the
Informed Consent that may be provided to the
Study Subjects. The Principa Investigator shall be
responsible for obtaining from each person
participating in the Study (*a Study Subject”) a
valid and signed informed consent (“Informed
Consent, ICF”) in full compliance with
Applicable Law for al Study Subjects prior to
performing any study procedures.

1.7 Enrollment of  Study  Subjects.
Reasonable endeavors shall be made to ensure at
least | Study Subjects are enrolled, meeting all

Protocol eligibility requirements during the
enrollment period communicated by
SynteractHCR. Enrollment will be on a

competitive basis with each site enrolling as many
Study Subjects as quickly as possible. Healthcare

15 Souhlas EK. Zadavatel ponese
odpovédnost za ziskani audrZzeni povoleni
provadét klinické hodnoceni ze strany etické
komise (dde jen ,EK“) akompetentnich Gradl
v souvislosti s provedenim klinického hodnoceni
a podstatnymi dodatky k protokolu. Zadavatel bude
Zadat o povoleni klinického hodnoceni av takovém
pfipadé bude zadavatel v plném rozsahu
informovat poskytovatel e zdravotni péce o postupu
podani etické komisi ana Zadost predloZi veSkerou
korespondenci  tykgici se takovych podani.
Zadavatel poskytne poskytovateli zdravotni péce
pisemné potvrzeni o souhlasu EK pred zafazenim
jakychkoli studijnich subjektl do této studie.
Jestlize EK v kterémkoliv okamziku odvola svij
souhlas se studii, bude zadavatel ihned pisemné
infformovat  poskytovatele  zdravotni  péce
asoubézné poskytne pisemneé vysvétleni okolnosti
vedoucich  ktakovému  odvolani  souhlasu.
Zadavatel mize v takovém pfipadé tuto smlouvu
ukongit pisemnou vypovédi dorucenou
poskytovateli zdravotni péCe; tato vstupuje
v platnost okamzZikem doruceni.

1.6 Informovany souhlas. Zadavatel poskytne
hlavnimu zkouSejicimu formular informovaného
souhlasu, ktery bude poskytnut studijnim
subjektlim. Hlavni zkousejici ponese odpovédnost
za ziskéni podepsaného informovaného souhlasu
(dde jen ,jinformovany souhlas, ICF*) od kazde
osoby Ucastnici se studie (dde jen ,studijni
subjekt*), ato zcelav souladu s platnymi pravnimi
pfedpisy, pro vSechny studijni subjekty apred
provedenim jakychkoliv postupl ve studii.

1.7 Zarazovani studijnich subjektl. Bude
vyvinuto pfiméfené Usili za uCelem zarazeni
alespori | studijnich subjektd adodrzeni vsech
protokolem stanovenych pozadavk( na zplsobilost
vpribéhu obdobi zafazovani  ozndmeného
spoleCnosti  SynteractHCR.  Zafazovani  bude
probihat kompetitivnim zplisobem akazdé z center
zaradi maximalni mozny pocet studijnich subjektd,
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Provider shall inform SynteractHCR of the status
of enrollment of Study Subjects in compliance with
instructions received from SynteractHCR or
Sponsor and/or the requirements of the Protocol.
SynteractHCR will notify the Healthcare Provider
when enrollment for the Study is complete. No
other Study Subjects may be enrolled in the Study
after notification that enrollment is complete. The
Healthcare Provider must receive permission in
writing from SynteractHCR and/or Sponsor to
randomize greater than | eligible Study Subjects
for the Study. It is anticipated that the first Study
Subjects will be screened within ] days of the
receipt of the Study Drug by the Healthcare
Provider. All Study Subjects must be enrolled
pursuant to Protocol eligibility criteria and within
the enrollment period. Sponsor shall not be
obligated to pay for additional Study Subjects who
are enrolled in the Study without Sponsor’s and or
SynteractHCR prior written approval.

18 Standards of Performance. The
Healthcare Provider shall perform the Study as set
forth in the Protocol in compliance with:

() generaly accepted standards of good
clinical practice,

(i)  theProtocol as may be amended,

(ilf) written instructions provided by
SynteractHCR and Sponsor, and

(iv) all applicable legal regulations of the

Czech Republic, in particular Act No.
378/2007 Coll., On Pharmaceuticals
and Amendments to Certain Related
Acts, as amended (“Act on
Pharmaceuticals™), Decree No.
226/2008 Coll., On Good Clinicd
Practice and Closer Criteria for the
Clinical Evauation of Medicind
Products, as amended, Act No.

co ngrychlgi to bude moZzné. Poskytovatel
zdravotni péce bude spoleCnost SynteractHCR
informovat o stavu zafazovani studijnich subjekt
v souladu spokyny prijatymi od spolecnosti
SynteractHCR nebo zadavatele a/nebo poZzadavky
protokolu.  SpoleCnost  SynteractHCR  bude
poskytovatele zdravotni péCe informovat o
dokonéeni zafazovani subjektd do studie. Po
takovém oznameni jiz do studie nesmeéji byt
zafazeny  Z&dné  dalSi  studijni  subjekty.
Poskytovatel zdravotni péfe musi od spoleCnosti
SynteractHCR a/nebo zadavatele ziskat pisemné
povoleni krandomizaci dalSich  zpUsobilych
studijnich subjekttl nad rdmec J] subjektil. Ogekéava
se, ze vybér prvnich studijnich subjektl bude
proveden do [l dnG od prijeti hodnoceného
leCiveho pfipravku poskytovatelem zdravotni péce.
Vsechny studijni subjekty musegji byt zafazeny
vsouladu skritérii  zplsobilosti  stanovenymi
protokolem abéhem obdobi zafazovani. Zadavatel
nebude povinen uhradit platby za dalSi studijni
subjekty, které byly do studie zafazeny bez
prfedchoziho pisemného souhlasu zadavatele a/nebo
spolecnosti SynteractHCR.

1.8 Standardy plnéni. Poskytovatel zdravotni
péCe bude studii provadét zplisobem uvedenym
v protokolu av souladu s:

(i)  vSeobecné pfijimanymi  standardy
spravné klinické praxe,

(i)  platnym znénim protokolu,

(iii) pisemnymi  pokyny  poskytnutymi
spoleCnosti SynteractHCR
azadavatelem a

(iv) veSkerymi platnymi pravnimi predpisy

Ceské republiky, zejména  zak.
C. 378/2007 Shb., o léCivech a zménach
nékterych souvisgicich zakonl, ve
znéni pozdéjsich predpist (,,Zakon
o léCivech”), vyhlasky €. 226/2008
Sh., o spravné klinické praxi a blizsich
podminkéach klinického hodnoceni
léCivych pripravkd, v platném znéni,
zak. €. 372/2011 Sh., o zdravotnich
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(V)

(vi)

372/2011 Call., On health services and
the conditions for their provision, as
amended (“Act on Health Services”)
and regulations governing the
performance of clinical investigations
including but not limited to (i) the
European Medicines Agency (EMEA)
and any other similar national
regulatory body having authority in
the country in which the Study isto be
undertaken (“Regulatory Authority”)
(if applicable according to the
Protocol); (ii) those relating to the
rights and safety of human subjects in
clinical trials; (iii) those relating to
kickbacks, bribes and physician
referrals, (iv) the Heath Insurance
Portability and Accountability Act, or
Directive 95/46/ES of the European
Parliament and of the Council of
24 October 1995 on the protection of
individuals with regard to the
processing of personal data and on the
free movement of such data as
implemented into legislation in the
country in which the Headthcare
Provider is located namely Act No.
101/2000 Coall. on the Protection of
Personal Data, as  amended
(hereinafter referred to as the
"Personal Data Protection Act"), and
any other applicable persona data
protection legidlation (collectively
“Data Protection Laws”);

the Declaration of the Helsinki World
Medical Association
Recommendations Guiding Physicians
in Biomedical Research Involving
Human Subjects (most current
version) including amendments as set
out in the Protocol;

the “ICH Harmonised Tripartite
Guideline, Guideline for Good

(v)

(vi)

sluzbach a podminkéch jgich
poskytovani, ve znéni pozdgjSich
predpisti  (,,Zakon o zdravotnich

sluzbach“) anafizenimi upravujicimi
provadéni klinického vyzkumu, mimo
jiné vCetné (i) Evropské lékove
agentury (EMEA) akterychkoliv
jinych obdobnych regulacnich organ(i
disponujicich pravomoci v zemi, v niz
ma byt studie provedena (dde jen
»regulacni organ“) (toto ustanoveni
plati, je-li v souladu s protokolem), (ii)
prévnich predpist anafizeni tykajicich
se pra&v a bezpe€nosti lidskych
subjektli v klinickych hodnocenich,
(iii) préavnich predpist anafizeni
tykagicich se nezékonnych provizi,
Uplatk amotivacnich plateb Iékarim,
(iv) zékonu o prenosu a zpracovani
informaci ve zdravotnim pojisténi
nebo smérnice Evropského parlamentu
aRady 95/46/ES ze dne 24. fijna 1995
o ochrané fyzickych osob v souvislosti
se zpracovanim osobnich udaji ao
volném pohybu téchto Udajl, které
byly implementovany do legidativy
zemé, vniz poskytovatel zdravotni
péce sidli, tedy zgména zékona C.
101/2000 Sh., o ochrané osobnich
Udaji, v platném znéni (dde jen
»zakon o ochrané osobnich udajd*),
ajakékoliv dalsi legidativy tykgici se
ochrany osobnich Udajl (spolecné déle
jen ,pravni predpisy o ochrané
osobnich Gdaji*),

doporucenimi  Helsinské deklarace
Svétové lekarské asociace slouzicimi
jako prirucka Iékare v biomedicinském
vyzkumu na lidskych subjektech (v
nejnovejSim znéni) vcetné dodatkd
uvedenych v protokolu,

»,harmonizacnimi pokyny pfijatymi na
tfistranné Mezinarodni konferenci o
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(vii)

(ix)

Clinical Practice, Step 5
(CPMP/ICH/135/95)” (“ICH GCP™);

Directive 2001/20/EC of the European
Parliament and of the Council of
4 April 2001 on the approximation of
the laws, regulations and
administrative  provisions of the
European Union Member States
relating to the implementation of good
clinical practice in the conduct of
clinical studies on medicina products
for human use as implemented into
legislation in the country in which the
Healthcare Provider is located;

Commission Directive 2005/28/EC of
8 April 2005 laying down principles
and detalled guidelines for good
clinical practice as regards
investigational medicinal products for
human use, a wdl as the
requirements for authorisation of the
manufacturing or importation of such
product as implemented into
legislation in the country in which the
Healthcare Provider is located;

the guidance documents issued by the
European Commission, the European
Medicines Agency or any nationad
competent authority (where
applicable) pertaining to conduct of
clinical trialsincluding, but not limited
to, those relating to collection,
verification and presentation adverse
event/reaction reports, together with
decoding procedures for unexpected
serious adverse reactions; (hereinafter
all together “Applicable Law”).

(vii)

(ix)

harmonizaci, pokyny pro spravnou
klinickou praxi, krok ¢ 5
(CPMP/ICH/135/95)“  (dde jen
»pokyny ICH GCP*),

smérnici  Evropského  parlamentu
aRady 2001/20/ES ze dne 4. dubna
2001 o  shlizovani pravnich
aspravnich predpisl clenskych stéatll
tykagicich se uplatfiovani spravné
klinické  praxe pfi  provadéni
klinickych  hodnoceni  humannich
léCivych  pripravkl, kterd byla
implementovana do legislativy zemé,
v niz poskytovatel zdravotni péce
sidli,

smérnici Komise 2005/28/ES ze dne 8.
dubna 2005, kterou se stanovi zésady
apodrobné pokyny pro spravnou

Klinickou praxi tykajici se
hodnocenych  humannich  IéCivych
pripravkl ataké poZzadavky na

povoleni vyroby €i dovozu takovych
pripravkd, ktera byla implementovana
do legidativy zemé, v niZ poskytovatel
zdravotni péce sidli,

dokumenty  spokyny  vydanymi
Evropskou komisi, Evropskou |ékovou
agenturou nebo kterymkoliv
kompetentnim narodnim ufadem (v
pfislusném  pfipadé) v souvidlosti
sprovadénim klinickych hodnoceni,
mimo jiné vetné pokynd tykajicich se
sbéru, ovérovani apredkladani hlaseni

nezddoucich  pfihod/reakci  spolu
s dekodovacimi postupy pro
neoCekdvané  zavazné  nezadouci

reakce (vSe spoleCné dale jen ,platné
pravni predpisy”).
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19 Data Protection Laws. SynteractHCR and
Sponsor will provide the ICF which will be
submitted to the Ethics Committee for approval
prior to the commencement of the Study. . In the
event SynteractHCR comes into contact with any
Study Subject’s medical records, SynteractHCR
will hold in confidence the identity of such Study
Subject and will comply with al applicable law(s)
regarding the confidentiality of such Study
Subject’s records. Where applicable, no Subject
personal data will be recorded on CRFs. CRFs will
be documented in anonymised form only. Except
when required for the purposes of documenting and
monitoring the Study, the Site will ensure that all
personaly identifiable information relating to
Subjects is removed from Study reports or other
data before these are transferred or otherwise made
available to SynteractHCR or Sponsor. The
Healthcare Provider will ensure that no personal
data and confidential patient information are
transmitted to the Sponsor during the course of the
Study, Sponsor will not act as an importer in the
relationship to Healthcare Provider, and Healthcare
Provider may transmit the personal data to
SynteractHCR. The Healthcare Provider and the
Sponsor and SynteractHCR undertake, in the
course of the Study and after its termination, to
observe the relevant legal provisions on the
protection of personal data in their preservation,
processing and transfer to another country, in
particular in accordance with Act no. 101/2000
Call., On the Protection of Persona Data, as
amended and EU legislation. The Sponsor and
SynteractHCR are committed to ensuring an
equivaent level of protection of personal dataasin
the Czech Republic / EU, especidly in relation to
the data required for documentation and
monitoring of the Study.

1.10 Monitoring Visits. SynteractHCR’s and/or
Sponsor’s representatives may conduct periodic
visits, at mutually acceptable times during normal
business hours, to: (i) inspect and examine the

19 Pravni predpisy o ochrané osobnich
Gdajh. Spoleénost SynteractHCR azadavatel pred
zahgenim studie poskytne ICF, ktery bude
pfedlozen etické komisi ke schvéleni. V pfipadg, Ze
spoleCnost  SynteractHCR  pfijde do styku
sjakymikoliv lékarskymi zaznamy studijniho
subjektu, zachova tato mlcenlivost o totoznosti
takoveého subjektu a bude dodrZzovat veskeré platné
pravni predpisy tykajici se dlvérné povahy
takovych zaznam(  studijniho  subjektu. V
pfislusnych pfipadech nebudou veformularich
CRF zaznamenévany zadné osobni Udaje subjektd.
Formulafe CRF budou dokumentovany pouze
v anonymni podobé. Centrum zgjisti, aby pred
predanim nebo jinym zplsobem zpfistupnéni
spoleCnosti  SynteractHCR nebo zadavateli byly
veskeré osobni Uidaje subjektll ze zpréav ze studie Ci
jinych udajl odstranény, nejsou-li tyto vyzadovany
pro Ucely dokumentace amonitoringu studie.
Poskytovatel zdravotnich péce tak zgjisti, aby v
pribéhu provadéni studie nedo$lo k predani
zédnych osobnich UGdajd a dlvérnych informaci
pacientd zadavateli, ktery tak nebude dovozcem ve
vztahu k poskytovateli zdravotnich péce a
poskytovatel zdravotnich péce prfeda osobni udaje
SynteractHCR. Poskytovatel zdravotnich péce i
zadavatel a spolecnost SynteractHCR se zavazuji,
ze v pribéhu klinické studie i po jgjim ukonéeni
budou dbé podle pfislusnych pravnich predpisl o
ochranu osobnich UGdaji pfi jejich uchovani,
zpracovani i predani do jiné zemé, a to zgm. v
souladu se zaékonem €. 101/2000 Sh., o ochrané
osobnich Udajd, ve znéni pozdéjsich predpisti a
pravnimi predpisy EU. Zadavatd a SynteractHCR
se zavazuji zgjistit ekvivalentni droven ochrany
osobnich Udajd jako v Ceské republice / EU, ato
zeiména ve vztahu kudajdm, které jsou
vyZadovany pro Ucely dokumentace a monitoringu
studie.

1.10 Monitorovaci navstévy. Zastupci
spoleCnosti  SynteractHCR alnebo zadavatele
mohou vevzajemné pfijatelnych  terminech
v pribéhu béZzné pracovni doby vykonavat
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Healthcare Provider’s facilities; (ii) review the
progress of the Study; (iii) monitor, inspect and
copy (in accordance with what is permitted in the
Informed Consent) any or al data and work
product relating to the Study; and (iv) collect
financial billing and expense reports. The
Hedthcare Provider shall cooperate with
SynteractHCR and Sponsor and use reasonable
efforts to provide al information requested and to
attend all scheduled meetings. However, this action
by SynteractHCR / the sponsor or the persons
authorized by them shall not disrupt the normal
course of the Healthcare Provider.

1.11 Regulatory Audits. To the extent alowed
by applicable law and regulation, if a Regulatory
Authority: (i) contacts Healthcare Provider with
respect to the Study; (ii) conducts, or gives notice
of itsintent to conduct, an inspection of Healthcare
Provider with respect to the Study; or (iii) takes, or
gives notice of its intent to take, any other
regulatory action with respect to any activity of
Healthcare Provider or the EC which could
reasonably be expected to impact any data or
clinical activity under the Study; Healthcare
Provider must promptly notify SynteractHCR and
Sponsor of the contact or notice. SynteractHCR
and or Sponsor will have the right to be present at
and to participate in any such inspection or
regulatory action with respect to the Study.
Healthcare Provider must provide SynteractHCR
and Sponsor with copies of all information and
documentation applicable to Study issued by a
Regulatory Authority and any proposed response.
SynteractHCR and Sponsor will have the right to
review and comment in advance on any responses,
which pertain to the Study and Healthcare Provider
will inform SynteractHCR and Sponsor of the
timeline for when SynteractHCR and Sponsor’s
response is required. Within 5 business days
following the inspection, Healthcare Provider must

pravidelné navstévy za ucelem: (i) kontroly
aprohlidky  prostorll  zafizeni poskytovatele
zdravotni péce, (ii) hodnoceni pribéhu studie, (iii)
monitorovani, kontroly apofizovani kopii (v
souladu smoznostmi informovaného souhlasu)
veskerych Gdajd avysledkll préce souvisgjicich se
studii a(iv) shéru vykaz( o finanénim zuctovani
avydgjich. Poskytovatel zdravotni péce bude se
spoleCnosti SynteractHCR azadavatelem
spolupracovat avynaloZi pfimérené Usili za icelem
poskytnuti veSkerych pozadovanych informaci
aucasti na vSech planovanych jednénich. Timto
jednanim ze strany spolecnosti SynteractHCR /
zadavatele nebo jimi povérenych osob vSak nesmi
byt narusen bézny chod poskytovatele zdravotni
péce.

1.11 Audity ze strany regulacnich organt. V
rozsahu povoleném platnymi zékony a predpisy,
jestlize  regulacni  orgdn: (i)  kontaktuje
poskytovatele zdravotni péCe v souvidlosti se
studii, (ii) provede kontrolu poskytovatele
zdravotni péce v souviglosti se studii, pfipadné
oznami svllj zamér kontrolu provést nebo (iii)
pfijme jakékoliv jiné regulacni Fizeni v souvislosti
sjakoukoliv aktivitou poskytovatele zdravotni péce
nebo EK, uniZz lze divodné predpokladat, Ze
ovlivni jakékoliv udaje nebo klinické aktivity
vramci studie, pripadné oznami sv0j zamér
opatfeni pfFijmout, poskytovatel zdravotni péce
musi o takovém kontaktu ¢i ozndmeni v rozsahu
povoleném platnymi préavnimi predpisy
anarizenimi bezodkladné informovat spolecnost
SynteractHCR azadavatele. Spolecnost
SynteractHCR a/nebo zadavatel budou opravnéni
osobné se zucastnit jakychkoliv takovych kontrol
nebo regulacnich fizeni v souvidosti se studii.
Poskytovatel zdravotni péfe musi spoleCnosti
SynteractHCR azadavateli poskytnout kopie
veSkerych  studie se tykgicich  informaci
adokumentll vydanych regulanim organem
ajakychkoliv navrhovanych odpovédich.
Spolecnost SynteractHCR a zadavatel budou pred
poskytnutim jakychkoliv odpovédi tykajicich se
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provide SynteractHCR and Sponsor a written
report of the inspection, noting in alist each Study
related record or document provided to or reviewed
by the regulatory authority. Healthcare Provider
must use best efforts to properly address and will
cure any and al non compliance issues, and will
consult and inform SynteractHCR and Sponsor in
all respects to the actions taken and the responses
provided to any report or correspondence issued by
any Regulatory Authority which could reasonably
be expected to impact the Study.

112 Audits by SynteractHCR or Sponsor.
During the term of this Agreement, Healthcare
Provider ~ will  permit  representatives  of
SynteractHCR and Sponsor and/or their duly
authorized representatives to examine, a a
reasonable time during normal business hours and
subject to at least ten (10) business days prior
written notice to Healthcare Provider (However,
this action by SynteractHCR / the sponsor or the
persons authorized by them shall not interfere with
the normal course of the Healthcare Provider): (i)
the facilities where the Services are being, will be
or have been conducted; (ii) related Study
documentation; and (iii) any other relevant
information necessary for SynteractHCR and
Sponsor to confirm that the Services are being or
will be or have been conducted in conformance
with the Protocol, this Agreement and in
compliance with Applicable Law. Healthcare
Provider will provide copies of any materials
reasonably requested by SynteractHCR and
Sponsor during such audit. If the Healthcare
Provider falls to correct any violations of the

studie opravnéni tyto zkontrolovat avyjadfit se
knim a poskytovatel zdravotni pée bude
informovat spolecnost SynteractHCR a zadavatele
o terminu, do kdy musi byt odpovéd' od spolecnosti
SynteractHCR a zadavatedle  poskytnuta.
Poskytovatel zdravotni péfe musi spoleCnosti
SynteractHCR a zadavateli do 5 pracovnich dnli po
kontrole predloZit pisemnou zprdvu o kontrole
obsahujici seznam vSech se studii souvisgicich
zdznam(l nebo dokumentd, které byly regulaénimu
organu poskytnuty nebo timto zkontrolovany.
Poskytovatel zdravotni  péfe musi  vynaloZit
veSkeré Gsili za uCelem fadného vyreSeni
veskerych pripadi nedodrZovani predpisti abude
se spoleCnosti  SynteractHCR  azadavatelem
konzultovat atyto informovat o vSech aspektech
pfijatych opatfeni aodpovédi na jakékoliv zpravy
akorespondenci ze strany kteréhokoliv regulacniho
orgdnu, unichZz lze dlivodné predpokladat, Ze
ovlivni studii.

1.12 Audity ze strany spole¢nosti SynteractHCR
nebo zadavatele. Po dobu platnosti této smlouvy,
ato v priméfeném case v pribéhu bézné pracovni
doby apod podminkou pisemného oznameni
poskytnutého poskytovateli zdravotni péce alespon
deset (10) pracovnich dnli predem, poskytovatel
zdravotni péce zéastupcdim spolecnosti
SynteractHCR azadavatele anebo jgich fadné
povérenym zastupcdm umozni prohlidku (timto
jednanim ze strany spolecnosti SynteractHCR /
zadavatele nebo jimi povérenych osob vSak nesmi
byt narusen bézny chod poskytovatele zdravotni
péce): (i) prostorl, v nichZ sluzby jsou, budou nebo
byly poskytovany, (ii) dokumentace souvisgjici se
studii a(iii) jakychkoliv dalSich relevantnich
informaci,  které  spoleCnost  SynteractHCR
azadavatel potrebuji, aby se presvédcili, Ze sluzby
jsou, budou nebo byly poskytovany v souladu
s protokolem, touto smlouvou a platnymi pravnimi
predpisy. Poskytovatel zdravotni peCe poskytne
kopie jakychkoliv materiald, o které spole¢nost
SynteractHCR azadavatel v pribéhu takového
auditu v pfiméreném rozsahu poZadaji. Nezjedna-li
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Protocol, this Agreement or Applicable Law found
in such audit after recelving written notice thereof,
SynteractHCR may provide notice to the
Healthcare Provider of such violations, whereupon
the latter shall promptly take action to correct
them.

1.13 Equipment

SynteractHCR on behalf of the Sponsor may
arrange, where appropriate, to provide any
equipment to be used by the Principal Investigator
during the course of the Study (hereinafter referred
to as "Equipment") by its designated person. An
Equipment log will be maintained by Principal
Investigator detailing the Equipment being
provided for use during the Study.

If any Equipment is needed to conduct the study,
the details of any borrowing will be specified in a
separate |oan agreement.

2 COMPENSATION AND PAYMENT
SCHEDULE

21  Compensation and Payment.
SynteractHCR on behalf of Sponsor, shal make
payments to the Healthcare Provider, the amounts
set forth in and pursuant to the schedule in Exhibit
A (“Terms of Payment”), if applicable to the
Study Healthcare Provider will aso provide a
written VAT invoice, if applicable. Exhibit A sets
out the entire payment obligation hereunder for the
Healthcare Provider’s performance under this
Agreement, and includes, without limitation,
compensation for all of the Healthcare Provider’s
direct and indirect costs of materials and labor, and
all overhead related thereto, in connection with the
Study. In no event will Sponsor be obligated to pay
to the Healthcare Provider amounts in excess of the
amounts set forth in the Terms of Payment without

poskytovatel  zdravotni péfe po  obdrzeni
pisemného ozndmeni ngpravu jakychkoliv poruseni
protokolu, této smlouvy nebo platnych préavnich
predpistl, kterd byla zjisténa pri takovém auditu,
spoleénost SynteractHCR mliZze poskytovatele
zdravotni péCe na takové poruSeni upozornit
adruhy jmenovany prijme okamZzitd opatfeni za
ucelem zjednéni jejich napravy.

1.13 Vybaveni

Spole¢nost SynteractHCR mdize v pfislusnych
pfipadech jménem zadavatele zgjitit, aby néjake
vybaveni, které ma byt hlavnim zkouSejicim
pouzivano béhem provadéni studie (dae jen
»Vvybaveni), bylo poskytnuto jim uréenou osobou.
Hlavni zkouSejici bude uchovavat zéznamy o
vybaveni uvadéjici podrobnosti o vybaveni
poskytovaném za (iGelem pouZziti v pribéhu studie.
Jestlize bude tfeba k provadéni studie pouzivat
néjaké vybaveni, budou podrobnosti ohledné
pripadné  vypljéky stanoveny v samostatné
smlouvé o vypdjcce.

2 NAHRADY A ROZVRH PLATEB

21  Néahrady aplatby. Spolecnost
SynteractHCR  zadavatdlovym jménem  bude
poskytovateli  zdravotni péCe hradit platby

v Castkach aterminech uvedenych v rozvrhu, ktery
je soucasti prilohy A (dde jen ,platebni
podminky*); vyZaduje-li to studie, poskytovatel
zdravotni péce dale poskytne fakturu sDPH
v pisemné podobé, v pfipadé potfeby. Pfiloha A
definuje veSkeré platebni povinnosti vyplyvajici z
této smlouvy v souvidosti sjgim plnénim ze
strany poskytovatele zdravotni péCe amimo jiné
zahrnuje néhrady vSech se studii souvisgicich
primych inepfimych nakladi na materidy
apracovni silu aveSkerych stim souvisgicich
rezijnich vyloh vzniklych poskytovateli zdravotni
pée. Bez zadavatelova predchoziho pisemného
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Sponsor’s prior written approval. Healthcare
Provider understands and agrees that in the event
of non-payment of any of these payments by
Sponsor that any recourse it may have shall solely
be against Sponsor and not against SynteractHCR.

22 Payment Reporting Requirements.
Healthcare Provider understands and acknowledges
that Sponsor and/or SynteractHCR may publicly
disclose any payments and other things of value
that Sponsor or SynteractHCR, on behaf of
Sponsor, provides to Healthcare Provider under
this Agreement in order to comply with a
Regulatory Authority or Applicable Law.

3 CLINICAL
MATERIALS

STUDY DRUG AND

3.1  Study Drug. Sponsor will supply to the
Headlthcare Provider, at no charge, sufficient
guantities of the Study Drug or other medicind
product for the purpose of completing the Study.
Healthcare Provider will use the Study Drug solely
for the purpose of conducting the Study in
accordance with the Protocol and Applicable Law.
The Hedthcare Provider acknowledges that the
Study Drug is experimental in nature and therefore
agrees (i) to use prudence and all due care in the
use, handling, storage, labeling, transportation,
disposition and containment of Study Drug and
will follow instructions provided by Sponsor and or
SynteractHCR pertaining to the handling and
storage of the Study Drug and (ii) to comply with
Applicable Law relating to the use, handling,
storage, labeling, transportation, disposition and
containment of Study Drug. At the conclusion of
the Study, or upon termination of this Agreement,
whichever occurs first, the Hedthcare Provider
shall account for all Study Drug supplied hereunder

souhlasu nebude tento poskytovateli zdravotni péce
povinen uhradit ¢astky prevysujici platby uvedené
vramci platebnich  podminek. Poskytovatel
zdravotni péfe s je védom azavazuje se, Ze
v pfipadé neuhrazeni kterékoliv z téchto plateb ze
strany zadavatele bude pfipadné plnéni Zadat
vyhradné od zadavatele, nikoliv od spoleCnosti
SynteractHCR.

2.2  Pozadavky na hlaseni plateb.
Poskytovatel zdravotni péCe je s védom, Ze
zadavatel alnebo spole¢nost SynteractHCR mohou
zverejnit informace o veSkerych platbach, ajinych
hodnotnych  vécech, které zadavatel nebo
spoleCnost SynteractHCR zadavatelovym jménem
dle této smlouvy poskytnou poskytovateli
zdravotni péfe za Gcelem splnéni poZadavki
regulatniho organu nebo platnych pravnich
predpist.

3 LEKY A MATERIALY POUZIVANE
V KLINICKE STUDII

3.1 Hodnoceny léCivy pripravek. Zadavatel
poskytovateli zdravotni pece bezplatné doda podle
potfeby dostate¢né mnoZzstvi hodnoceného Ié€ivého
pfipravku nebo jiného 1éCivého vyrobku, které jsou
vyZadovany za (Celem dokonCeni studie.
Poskytovatel zdravotni péle bude hodnoceny
IéCivy pFipravek pouzivat vyhradné za Ucelem
provadéni  studie vsouladu  sprotokolem
aplatnymi  prdvnimi  predpisy. Poskytovatel
zdravotni pece bere na védomi, Ze hodnoceny
léCivy pfipravek je experimentdni povahy,
azavazuje se tedy, Ze (i) bude pfi pouZivani,

manipulaci, skladovani, znaCeni, pfeprave,
likvidaci aukladani hodnoceného Iéku do
ochranného obalu postupovat obezretné

asveskerou nalezitou péci, Ze bude dodrZovat
pokyny poskytnuté zadavatelem anebo spole€nosti
SynteractHCR Vv souviglosti S manipulaci
askladovanim hodnoceného IéCivého pfipravku
aze (ii) splni pozadavky platnych pravnich
predpisll tykajicich se pouZivani, manipulace,
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and shall return to Sponsor representative any and
al Study Drug utilized in the Study. Upon approval
by SynteractHCR and/or Sponsor the unused Study
Drug may be destroyed in accordance with
instructions provided by Sponsor.

The Sponsor shall deliver the Study Drug or
medicinal products to the Healthcare Provider’s
Pharmacy, where the Intuition’s pharmacist will
receive and check it to ensure that it has not been
damaged, that the specia transportation
requirements and storage requirements, if any,
have been met, and shall confirm receipt of the
delivery. The Study Drug or other medicind

product shall be stored and prepared in the
pharmacy in  accordance with  Sponsor’s
instruction.  Upon  request, the Principa

Investigator will pick up the Study Drug or other
medicinal product at the Pharmacy and transport it
to the location of the clinical trial. After pick up by
the Principa Investigator, the Principal
Investigator shall be responsible for the Study Drug
or other medicinal product.

Within 3 business days prior to delivery, the
Sponsor shall notify the Pharmacist when the
shipment of the Study Drug or other medicinal
product will be delivered to the Pharmacy. Such
notice will be provided either by e-mail or by
telephone to the Pharmacist who is authorized by
the Hospital Pharmacy for the study. The Study
Drug shall be delivered to: Nemocnicni 1ékarna FN
Motol, V Uvalu 84, 150 06 Prague 5, Czech
Republic.

skladovani, znaCeni, prepravy, likvidace a ukladani
hodnoceného [é€ivého pfipravku do ochranného
obalu. PFi uzavieni studie nebo ukonceni této
smlouvy podle toho, ktera z téchto moznosti
nastane dfive, poskytovatel zdravotni pécCe
zinventarizuje vSechny dodavky hodnoceného
leCiveho pripravku abezodkladné zadavatelovu
zéstupci vrati veSkeré hodnocené léCivé pfipravky
pouzivané v ramci studie. Po schvadeni ze strany
gpoleCnosti  SynteractHCR  alnebo  zadavatele
mohou byt nespotfebované hodnocené [éCive
pfipravky  zlikvidovény v souladu s pokyny
poskytnutymi zadavatelem.

Zadavatel zajisti doruCeni hodnoceného |éku nebo
léCivého pfipravku do 1ékdrny poskytovatele
zdravotni péCe, kde je lékarnik poskytovatele
zdravotni péCe pfevezme a zkontroluje a ujisti se,
nejsou-li posSkozeny, zda specialni pozadavky na
transport a uskladnéni, jestli néjaké, byly dodrZeny,
a prfijem zéasilky potvrdi. Hodnoceny IéCivy
pfipravek nebo jiny léCivy pripravek bude v
lekarné uchovan a pfipravovan v souladu s pokyny
zadavatele. Na vyZadani si hlavni zkouSejici
vyzvedne hodnoceny léCivy pripravek nebo jiny
léCivy pfipravek z l1ékarny a dopravi ho na misto
vykonu Klinického hodnoceni. Po vyzvednuti
hlavnim zkou$ejici je za hodnoceny [éCivy
pfipravek nebo jiny léCivy pripravek hlavni
zkousejici pIné odpovédny.

Zadavatel oznami farmaceutovi do 3 pracovnich
dnl pred dodanim, kdy bude zésilka hodnoceného
Ié&ku nebo jiného léCiveho pripravku do lékarny
pfedana. Takové oznameni bude poskytnuto bud' e-
mailem, nebo telefonicky farmaceutovi, ktery je
pro studii opravnén nemocnicni  lékarnou.
Hodnoceny Iék bude dorucen na adresu:
Nemocniéni Iékarna FN Motol, V Uvalu 84, 150
06 Praha 5, Ceska republika.
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32 Study Materials. The term “Study
Materials” shall mean the Study Drug, reagents and
materials derived from subjects enrolled in the
Study, including but not limited to: blood, serum
and other biological materials. Access to Study
Materials shall be limited to only those persons
who are under the Healthcare Provider’s direct
control and who will only be using Study Materials
for the Study. At no time shall any Study Materias
be used for any purpose other than as described in
the Protocol or transferred to any third party
without Sponsor or SynteractHCR’s prior written
consent. Upon termination or completion of the
Study, the Healthcare Provider shall return all
unused Study Materials to the Sponsor or, destroy
such Study Materials at Sponsor’s expense, upon
prior written agreement with the Sponsor.

4 STUDY RECORDS, REPORTS AND
DATA

41 Case Report Forms. The Principal
Investigator shall complete full clinical evaluations
of paper or electronic CRFs, as appropriate, on
each Study Subject in accordance with the
Protocol, Case Report Form Guidelines and
Applicable Law. The Principal Investigator shall
ensure that each CRF is completed in accordance
with CRF completion guidelines. If requested by
SynteractHCR or  Sponsor, the Principal
Investigator shall deliver to SynteractHCR all
completed CRFs or Queriesin atimely manner.

4.2 Study Records. The Principal Investigator
shall maintain complete, accurate and current
Study records as set forth in the Protocol and in
accordance with GCP including Case Report

3.2  Studijni materialy. Vyrazem ,studijni
materidly* se rozumi hodnoceny IéCivy pripravek
nebo jiny léCivy pripravek, Cinidla amateridy
ziskané od subjektd zafazenych do studie, mimo
jiné vcetné krve, séra adalSich biologickych
materidll. K studijnim materiallm budou mit
pfistup pouze osoby pod pFfimou kontrolou
poskytovatele zdravotni péce, které budou studijni
materidy pouzivat vyhradné v ramci studie. Bez
pfedchoziho pisemného souhlasu zadavatele nebo
spoleCnosti  SynteractHCR  nebudou  studijni
materidly za Zadnych okolnosti pouZivany pro
jakékoliv jiné ucely, nez jsou uCely popsané
v protokolu, ani prevadény jakymkoliv tfetim

stranam. Pfi ukonCeni nebo dokonceni studie
poskytovatel  zdravotni péCe vrati  veSkeré
nespotfebované studijni materidy zadavateli,

pfipadné po predchozi pisemné dohodé se
zadavatelem takové studijni materidy zlikviduje na
naklady zadavatele.

4 STUDLNI  ZAZNAMY, HLASENI
A UDAJE
41 Zéaznamy subjektl hodnoceni. Hlavni

zkousejici provede kompletni klinické hodnoceni
formulafc CRF, dle potfeby v tisténé nebo
elektronické podobé, od kazdého ze studijnich
subjektll av souladu s protokolem, pokyny pro
zdznamy subjektd hodnoceni a platnymi pravnimi
predpisy. Hlavni zkouSejici zajisti, aby byl kazdy
formulaf CRF vyplnén v souladu spokyny pro
vypInéni formulafll CRF. V pfipadé poZadavku ze
strany spolecnosti SynteractHCR nebo zadavatele
hlavni zkouSejici spoleCnosti SynteractHCR vCas
doruCi vsechny vyplnéné formulafe CRF nebo
dotazy.

4.2  Studijni zaznamy. Hlavni zkousejici bude
v souladu s pokyny SKP uchovavat Uplné, presné
aaktuani studijni zéznamy uvedené v protokolu
mimo jiné véetné zaznam( subjektl hodnoceni
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Forms (“CRF”), source documents, signed
Informed Consent Forms, laboratory data and
summaries of financial records (“Study Records™).
All Study Records, shal be made available to
Sponsor, SynteractHCR, or their respective
representative(s) upon request. All Study Records
shall be retained by the Healthcare Provider for a
period of fifteen (15) years after the later of
completion of the Study In no event shall
Healthcare Provider destroy Study Records before
the expiry of the above period without the prior
notice to Sponsor. Principal Investigator shall
implement reasonable and appropriate
administrative, physical and technical safeguards to
protect the confidentiality, integrity, readability and
availability of all Study Records.

4.3  Adverse Event Reporting. The Principal
Investigator shall promptly report to SynteractHCR
any adverse event or serious adverse event as
required according to the Protocol or Applicable
Law, regardless of its attribution to the Study Drug
identified in the Protocol.

4.4  Data Ownership. All reports, documents,
data and other information generated by the
Principal Investigator or the Healthcare Provider in
connection with the Study, and al data and work
product arising out of or relating to the Study,
including without limitation the Protocol, the Study
Records, CRFs, reports and specimens (“Study
Data”)shall be the sole and exclusive property of
the Sponsor. The Sponsor shall have the exclusive
right to use, in whole or in part, the same for any
and al purposes, including without limitation in
submissions to a Regulatory Authority.

5 CONFIDENTIALITY

5.1 Confidential Information. During the term
of this Agreement and thereafter, the Healthcare
Provider, its agents, employees and representatives
shall neither disclose nor use for any purpose

(dde jen formular CRF"), zdrojové
dokumentace, podepsanych formulard
informovaného souhlasu, laboratornich  Udajl

asouhrnll finanénich zaznaml (ddle jen ,.studijni
zaznamy*). Studijni zdznamy budou na pozadani
zpfistupnény zadavateli, spolecnosti SynteractHCR
nebo jgjich prislusnym zastupctm. Veskeré studijni
zéznamy budou poskytovatelem zdravotni péce
uchovavany po dobu patnacti (15) let po dokonceni
studie. Poskytovatel zdravotni péce studijni
zaznamy pred uplynutim vySe uvedené doby za
Zadnych okolnosti neskartuje bez predchoziho
pisemného oznameni zadavateli. Hlavni zkouSeji

zavede pfiméfena avhodna administrativni,
fyzicka  atechnickd  opatfeni  k zachovéani
divérnosti, integrity, Citelnosti  adostupnosti

veskerych studijnich zaznamd.

4.3  HIlaseni neZadoucich prihod. V souladu
spozadavky protokolu bude hlavni zkouSejici
spoleCnosti  SynteractHCR  bezodkladné hlasit
jakékoliv nezadouci pfihody a zavazné nezadouci
pfihody bez ohledu na to, zda jsou prisuzovany
hodnocenému |éku ozna¢enému v protokolu

4.4  Vlastnictvi Gadaji. Veskeré zprévy,
dokumenty, udaje a dalSi informace generované
hlavhim  zkou$ejicim  nebo  poskytovatelem
zdravotni péCe v souvislosti se studii a vSechna
data avydedky préace vyplyvgjici ze studie nebo
sni souvisgici, mimo jiné vcetné protokolu,
studijnich zaznami, formulafd CRF, hlaseni
avzorkll (dde jen ,studijni Udaje*) budou
vyluénym zadavatelovym vlastnictvim. Zadavatel
bude mit vyhradni pravo tyto pouzit, at’ jiz v celém
nebo CasteCném rozsahu, pro jakékoliv ucely,
mimo jiné véetné podani regulacnimu organu.

5 DOVERNOST

51  DGavérné informace. Béhem platnosti této
smlouvy ipoté nebude poskytovatel zdravotni
péCe, jeho zmocnénci, zaméstnanci azastupci
divérné informace (dle definice uvedené nize)
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except as expressly provided in this Agreement,
Confidential Information (as defined below) that is
provided by Sponsor or SynteractHCR, to the
Healthcare Provider pursuant to this Agreement,
whether oral or in written form, or other tangible
medium, and whether or not marked confidential.
“Confidential Information” means all Sponsor or
SynteractHCR (including without limitation their
affiliates, customers and licensors) information and
data or materials disclosed to or otherwise learned
or acquired by Hedthcare Provider under this
Agreement or otherwise in connection with the
Study, including, but not limited to, the existence
and terms of this Agreement, technical data, trade
secrets, know-how, ideas, research, prototypes,
samples, formulas, compounds, methods, plans,
specifications, characteristics, raw material data,
software, inventions, discoveries, processes,
designs, drawings, schematics whether or not
patentable, and information concerning Sponsor’s
or SynteractHCR’s financial condition, product
plans, services, customers, potential customers,
distribution systems, suppliers, markets, business,
technology, marketing plans, sales, manufacturing,
purchasing and accounting methods, strategy,
budgets, contracts, grants, costs, profits, employees
and consultants, plans for future development, and
other information of a similar nature. The Study
Data, the Study Drug, and use of the Equipment as
pat of the Study shall be deemed to be
Confidential Information of Sponsor.

5.2  Duty to Maintain Confidentiality. In
consideration of any access the Heathcare
Provider may have to  Sponsor’s or
SynteractHCR’s Confidential Information
hereunder, during the term of this Agreement and
thereafter, the Healthcare Provider shall:
(1) not use  such Confidential
Information except in the
performance of the Study;

poskytnuté  zadavatelem  nebo  spoleCnosti
SynteractHCR poskytovateli zdravotni péce na
zakladé této smlouvy, at’ jiZ Ustné, pisemné nebo na
jiném hmotném médiu a bez ohledu nato, zda jsou
oznaceny jako dlvérné ¢&i nikoliv, sdélovat ani
vyuzivat k jakymkoliv jingm uGcelm, neZ jsou
ucely vyslovné uvedené vitéto smlouve.
»DUvérnymi informacemi“ se rozumi informace
audaje Ci materidy zadavatele nebo spolecnosti
SynteractHCR (mimo jiné véetné jejich partnerd,
zékaznik( aposkytovateld licenci) poskytnuté
poskytovateli zdravotni péce nebo timto zjisténé Ci
ziskané na zékladé této smlouvy nebo jinym se
studii souvisgiicim zplsobem, mimo jiné vcetné
existence apodminek této smlouvy, technickych
dajli, obchodnich tajemstvi, vyrobnich postupd,
plan, vyzkumu, prototypll, vzorkd, vzorcd,
sloucenin, metod, navrh, specifikaci,
charakteristik, nezpracovanych materialovych dat,
programového  vybaveni, vynalez(, objevd,
postupl, modelll, vykresd, schémat, at' jiz
patentovatelnych ¢i nikoliv, ainformaci tykajicich
se financnich podminek zadavatele aspoleCnosti
SynteractHCR ajgjich vyrobnich pland, sluzeb,
zékaznik(, potencidnich zakaznikd, distribuénich
systémi, dodavatell, trhd, obchodnich aktivit,
technologii, marketingovych planii aprodejnich,
vyrobnich, nékupnich aucetnich metod, strategii,

rozpoGtl, smluv, grantl, nakladl, wvynos,
zaméstnancl  akonzultantd, plant  budouciho
rozvoje adalSich informaci obdobné povahy.

Studijni Udaje, hodnoceny léCivy pripravek a
pouZziti vybaveni v ramci studie budou povazovany
za zadavatelovy divérné informace.

5.2  Povinnost zachovani divérnosti. S
ohledem na pfipadny pfistup poskytovatele
zdravotni péce k divérnym informacim zadavatele
nebo spoleCnosti SynteractHCR na zéakladé této
smlouvy bude poskytovatel zdravotni péce po dobu
platnosti této smlouvy i pote jednat nasledovné:

(i) Zdrzi se pouziti takovych ddvérnych
informaci  svyjimkou provadéni
studie.
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(i)  hold the Confidential Information in (i)  Zachova pfisnou mlcenlivost o
strict confidence and shall protect davérnych informacich, bude takové
such Confidential Information from ddvérné informace chranit pred
disclosure and shal use the same zverejnénim atomuto zabrani se
degree of care to avoid disclosure of stggnou  mirou péCe, sniz by
such Confidential Information as the poskytovatel zdravotni péce jednal
Healthcare Provider employs with v pripadé svych vlastnich dlivérnych
respect to their own confidentia informaci podobné dlezitosti, za
information of like importance, but zadnych okolnosti vSak smensi nez
in no event less than a reasonable pfiméfenou mirou péce. V pripadé
amount of care. In the event of loss, ztrédty, zverejnéni nebo pouziti
disclosure or use of any Confidential jakychkoliv  ddvérnych informaci
Information in violation of this vV rozporu stouto smlouvou bude
Agreement, Healthcare Provider poskytovatel zdravotni péce ihned
shall immediately notify Sponsor in pisemné informovat zadavatele,
writing, specifying all details of the vCetné  veSkerych podrobnosti
circumstances, danych okolnosti.

(iii) not, without the express written (ili) Bez vyslovného pisemného svoleni
permission of Sponsor or zadavatele nebo dle potieby
SynteractHCR, as applicable, divulge spole€nosti SynteractHCR se zdrZi
any such Confidential Information to rozSifovani jakychkoliv takovych
others, except to persons regularly ddvérnych infformaci  ostatnim
employed by the Heathcare svyjimkou osob radné zaméstnanych
Provider, who have a need to know poskytovatelem zdravotni péce, které
in connection with the Study, je potrebuji v souvidosti se studii,
provided that the Hedthcare ato za predpokladu, Ze poskytovatel
Provider: (@ informs  such zdravotni péce: (a) bude informovat
individuals of their obligation under takové  jednotlivce o  jgich
this Agreement, (b) ensures that each povinnostech vyplyvgjicich z této
such individual is bound by contract, smlouvy, (b) zgisti, aby byl kazdy
or the terms of their employment, to takovy jednotlivec smlouvou nebo
maintain the confidentiaity of the podminkami svého zaméstnaneckého
Confidential Information as required poméru vazan povinnosti zachovat
in accordance with terms no less micenlivost 0] ddvérnych
restrictive than those set forth under informacich, ato v mife alespon
this Agreement; stejné omezujici, jako je mira

stanovena na zakladé této smlouvy,

(iv) not use for its own benefit or the (iv) zdrZi se pouziti takovych dlvérnych
benefit of any person or entity, other informaci ke svému vlastnimu
than Sponsor or SynteractHCR, any prospéchu nebo ku prospéchu
such Confidential Information; and kterékoliv jiné osoby nebo subjektu

nez zadavatele nebo spoleCnosti
SynteractHCR a
(v) not copy, create derivative works of, (v) zdrZzi se Kkopirovéni, vytvareni
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or reverse engineer, any such
Confidential  Information, except
such duplication as is necessary in
the performance of the Study
Services.

5.3 Exceptions. Confidential Information shall
not include information that the Healthcare
Provider can, as evidenced by its written records
prepared or received prior to the disclosure, show:

(i) was dready in their possession
without obligation to keep it
confidential;

(ii) is lawfully disclosed to them by a
third party, provided  such

information was not obtained by
such third party directly or indirectly
from either Sponsor or
SynteractHCR  (including without
limitation their affiliates, customers
and licensors) on a confidential
basis;

is independently developed by them
without access to or use of the
Confidential Information; or

is generdly known to the public
without violation hereof.

(iii)

(iv)

54  Disclosures Required By Law. The
Healthcare Provider may make disclosures of the
Confidential Information as required by an order of
a governmental agency, a Regulatory Authority,
legislative body or court of competent jurisdiction,
provided that the Healthcare Provider, (i) provides
Sponsor or SynteractHCR, as applicable, with
immediate written notice of such requirement
except where impracticable or prohibited by
Applicable Law; (ii) cooperates with Sponsor or
SynteractHCR, as applicable, in connection with
Sponsor’s or SynteractHCR’s actions to obtain

odvozenych dél nebo provadéni
zpétné analyzy jakychkoliv takovych
ddvérnych informaci  svyjimkou
pripadl, kdy je pofizeni takového
duplikdtu nezbytné k poskytovani
sluzeb v ramci studie.

53  Vyjimky. Dlvérné informace nezahrnuji
informace, unichz mlZe poskytovatel zdravotni
péCe na zakladé svych pisemnych zaznami
pfipravenych nebo pfijatych pred zverejnénim
Udajll prokézat, Ze:

(i) jiz byly vjeho drZzeni, aniz by
existovala povinnost zachovat o nich
mlcenlivost,

mu byly zékonnym  zplsobem
poskytnuty tfeti stranou, ato za
predpokladu, Ze takové informace
nebyly danou treti stranou pfimo Ci
nepfimo ziskany od zadavatele nebo
spoleCnosti  SynteractHCR  (mimo
jiné véetné jejich partnerd, zakaznik
aposkytovateld licenci) v divérném
rezimu,

byly jim nez&vise vytvorfeny bez
pristupu ¢ vyuziti  ddvérnych
informaci nebo

jsou vSeobecné averejné zname, aniz
by dochazelo kporuseni této
smlouvy.

(i)

(iii)

(iv)

54  Zverejnéni vyZadované pravnimi
predpisy. Poskytovatel zdravotni péce mize
ddvérné informace zverejiiovat na zakladé nafizeni
statniho, regulacniho nebo zakonodarného organu,
pfipadné mistné pfislusného soudu, ato za
pfedpokladu, Ze poskytovatel zdravotni péce: (i) o
takovych poZadavcich ihned pisemné informuje
zadavatele nebo dle potfeby  spoleCnost
SynteractHCR svyjimkou pfipadl, kdy je to
nemozné nebo platnymi pravnimi predpisy
zakazane, (i) spolupracuje se zadavatelem nebo
dle potfeby se spolenosti SynteractHCR pfi
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confidential treatment for such Confidential
Information; and (iii) limits such disclosure of
Confidential Information to the fullest extent
permitted under applicable law.

The other Party acknowledges that the Healthcare
Provider, as a state contributory organization, is
required to provide information upon request of a
third party in accordance with Act No. 106/1999
Coll., On Free Access to Information, as amended.
The other Party agrees to the publication of an
agreement by the Healthcare Provider in order to
fulfil the obligations imposed by a vaid and
effective legidlation, in particular Act No.
340/2015 Coll., on the register of contracts, as
amended, as well as the instructions and decisions
of the Ministry of Health of the Czech Republic

55  Remedies for Disclosure. Notwithstanding
any language to the contrary in this Agreement, the
Healthcare Provider shall be responsible for any
disclosure or use of Confidential Information or
other prohibited activity by any of their respective
agents, employees, representatives, persons or
entities to which Confidential Information is
disclosed.

5.6  Return of Confidential Information. The
Healthcare Provider shall promptly return to
Sponsor or SynteractHCR, at Sponsor’s or
SynteractHCR’s  request, as applicable, all
Confidential Information and other written data
and any copies thereof which the Healthcare
Provider may have made, may have access to, or
may possess under the terms of this Agreement.

5.7 Nolmplied License. Nothing contained in
this Agreement shall be construed as granting or
conveying to the Healthcare Provider or its agents,
employees and representatives, by implication,
license, estoppel or otherwise, any right, title or

provadéni opatfeni, sjejichz pomoci zadavatel
nebo spoleénost SynteractHCR zgjisti  divérné
zachédzeni stakovymi ddvérnymi informacemi,
a(iii) vmaximani mife dovolené platnymi
pravnimi predpisy takové zvefejnéni dlvérnych
informaci omezi.

Druhd smluvni strana bere na védomi, Ze
poskytovatel zdravotni peCe jakoZto  statni
pfispévkova organizace je povinna na dotaz treti
osoby poskytnout informace podle zak. C.
106/1999 Sb., o svobodném pfistupu k informacim,
ve znéni pozdéjsich predpisd.

Druhd smluvni strana souhlasi s uvefejnénim
smlouvy poskytovatelem zdravotni péce za Ucelem
splnéni povinnosti uloZzenych mu platnou a G¢innou
pravni Upravou, a to zejména zak. ¢. 340/2015 Sh.,
0 registru smluv, ve znéni pozdgjSich predpisl, a
dale pokyny a rozhodnutimi MZ CR.

55 Népravna opatreni pri zverejnéni. Bez
ohledu na kterékoliv rozporné ustanoveni této
smlouvy ponese poskytovatel zdravotni péce
odpovédnost za jakékoliv zvefejnéni nebo pouZiti
ddvérnych informaci nebo jakékoliv jiné zakézané
aktivity ze strany kteréhokoliv z jeho zmocnéncd,
zaméstnancl, zastupcl aosob nebo subjektd, jimz
byly dlivérné informace poskytnuty.

5.6  Vraceni davérnych informaci. Na Zadost
zadavatele nebo dle potfeby  spoleCnosti
SynteractHCR  poskytovatel  zdravotni  péce
zadavateli nebo  spoleCnosti  SynteractHCR
bezodkladné vréti veskeré divérné informace ajiné
pisemné udaje ajakékoliv jgich kopie, které
poskytovatel zdravotni péCe pfipadné vytvoril,
k nimZ ma pfistup nebo mohou byt v jeho drzeni na
zakladé podminek této smiouvy.

5.7 Dovozenélicence. Zadné z ustanoveni
této smlouvy nebude vici poskytovateli zdravotni
péfe ¢i jeho zmocnéncdm, zaméstnanctm
azastupclim vykladano jako udéleni jakéhokoliv
konkludentniho opravnéni, zfizeni préavni prekazky
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interest in or to the Confidential Information or any
inventions, discoveries, improvements or any other
intellectual property rights made, conceived or
acquired by Sponsor or SynteractHCR, as
applicable, or their affiliates prior to, during, or
after termination of this Agreement. All
Confidential Information and other written data
provided by Sponsor or SynteractHCR hereunder
shall be and remain the property of Sponsor or
SynteractHCR, as applicable.

6 PUBLICATION AND PUBLICATION
REVIEW

The Healthcare Provider acknowledges and
agrees that the Study is being conducted as part of
a multi-center clinical trial, and data from all such
centers shall be pooled and analyzed and that
disclosure of data from a single site may be
misleading. Accordingly, the Healthcare Provider
will not publish or make presentations until
Sponsor publishes the multi-center results.

In the event there is no multi-center
publication or two (2) years after completion of the
Study, whichever occurs first, the Healthcare
Provider may publish the results of the Study
generated by the Healthcare Provider, subject to
the obligations of Article 5 above, this Article 6,
and the prior written approval of Sponsor in
writing. The Headthcare Provider shal furnish
Sponsor with a written copy of any proposed
publication or disclosure, including without
l[imitation, disclosures at research seminars,
lectures and professiona meetings and the
submission of papers for publication at least forty
five (45) days prior to submission for publication
or disclosure so that Sponsor may have a
reasonable opportunity to protect its proprietary
rights to information, inventions, or products

nebo postoupeni jakéhokoliv jiného prava, naroku
nebo podilu na ddvérnych informacich nebo
jakychkoliv vyndlezech, objevech, vylepSenich
nebo jakychkoliv jinych pravech k duSevnimu

vlastnictvi zadavatelem nebo dle potieby
spoleCnosti  SynteractHCR Ci  jgich partnery
vytvofenych, formulovanych nebo ziskanych

béhem plathosti této smlouvy nebo po jgim
ukonceni. Veskeré dlvérné informace ajiné
pisemné Udagje poskytnuté zadavatelem nebo
spolecnosti SynteractHCR na zakladé této smlouvy
budou azlstanou vlastnictvim zadavatele nebo dle
potfeby spolecnosti SynteractHCR.

6 PUBLIKOVANI A POSOUZENI
PUBLIKACE
Poskytovatel zdravotni pée bere na

veédomi, Ze studie je soucasti multicentrického
klinického hodnoceni, Ze Udaje ze vSech center by
mély byt shromazdény a analyzovany spolecné aze
zverejnéni Udaji z jediného centra by mohlo byt
zavadgjici, astémito skutecnostmi souhlasi. V
souladu stim se poskytovatel zdravotni péce zdrzi
publikovéani Ci vytvareni prezentaci do okamziku,
kdy zadavatel publikuje multicentrické vysledky.

V pfipadé, Ze k multicentrické publikaci
nedojde nebo dva (2) roky po dokonCeni studie,
podle toho, ktera z téchto moznosti nastane dfive,
poskytovatel zdravotni pée mize vysledky studie
vytvorené  poskytovatelem  zdravotni  péce
publikovat v souladu spovinnostmi uvedenymi
vySe v Clanku 5 avtomto Clanku 6 ana zékladé
zadavatelova predchoziho pisemného schvéeni.
Poskytovatel zdravotni péCe zadavateli poskytne
pisemnou kopii jakékoliv navrhované publikace Ci
informaci  k zvefejnéni, mimo jiné vcetné
zvefejnéni informaci v ramci védeckovyzkumnych
seminarl, prednasek asetkani odbornikl, apraci
podanych k publikovani, ato nejméné Ctyficet pét
(45) dnd pred podanim za Gcelem publikovéani nebo
zvefejnéni, aby mél zadavatel pfiméfenou moznost
zgjistit ochranu svych majetkovych préav
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developed under the Study. Upon Sponsor’s
written request, the Healthcare Provider shall not
publish or disclose information related to the
Study. Further, if Sponsor indicates that such
publication or disclosure contains Confidential
Information, the Headthcare Provider agrees to
remove such Confidential Information from the
proposed publication or disclosure. The Healthcare
Provider further shall, upon Sponsor’s request,
delay publication or presentation for an additional
period of up to forty five (45) days to alow
Sponsor to protect its interests in any inventions
described in any such manuscripts or materials.
Hedthcare Provider hereby grants to Sponsor a
non-exclusive, perpetual, sublicenseable,
worldwide, royaty-free license to make and
distribute copies of any such publication, or
excerpts thereof.

Notwithstanding the preceding, in the
event that Sponsor requires any deletion of
information, in no event will the deletion
compromise the objective medical or scientific
integrity of the manuscript (it being understood and
agreed that the results of the Study generated by
Principal Investigator will be published in a timely
manner regardless of Study outcome).

Subject to the confidentiality provisions,
Healthcare Provider has the right to use the Study
data for its interna non-commercial purposes of
research and teaching, and for patient care.

7 INTELLECTUAL PROPERTY

7.1  Inventions. “Invention”  under this
Article 7 shall mean any inventions or discoveries,
whether patentable or not, which are conceived or
first actually reduced to practice in the performance
of the Study including any related patent, trade
secret, copyright or other proprietary right.

v souvidlosti  sinformacemi, vyndlezy nebo
produkty vyvinutymi v rédmci studie. Na zékladé
zadavatelovy pisemné Zadosti se poskytovatel
zdravotni péCe zdrzi publikovéni Ci zvefejnéni
informaci souvisgjicich se studii. Jestlize zadavatel
shleda, Ze takova publikace ke zvefejnéni obsahuje
ddvérné informace, poskytovatel zdravotni péce se
didle zavazuje, ze takové dlivérné informace z
navrhované publikace ke zvefejnéni odstrani. Na
Zadost zadavatele poskytovatel zdravotni péce dale
publikaci Ci prezentaci odloZzi o obdobi nejvyse
CtyFiceti péti (45) dnl, béhem néhoZz bude mit
zadavatel moznost zgjistit ochranu svych podili na
jakychkoliv vyndezech popsanych v jakychkoliv
takovych rukopisech i materidlech. Poskytovatel
zdravotni  péCe timto zadavateli  udéluje
neexkluzivni dozivotni sublicencovatelné
celosvétové platné abezplatné préavo vytvaret

adistribuovat  kopie jakychkoliv  takovych
publikaci avynatk{ z nich.
Bez ohledu na predchozi ustanoveni

nebude odstranénim jakychkoliv informaci na
zadavatelovu Zadost za Zadnych okolnosti narusena
integrita lékarskych avédeckych poznatki, které
jsou v rukopisu uvedeny (pficemzZ se ma za to, zZe
vysledky studie generované hlavnim zkousejicim
budou véas publikovany bez ohledu najeji zaver).

S vyhradou ustanoveni o dlvérnosti,
poskytovatel zdravotni péfe ma pravo pouZivat
studijni Gdaje pro své interni nekomercni Gcely
vyzkumu a vyuky a pro péci o pacienty.

7 DUSEVNI VLASTNICTVI

7.1  Vynalezy. Dlec¢lanku 7 se,,vynalezem*
rozumi jakykoliv vynalez nebo objev, at jiz
patentovatelny ¢i nikoliv, k jehoz formulovani Ci
prvnimu uvedeni do praxe dojde béhem provadéni
studie, véetné jakychkoliv souvisgicich patentd,
obchodnich tajemstvi aautorskych ¢i jinych
majetkovych prév.
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7.2  PreExisting Inventions. The parties
hereto acknowledge and agree that the inventions
and technologies of Sponsor, SynteractHCR,
Healthcare Provider that pre-exist this Agreement
or are made or conceived independently of the
Study and the Services are their separate property,
respectively, and are not affected by this
Agreement and no party hereto shall have any
clams to or rights in such pre-existing or
independently made or conceived inventions and
technologies. The Sponsor, SynteractHCR, the
Healthcare Provider shall not be deemed to transfer
or grant to another party hereto any rights except
insofar as necessary to permit the parties to
conduct the Study, and as expressly provided in
this Agreement.

7.3  Sponsor Inventions. Any inventions or
discoveries (whether patentable or not),
innovations, suggestions, ideas and reports arising
out of or in connection with the performance of the
Study by or on behalf of the Healthcare Provider
must be promptly disclosed to SynteractHCR and
Sponsor and will become the exclusive property of
Sponsor (“Sponsor Inventions”).

7.4  Duty to Cooperate. Healthcare Provider
agrees to cooperate with Sponsor to establish and
perfect its rights acquired under this Article 7, and
to execute any documents reasonably necessary to
do the same.

7.2  Existujici vynélezy. Strany této smlouvy
berou na védomi, Ze vyndezy atechnologie
zadavatele, spolecnosti SynteractHCR,
poskytovatele zdravotni péce, které existovaly jiz
pfed uzavienim téo smlouvy, pfipadné byly
vytvofeny Ci formulovany nezavise na studii
asluzbéch, jsou samostatnym vlastnictvim kazdého
z nich atato smlouva se na né nevztahuje,
astémito skuteCnostmi smluvni strany souhlasi.
Z&dna ze stran této smlouvy s nebude Einit narok
ani pravo na takoveé jiz existujici nebo nezavide
vytvorené ¢i formulované vyndlezy atechnologie.
Jednéni  zadavatele, spolecnosti SynteractHCR,
poskytovatele zdravotni péce nebude povaZzovano
za prevod Ci poskytnuti jakychkoliv prav jiné
strané této smlouvy svyjimkou pfipadd, kdy je to
nutné k provadéni studie smluvnimi stranami,
pfipadné tak vyslovné stanovi tato smlouva.

7.3  Zadavatelovy vynélezy. Informace o
jakychkoliv vynalezech nebo objevech (at' jiz
patentovatelnych ¢i nikoliv), inovacich, navrzich,
idgjich azpréavach vzniklych provadénim studie
poskytovatelem zdravotni péce nebo jeho jménem
nebo v souvislosti se studii musi byt bezodkladné
poskytnuty spolecnosti SynteractHCR a zadavateli
astanou se zadavatelovym vyluénym vlastnictvim
(ddlejen ,,zadavatelovy vynalezy*).

7.4  Povinnost poskytnout soucinnost.
Poskytovatel  zdravotni péfe se zavazuje
poskytnout zadavateli soucinnost pfi zfizovani
azajiStovani jeho prav ziskanych na z&kladé
tohoto Clanku 7 apfi vystavovani jakychkoliv
dokumentl, které jsou ktémto Cinnostem
v pfimérené mife nezbytné,

Clinical Trial Research Agreement (Bilingual Czech Republic) / Smlouva o provedeni vyzkumného klinického

hodnoceni (dvojjazycna, Ceska republika)
Flatley Discovery Lab, LLC:

Institution: Fakultni nemocnicev Motole

N Page 23 of 47 /

Strana 23 ze 47




8 REPRESENTATIONS AND
WARRANTIES
8.1 The Healthcare Provider. The Healthcare

Provider represents and warrants that: (i) it has the
legal authority and right to enter into this
Agreement; (ii) it has no obligation to any other
party which isin conflict with its obligations under
this Agreement; (iii) it will conduct the Study in
accordance with the Protocol and in full
compliance with Applicable Law, and the
conditions of the EC; and (iv) the Study will not be
initiated without the prior approval of the EC,
Sponsor, and the appropriate Regulatory Authority.

8.2  No Impairment; No Conflict. During the
term of this Agreement, the Healthcare Provider
will not enter into any agreement to provide
services that would in any way materialy impair
their ability to complete the Study in accordance
with the Protocol, Applicable Law and the terms of
this Agreement. This includes, without limitation,
any agreements to participate in other clinical
studies which would require recruitment or
enrollment of study subjects from the same patient
population as foreseen in the Protocol.

8.3 No Action by Regulatory Authority. The
Healthcare Provider has not received any warnings
or other adverse communications from a
Regulatory Authority relating to the conduct of a
human clinical trial. In the event that any such
notices are received during the term of this
Agreement, and for a period of two (2) years after
its termination or expiration, the party receiving the
warning or communication shall promptly advise
Sponsor of the nature and content of the
communication.

84 No Pending Litigation. The Healthcare
Provider is not currently involved in, or is aware
of, any pending claim, litigation or proceedings
relating to the Healthcare Provider’s role in the

8 PROHLASENI A ZARUKY

8.1  Poskytovatd zdravotni péce. Poskytovatel
zdravotni pécCe prohlaSuje azaruCuje, ze: (i) je
z&onem oprdvnén ama pravo uzavfit tuto
smlouvu, (ii) neni vazano Zadnou povinnosti v{ci
jiné strang, ktera by byla vrozporu sjgich
povinnostmi vyplyvajicimi z této smlouvy, (iii)
bude provadét studii v souladu s protokolem
avplném rozsshu dodrZzovat platné pravni
predpisy apodminky EK aZze (iv) studie nebude
zahgena bez predchoziho schvaeni EK,
zadavatelem a prislusnym regulacnim organem.

8.2  Naruseni, konflikt zajm{. Béhem
platnosti této smlouvy poskytovatel zdravotni péce
neuzavie Zadnou jinou smlouvu o poskytovéni
sluzeb, kterd by jakymkoliv zplisobem podstatné
narusila jeho schopnost dokoncit studii v souladu
sprotokolem, platnymi  pravnimi  predpisy
apodminkami této smlouvy. Patfi sem mimo jiné
jakékoliv dohody o ucasti v jinych Klinickych
studiich, v jejichz rdmci by bylo nutné provadét
nabor nebo zaradit studijni subjekty ze stginé

populace pacientll, sjejimz vyuzitim pocita
i protokol.
8.3  Rizeni regulatniho organu. Poskytovatel

zdravotni péce neobdrzel V souvigl osti
sprovadénim klinického hodnoceni u lidskych
subjektll jakékoli varovani ani jinA nepfizniva
sdéleni od regulacniho organu. V pfipadé obdrZeni
jakychkoliv takovych oznameni béhem platnosti
této smlouvy av pribéhu dvou (2) let po jgim
ukonceni Ci vyprSeni bude smluvni strana, ktera
varovani nebo sdéleni obdrzi, bezodkladné
informovat zadavatele 0 povaze a obsahu sdéleni.

84  Probihajici spory. Poskytovatel zdravotni
péfe neni vsouCasné dobé ucastnikem Zadné
Zaloby, sporu ani Tizeni tykgicich se role
poskytovatele  zdravotni  péCe v klinickém
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conduct of ahuman clinical trial.

85 No Debarment. The Healthcare Provider
hereby certifies that they have not been debarred
under Applicable Law. In the event that the
Healthcare Provider : (i) becomes debarred; or (ii)
receives notice of action or threat of action with
respect to its debarment, during the term of this
Agreement, the Headthcare Provider agrees to
notify SynteractHCR and Sponsor in writing
immediately. In the event that the Healthcare
Provider becomes debarred as set forth in clause (i)
above, this Agreement will automatically terminate
without any further action or notice by any party
hereto. In the event that the Healthcare Provider
receives notice of action or threat of action as set
forth in clause (ii) above, the Sponsor will have the
right to terminate this Agreement immediately.

86 No Services of Debarred Persons. The
Healthcare Provider hereby certifies that they have
not and will not knowingly use in any capacity the
services of any individual, corporation, partnership
or association which has been debarred under
Applicable Law. In the event the Hedthcare
Provider becomes aware of the debarment or
threatened debarment of any individual,
corporation, partnership or association providing
services to the Headlthcare Provider which directly
or indirectly relate to the Healthcare Provider’s
activities under this Agreement, the Healthcare
Provider will notify SynteractHCR and Sponsor in
writing immediately. The Sponsor will have the
right to terminate this Agreement immediately
upon receipt of such notice.

The Hedlthcare Provider declares and guarantees
that neither it nor any of its staff engaged in study-
related activities has been excluded from
professional organizations, declared ineligible or

hodnoceni u lidskych subjektll ani si neni Zadnych
takovych moznosti védom.

85  Zakaz Ccinnosti. Poskytovatel zdravotni
péce timto potvrzuje, Ze mu na zakladé platnych
pravnich predpisi nebyla zakazana Ginnost. V
pfipadé, Ze poskytovateli zdravotni péce: (i) bude
béhem platnosti této smlouvy vydan zékaz Cinnosti,
pfipadné (ii) tento obdrzi oznameni o zah§eni
fizeni nebo hrozbé zahgjeni fizeni v souvidosti
sjeho z&kazem cinnosti, poskytovatel zdravotni
péCe se zavazuje neprodlené pisemné informovat
spole¢nost SynteractHCR azadavatele. V pripadg,
Ze bude poskytovateli zdravotni péce vydan zékaz
¢innosti, jak je uvedeno v odstavci (i) vySe, bude
tato smlouva bez jakéhokoliv dalSiho fizeni nebo
vypovédi kteroukoliv ze stran této smlouvy
automaticky ukoncena. V pripadé, Ze poskytovatel
zdravotni péCe obdrzi ozndmeni o zahgeni fizeni
nebo hrozbé zahgeni fizeni, jak je uvedeno
v odstavci (ii) vySe, bude zadavatel opravnén tuto
smlouvu okamzité ukoncit.

8.6 Sluzby osob se zakazem cinnosti.
Poskytovatel zdravotni péCe timto potvrzuje, Ze
v Zzddném ze svych postaveni védomé nevyuZil
anevyuzije sluzeb 7adné fyzické nebo pravnicke
osoby, konsorcia ani sdruzeni, jimzZ byla na zakladé
platnych préavnich predpistl zakdzana Cinnost. V
pfipadé, Ze se poskytovatel zdravotni péce dozvi o
zékazu Cinnosti nebo hrozicim z&kazu Cinnosti
kterékoliv fyzické nebo prévnické osoby, konsorcia
nebo sdruzeni poskytujicich sluzby poskytovateli
zdravotni péce v pfimé Ci nepfimé souvidodti
scCinnostmi  poskytovatele  zdravotni  péce
vyplyvajicimi z této smlouvy, bude poskytovatel

zdravotni  péCe ihned pisemné informovat
spoleCnost SynteractHCR a zadavatele. Po
obdrZzeni takového oznameni bude zadavatel

opravnén tuto smlouvu okamzité ukoncit.

Poskytovatel zdravotni péce prohlaSuje a zaruCuje,
Ze ani on ani Zadny z jeho zaméstnancd
vykonavajicich Cinnosti souvisejici se studii nebyl
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has been banned from conducting clinical trials, or
is not the subject of an investigation by a
controlling body for exclusion from a professional
organization or ineligibility or any other
proceedings of the regulatory body in any country.
In the case of such an investigation, ineligibility,
exclusion from a professional organization or ban,
the Healthcare Provider shall immediately, as soon
as becoming aware, notify the Sponsor in writing.

9 INDEMNIFICATION, INSURANCE
AND LIMITATION OF LIABILITY

9.1 Indemnification.

Sponsor’s Indemnification Obligations. Sponsor
shall hold harmless and indemnify Heathcare
Provider, medical and professional staff (including
the Principa Investigator), employees, agents,
successors or assigns from and against amounts
paid to third parties as a result of third party clams
by reason of persona injury (including death) to
any Study subject arising out of or in connection
with the investigationa product or procedure
administered in the course of the Study in
accordance with the Protocol and Sponsor’s
instructions , provided, however, Sponsor will not
have any liability for loss or damage to the health
care provider, medical and professional staff
(including the Principal Investigator), employees,
agents, successors or assigns should these arise
from (i) falure to adhere to the terms of the
Protocol, Sponsor’s or SynteractHCR’s written
recommendations (including but not limited to
information contained in the Investigator’s
Brochure) and written instructions concerning the
Study, (i) failure to obtain avalid informed written
consent from the patient or human subject in
conformity with all applicable laws and regulations
and including without limitation ethics committees
and equivalent bodies, (iii) failure to comply with,

vylouCen z profesnich organizaci, prohlasen
nezpUlsobilym ani mu nebyl udélen zdkaz provadét
klinicka hodnoceni ani  neni  predmétem
vySetfovani kontrolniho organu pro vylouceni z
profesni organizace ¢i nezplsobilost ani jiného
fizeni regulacniho organu v kterékoliv zemi. V
pripadé takového vySetfovani, nezpusobilosti,
vylouceni z profesni organizace nebo zakazu o tom
poskytovatel zdravotni pece bude okamZité po te,
co se 0 tom dozvi, pisemné informovat zadavatele.

9  ODSKODNENI, POJISTENI
A OMEZENI ODPOVEDNOSTI

9.1  Odskodnéni.

Zavazky zadavatele ohledné odSkodnéni.
Zadavatel zprosti odpovédnosti a odSkodni

poskytovatele zdravotni péce, lékarsky a odborny
personél (véetné  hlavniho  zkousejiciho),
zameéstnance, zmocnénce, pravni nastupce nebo
cesiondfe v souvislosti s Castkami uhrazenymi
tfetim stranam v dlsledku narok( tfetich stran na
zékladé Ujmy na zdravi (vCetné amrti) zpdsobené
kterémukoli  subjektu  studie v  disledku
hodnoceného pfipravku nebo souvisgjiciho
postupu provadéného v pribéhu studie, pFipadné
v souvislosti stémito v souladu s protokolem a
pokyny zadavatele, avSak s tim, Ze zadavatel
neponese Zadnou odpovédnost za ztratu Ci
poskozeni vléi poskytovateli zdravotni péce,
lékarskému a odbornému personalu (vCetné
hlavniho zkousejiciho), zaméstnanclim,
zmocnénclm,  pravnim  néstupcm  nebo
cesionarim pokud tyto vzniknou (i) nedodrZzenim
podminek protokolu, pisemnych doporuceni
zadavatele nebo spolecnosti SynteractHCR (mimo
jiné vcetné informaci obsazenych v pfirucce
zkousejiciho lékafe) a pisemnych  pokyn(
tykgicich se studie, (ii) neziskanim platného
pisemnégo informovaného souhlasu od pacienta
nebo lidského subjektu v souladu s veSkerymi
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Healthcare Provider internal standard procedure,
applicable laws or statutes applicable to the
conduct to the Study, (iv) negligence or willful
malfeasance, or (v) act or omission which is a
breach of the Agreement

Process for Indemnification. The obligation of
the Sponsor to provide indemnification is subject to
the following conditions:

() Hedthcare Provider or Principa Investigator,
without undue delay, provide to the Sponsor
written notice of the claims raised by third person.

(b) the indemnitees shall provide to the Sponsor
with the maximum possible cooperation in the
defense of his/ her rights in connection with clams
made by third persons;

(c) that the indemnitees have not entered into any
settlement or settlement agreement in relation to
the claims made by the third persons without the
prior written consent of the Sponsor (which written
consent may not be unreasonably withheld) nor
have they taken any action that would make it more
difficult to defend or settle such claims.

9.2 I nsurance:

The Sponsor declares and confirms that, in
accordance with the provisions of Section 52(3)f)
of Act No. 378/2007 Coll., On Pharmaceuticals, as
amended, it will provide insurance for the clinical
trial.

The Healthcare Provider declares that it has,
pursuant to Section 45(2)n) of Act No. 372/2011
Coall., On health services, as amended, concluded

platnymi pravnimi predpisy a nafizenimi, mimo
jiné vcetné etickych komisi a obdobnych organ,
(iii) nedodrzenim standardnich internich proces
poskytovatele zdravotni péce, prislusnych pravnich
predpisti a smérnic, které se na provadéni studie
vztahuji, nebo (iv) jgich zanedbanim nebo
amysinym trestnym Cinem, nebo (v) jgich
opomenutim, které pfedstavuje podstatné poruseni
smlouvy.

Proces  odSkodnéni. Zavazek  zadavatele
poskytnout odSkodnéni je podminén nasledujicimi
podminkami:

(@) Poskytovatel zdravotni péfe nebo hlavni
zkousejici  bez zbyteCného prodleni poskytli
zadavateli pisemné ozndmeni o vznesenych
narocich tretich osob;

(b) odSkodnované osoby poskytnou zadavateli
maximalni moznou soucinnost pfi hajeni jeho prav
Vv souvislosti se vznesenymi naroky tretich osob;

(c) odSkodnované osoby neuzaviely ve vztahu
k vznesenym narok(m tfetich osob Zadnou dohodu
0 narovnani Ci smir ani tyto neuznaly bez
pfedchoziho pisemného souhlasu zadavatele (ktery
viak nesmi byt bezdlivodné odepfen) ani
v ndvaznosti na vznesené naroky neucinily takové
kroky, ktery by ztizili obhajobu nebo vyporadani
takovych narokd.

9.2  Pojisténi:

Zadavatel prohlasuje a potvrzuje, Ze v souladu s
ustanovenim 852 odst. 3, pism. f) zak. ¢. 378/2007
Sh., o léCivech, ve znéni pozdéjsich predpist, zajisti
pojisténi klinického hodnoceni.

Poskytovatel zdravotni péce prohlasuje, Zze ma
podle 845 odst. 2 pism. n) zakona €. 372/2011 Sb.,
0 zdravotnich sluzbach, ve znéni pozdgéjSich
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an insurance contract for the insurance of liability
for damage caused during the provision of health
care. Pursuant to Section 45(2)n) of Act No.
372/2011 Call., the insurance must be concluded
for as long as the Healthcare Provider provides
healthcare.

9.3  Patient’s Insurance. For al Study Subjects
an insurance coverage required of Sponsor by
Applicable Law will be retained by Sponsor and
Sponsor’s cost. Confirmation will be provided to
Healthcare Provider prior to the start of Study
Subject recruitment. Thus, insurance coverage is
provided for al Study Subjects participating in the
Study for any health damages caused as a result of
the clinical trial by (i) the Study Drug or (ii) by
procedures properly performed on the body of the
insured person in connection with the Study
(“Study Injury”). Healthcare Provider will provide
prompt written notice of any claim of Study Injury
illness or injury suffered by a Study subject and
cooperate with Sponsor in the handling of the
claim. Healthcare Provider shall not admit liability
or agree to cover a Study Injury claim without prior
consultation with Sponsor. Sponsor agrees to
reimburse Healthcare Provider for all reasonable,
evidenced and necessary costs to treat a Study
Injury except to the extent that such Study Injury is
due to the negligent or wrongful acts or omissions
of the Healthcare Provider, its employees, and/or
Principal Investigator. Healthcare Provider agrees
to promptly notify Sponsor of any clam for a
Study Injury within thirty (30) days of receiving
notice of the Study Injury.

9.4  Limitation of Liability.
Except as expressly stated otherwise, Sponsor
shall not be liable for any consequential, punitive,

predpisl, uzavienu pojistnou smlouvu na pojisténi
odpovédnosti za Skodu zplsobenou pfi poskytovani
zdravotni pécCe. Dle 845 odst. 2 pism. n) zakona C.
372/2011 Sh. musi byt pojisténi uzavieno po celou
dobu, po kterou poskytovatel zdravotni péce
poskytuje zdravotni péci.

9.3  Pojisténi pacientd. Zadavatel na své
néklady dle pozadavku platnych prévnich predpis(
zgjisti pojistné kryti pro vSechny studijni subjekty.
Pfed zahgjenim ndboru studijnich subjektl obdrzi
poskytovatel zdravotni peCe potvrzeni. Pojisténi je
tedy poskytovano pro vSechny studijni subjekty
UCastnici se studie apokryva jakékoliv Ujmy na
zdravi zplsobené v disledku provadéni klinického
hodnoceni (i) hodnocenym lékem nebo (ii) Fadné
provedenymi postupy na téle pojisténé osoby v
souvidosti se studii (,,studijni Gjma na zdravi“).
Poskytovatel zdravotni péce poskytne neprodlené
pisemné oznameni o jakémkoli naroku na nemoci
ze studijni gymy na zdravi nebo zranéni a bude
spolupracovat se zadavatelem pfi  vyfizovani
Zadosti. Poskytovatel zdravotni péCe nepfijima
odpovédnost ani nesouhlasi stim, aby pokryl nérok
za studijni Ujmu na zdravi bez predchozi
konzultace se zadavatelem. Zadavatel souhlasi s
tim, Ze uhradi poskytovateli zdravotni péce veSkerée
pfimérené, prokazané a nezbytné néklady na 1écbu
studijni Gjmy na zdravi s vyjimkou pfipadd, kdy je
takova Gjma na zdravi zplsobena nedbalosti nebo
neopravnénym  jednanim nebo  opomenutim
poskytovatele zdravotni péce, jeho zaméstnancd,
alnebo  hlavniho  zkouSejiciho.  Poskytovatel
zdravotni péce souhlasi s tim, Ze do tficeti (30) dnl
od obdrZzeni ozndmeni o studijni Ujmé na zdravi
neprodlené oznami zadavateli jakykoliv vzneseny
narok na studijni Gjmu na zdravi.

9.4  Omezeni odpovédnosti.
Neni-li vyslovné uvedeno jinak, zadavatel nenese
odpovédnost za Z&dné nésledné, trestne, nepfime
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indirect, or other damages caused demonstrably
and exclusively by Hedthcare Provider or
Principal Investigator or other persons involved in
the conduct of the Study.

10 TERM AND TERMINATION

10.1.1 Term. This Agreement shall begin on the
date signed by the last party and effective on the
date of publication in the register of contracts and
remain in full force and effect until the completion
of the Study, unless earlier terminated in
accordance with this Article 10.

10.1.2 Publication of Contract Terms. The
Contracting Parties agree to the publication of this
Agreement in the full-text register of contracts, all
of its requirements. For the purpose of publication
of the contract, the Sponsor or SynteractHCR will
be supplied with an anonymized form of this
Agreement free of persona data, business secrets
or other confidential information, before the
signature of this contract.

10.2 Termination by Sponsor:

10.2.1 Sponsor may terminate this Agreement for
any reason and at any time by written notice with a
thirty (30) days’ notice period commencing from
the delivery to the other party

10.2.2. Sponsor may terminate this Agreement
hereunder with immediate effect upon written
notice to the other parties, upon the happening of
the following events: (i) if continuation of the
Services would pose an undue risk to the health
and/or well-being of a Study Subject, or (ii) if any
certificate, authorization, approval or exemption
from a regulatory authority required for the
conduct of the Services is revoked, suspended, or
expires without renewal, or (iii) if the Sponsor

nebo jiné Skody zplisobené prokazatelné a
vyhradné poskytovatelem zdravotni péfe nebo
hlavhim  zkouSejicim nebo jinymi osobami
zpUsobenymi pfi provadéni studie.

10  PLATNOST A UKONCENI SMLOUVY
10.1.1 Platnost smlouvy. Tato smlouva vstoupi
v platnost k datu posledniho podpisu smluvni
stranou a ucinnosti dnem uverejnéni v registru
smluv, anedojde-li k jgjimu pred¢asnému ukonceni
vsouladu stimto ¢&lankem 10, zlstane v plné
platnosti aucinnosti do okamZziku dokoncéeni
studie.

10.1.2 Zverejnéni smluvnich podminek.

Smluvni  strany souhlasi  suverejnénim  této
smlouvy v registru smluv v plném znéni. Za
Ucelem zverejnéni smlouvy bude zadavatelem nebo
spolecnosti SynteractHCR dodana anonymizovana
podoba smlouvy prostd osobnich  Udajd,
obchodnich tajemstvi nebo jinych dlvérnych
informaci, ato pred podpisem této smlouvy.

10.2 Ukonceni smlouvy zadavatelem:

10.2.1 Zadavatel mlze tuto smlouvu kdykoliv az
jakéhokoliv divodu ukonéit pisemnou vypovédi
stficetidenni (30) vypovédni dobou, ktera pocina
béZet dnem doruceni druhé strané.

10.2.2. Nastanou-li nasledujici okolnosti, mdze
zadavatel dle této Casti tuto smlouvu sokamZitou
platnosti ukoncit pisemnou vypovédi dorucenou
ostatnim smluvnim strandm: (i) Jestlize by
pokraCovani v poskytovani sluzeb predstavovalo
nepfimérené riziko pro zdravi alnebo pocit pohody
studijnich  subjektl, (i) v pfipadé odebrani
jakéhokoliv osvédCeni, souhlasu nebo vyjimky
udélenych regulacnim organem avyZadovanych
pro poskytovani sluZeb, jegich pozastaveni nebo

Clinical Trial Research Agreement (Bilingual Czech Republic) / Smlouva o provedeni vyzkumného klinického

hodnoceni (dvojjazycna, Ceska republika)
Flatley Discovery Lab, LLC:

Institution: Fakultni nemocnicev Motole

N Page 29 of 47 /

Strana 29 ze 47




decides to stop the Study for whatever reason.

10.3 Termination if Principal Investigator
Withdraws from Study. In the event that the
Principal Investigator becomes unavailable or
withdraws from the Study, and the Principa
Investigator and Sponsor are unable to identify a
successor acceptable to SynteractHCR and Sponsor
within 30 days after SynteractHCR is so notified in
writing, Sponsor may terminate this Agreement by
written notice to the Healthcare Provider effective
immediately upon delivery.

104 Termination by the Healthcare Provider.
The Hedthcare Provider may terminate this
Agreement in writing, effective by delivery to the
Sponsor upon material breach of this Agreement by
Sponsor or SynteractHCR if such breach is not
cured within thirty (30) days from the date that the
Healthcare Provider notifies the Sponsor of a
breach of this Agreement. The healthcare provider
has the right to terminate the contract under the
same conditions as the sponsor under Article 10.3.1
with a 30-day notice period.

10.5 Effect of Termination. In the event of
termination of this Agreement, for any reason, the
Healthcare Provider shall: (i) notify the EC that the
Study has been terminated; (ii) cease enrolling
Study Subjects in the Study; (iii) cease treating
Study Subjects according to the Protocol as
directed by SynteractHCR to the extent medically
permissible and appropriate; and (iv) terminate as
soon as practicable, but in no event more than
thirty (30) days after the effective date of
termination, all other Study activities, provided
however, that upon SynteractHCR’s request, the
Healthcare Provider shall continue to collect data
and prepare and complete CRFs for Study Subjects
treated in the Study prior to termination. Within

vyprSeni platnosti bez obnoveni, pfipadné (iii)
pokud se zadavatel z jakéhokoliv dlivodu rozhodne
studii zastavit.

10.3 Ukonceni smlouvy v pfipadé, Ze hlavni
zkouSejici ukonci ucast vestudii. V pfipadé, Ze
hlavni zkousejici jiz naddle neni k dispozici pro
Ucely studie nebo ukonci svou Gcast v ni a hlavni
zkousejici azadavatel do 30 dnll od okamziku, kdy
je spole¢nost SynteractHCR o této skutecnosti
pisemné informovana, nenaleznou nastupce, ktery
by byl pro spoleCnost SynteractHCR azadavatele
prijatelny, miZe zadavatel tuto smlouvu ukongit
pisemnou vypovédi dorucenou poskytovateli
zdravotni péce aplatnou v okamziku doruceni.

104 Ukonceni  smlouvy  poskytovatelem
zdravotni péce. Poskytovatel zdravotni péce mize
tuto smlouvu pisemné ukonCit sucinnosti
dorucenim zadavateli pfi zavazném poruseni této
smlouvy zadavatelem nebo spolecnosti
SynteractHCR anedojde-li  k napravé takového
poruseni do tficeti (30) dnli ode dne, kdy
poskytovatel zdravotni péfe oznami zadavateli
poruseni této dohody. Poskytovatel zdravotni péce
ma pravo smlouvu vypovédét za stginych
podminek, jaké ma zadavatel dle Clanku 10.3.1
s 30denni vypovédni dobou.

10.5 Platnost ukoncéeni smlouvy. V pfipadé
ukonceni této smlouvy z jakéhokoliv ddvodu
poskytovatel zdravotni péce: (i) informuje EK o
ukonceni studie, (ii) ukonci zafazovani studijnich
subjektd do studie, (iii) ukon¢i léEbu studijnich
subjektll v souladu  sprotokolem  apokyny
spole¢nost SynteractHCR av rozsahu, ktery je z
lekarského hlediska pfipustny avhodny, a(iv) co
nejdfive je to prakticky mozné, nikoliv viak vice
nez tficet (30) dnli po datu GCinnosti ukonceni
smlouvy, zastavi veSkeré dalSi €innosti v rdmci
studie; toto vSak plati za pfedpokladu, Ze na Zadost
spoleCnosti  SynteractHCR bude poskytovatel
zdravotni péCe pokraCovat veshéru dat apriprave
avypliovani formulari CRF pro studijni subjekty,
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ninety (90) days from the effective date of any
termination, the Hedthcare Provider (i) shall
provide to SynteractHCR all data collected in
connection with the Study and except as otherwise
provided herein, (ii) shall return to SynteractHCR
any materials equipment on loan or lease (upon
prior written request of SynteractHCR) and
Confidential Information provided for the conduct
of the Study in accordance with Article 5.6 above.

10.6 Survival. Termination of this Agreement
by any party shal not affect the rights and
obligations of the parties accrued prior to the
effective date of such termination. The rights and
duties under Articles 5, 6, 7, 8, 9, 11, and Articles,
41, 44, 105, 106, 11.1, 11.2, 11.6, and 11.7
together with other terms and conditions that by
their intent or meaning have continuing validity
shall survive the expiration or termination of this
Agreement for any reason.

11 MISCELLANEOUS

11.1 Use of Names. No party to this Agreement
shall use the name or other identifying marks of
any other party or Sponsor in any advertising,

které byly vramci studie léCeny jiz pred jgim
ukonéenim. Do devadesdti (90) dni od data
udinnosti v pripadé kteréhokoliv ze zplsobl
ukonCeni smlouvy poskytovatel zdravotni péce (i)
poskytne spolecnosti SynteractHCR vesSkerd data
shromazdéna v souvislosti se studii, a neni-li v této
smlouvé stanoveni jinak, (ii) vréti v souladu svyse
uvedenym ¢lankem 5.6 spole€nosti SynteractHCR
veskeré zapljcené nebo prongjaté materidy
avybaveni (po predchozi pisemné Zadosti

spolecnosti  SynteractHCR) ad(ivérné informace

poskytnuté pro Ucely provadéni studie.

10.6 Pretrvani platnosti. UkonCeni této
smlouvy kteroukoliv ze stran nema vliv na prava
apovinnosti smluvnich stran vzniklé pfed datem
ucinnosti takového ukonceni smlouvy. Jedna se o
préva a povinnosti vyplyvajici z ¢lank( 5, 6, 7, 8, 9
all aclankd 4.1, 4.4, 10,5, 106, 11.1, 11.2, 11.6
all.7 spolu sdalSimi smluvnimi podminkami,
jejichz platnost na zakladé jejich obsahu nebo
smyslu pretrvava i po vyprSeni platnosti nebo
ukongeni této smlouvy z jakéhokoliv diivodu.

11  RUZNA USTANOVENI

11.1  PouZiti jmen. Zadna ze stran této smlouvy
nepouzije jméno ani jiné identifikaCni znaky
kterékoliv jiné smluvni strany nebo zadavatele
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promotional or sales literature or in any publicity
without the prior written consent of the party
whose name or mak is to be used.
Notwithstanding the foregoing, no party shal
unreasonably withhold its consent to any use of its
name, which accurately and appropriately
describes the scope and nature of the parties’
participation in the Study, and which does not
imply directly or indirectly any endorsement of the
other party or its products by the party whose name
isto be used.

11.2 Publicity. The parties agree not to disclose
to any third party, other than Sponsor, the terms of
this Agreement without the prior written consent of
the other parties hereto, except to advisors and
existing or prospective investors on a need-to-
know basis under circumstances that reasonably
ensure the confidentiality thereof, or to the extent
required by law.

11.3 Assignment. The parties agree that their
rights and obligations under this Agreement may
not be delegated, transferred or assigned to a third
party without prior written consent of the other
party. Notwithstanding the foregoing, Sponsor may
transfer or assign its rights and obligations under
this Agreement to a successor to all or substantially
all of its business or assets pertaining to the subject
matter of this Agreement whether by sale, merger,
acquisition, operation of law or otherwise.

114 Force Majeure. No party will be held
liable or responsible to the other parties, nor be
deemed to have defaulted under or breached this
Agreement, for failure or delay in fulfilling or
performing any term of this Agreement when such
fallure or delay is caused by or results from
externa and unpredictable events beyond the
reasonable control of the affected party (“Force

vramci jakékoliv inzerce, propagace nebo
obchodnich ~ materidll  ani v jakychkoliv
publikacich bez pfedchoziho pisemného souhlasu
strany, jejiz jméno nebo znak maji byt pouZity. Bez
ohledu na vySe uvedena ustanoveni nebude Zadna
ze smluvnich stran neodlivodnéné odpirat souhlas
spouzitim svého jména jakymkoliv zplsobem,
ktery presné aspravné popisuje rozsah apovahu
Ucasti smluvnich stran na studii az néhoz pfimo
ani nepfimo nevyplyva Zadna podpora pro jinou
smluvni stranu nebo jegi produkty vyjadiena
smluvni stranou, jejiz jméno ma byt pouZzito.

11.2 Poskytovani informaci. Smluvni strany se
zavazuji, Ze se bez predchoziho pisemného
souhlasu druhé strany této smlouvy zdrZi
poskytovani informaci o podminkach této smlouvy
kterékoliv tfeti strané svyjimkou zadavatele,
poradcl asoucasnych nebo vyhledovych investort,
ktefi je potfebuji, ato za okolnosti, které zarucuji
pfiméfenou nebo pravnimi predpisy poZzadovanou
miru ochrany divérné povahy takovych informaci.

11.3 Postoupeni. Smluvni strany souhlasi se
skuteCnosti, Ze jgich prava apovinnosti
vyplyvgici z této smlouvy nesméji byt delegovany,
pfevedeny ani postoupeny treti strané bez
pfedchoziho pisemného souhlasu druhé smiuvni
strany. Bez ohledu na vySe uvedena ustanoveni
miZe zadavatel dle této smlouvy prevést nebo
postoupit sva prava apovinnosti kevsem nebo
vyznamné Casti svych aktivit nebo aktiv
souvisgiicich sprfedmétem této smlouvy na
pravniho néstupce, at’ jiz prodgem, spojenim,
akvizici, nazakladé pravniho predpisu nebo jinak.

11.4 Vyssi moc. Zadna ze smluvnich stran
nebude ¢inéna odpovédnou, neponese vici druhé
strané odpovédnost a nebude povaZzovana za stranu
neplnici nebo porusujici tuto smlouvu v pfipadé, Ze
pfi pInéni nebo vykonu podminek této smlouvy
dojde z jgi strany k selhani nebo zpoZzdéni, jestlize
je takové salhani nebo zpozdéni zplsobeno
vnejSimi anepfedvidatelnymi uddostmi mimo
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Majeure”), including, without limitation, fire,
floods, earthquakes, natural disasters, embargoes,
war, acts of war (whether war be declared or not),
insurrections, riots, terrorism, civil commotions,
strikes, lockouts or other labor disturbances, acts of
God, or acts, omissions or delays in acting by any
governmental authority or other party.

In the event a party is prevented from fulfilling its
obligations because of Force Maeure, it shall
promptly give notice thereof (within 48 hours of
impediment) to the other parties by email and
registered letter with return receipt requested,
explaining the reasons for failure to fulfil its
contract obligations. If the party affected by Force
Majeure fails to give notice thereof to the other
parties, it may no longer refer to Force Majeure to
exempt itself from its responsibility towards the
other parties.

The party affected by Force Mgeure shall use
every effort to resume performance of the
Agreement as soon as possible, to mitigate or
eliminate the Force Majeure event, and to prevent,
[imit or minimize any damage or loss that non-
fulfilment of its obligations because of Force
Majeure may cause to the other party.

Force Majeure suspends the obligations hereunder
throughout occurrence of the event, excepting the
confidentiality obligation (Article 5), and those
under Articles 6, 7 and 8.

11.5 Notices. Any notice required or permitted
hereunder shall be in writing and shall be deemed
to have been delivered (i) when delivered by hand;
or (i) when shipped by operator of postal services,

pfiméfenou kontrolu dotCené strany nebo je jgich
disledkem (dale jen ,vys$§i moc“), mimo jiné
vCetné pozaru, povodni, zemétfeseni, pfirodnich
katastrof, embarg, valecnych konfliktl, vale¢nych
aktll (at' jiz dojde k vyhlaseni valky ¢i nikoliv),
povstani, vytrznosti, terorizmu, obcanskych
nepokojll, stavek, vyluk nebo jinych akci odbort,
zésah( vys$si moci nebo jednani, opomenuti nebo
prodleni pfi jednani ze strany kteréhokoliv statniho
organu nebo jiné strany.

V pfipadé, Ze je smluvni strané zabrénéno v pInéni
jgjich povinnosti vyssi moci, tato bezodkladné (do
48 hodin od vzniku prekdzky) informuje ostatni
strany  elektronickou poStou  adoporucenym
dopisem s potvrzenim doruceni, pficemz vysvétli
ddvody neplnéni svych smluvnich povinnosti.
Jestlize smluvni strana ovlivnéna vyssi moci
ostatni smluvni strany o této skuteCnosti
neinformuje, nemlZe se jiz navyss$i moc odkazovat
pfi Zadosti o0 vyjimku z plnéni svych povinnosti
vlci ostatnim smluvnim straném.

Smluvni strana ovlivnénd vy3Si moci vyvine
maximalni Gsili, aby co nejdfive opét zacala plnit
smlouvu, zmirnila nebo odstranila disledky
udaosti vysSi moci a zabranila jakymkoliv Skodam
nebo ztrdtdm pripadné zplsobenym druhé strané
vysSi moci, tyto omezila nebo minimalizovala.

VySSi moci se po dobu trvani uddosti prerusuje
plnéni povinnosti vyplyvagjicich z této smlouvy
svyjimkou povinnosti zachovat dlivérnost (lanek
5) apovinnosti vyplyvajicich z ¢lank( 6, 7 a 8.

115 Oznameni. Jakékoliv oznameni
vyZadovane nebo povolené na zakladé této
smlouvy budou pisemna abudou povazovéana za
dorucend (i) osobnim dorucenim, (ii) odeslanim
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shipping charges prepaid, to the party to whom
delivery shall be made at the respective addresses
as set forth below, or such other address as the
party may substitute by written notice; or (iii) when
faxed to the number set forth below with
confirming letter mailed thereafter under the
conditions described in (ii).

If to SynteractHCR

"

If to Sponsor:

WII

If to Healthcare Provider:

|

Jurisdiction. This

11.6 Governing Law,
Agreement shall be governed and construed by the
laws of the Czech Republic, without giving effect
to the doctrine of conflict of laws. Any dispute
arising out of this Agreement shall be settled
exclusively in the local competent courts of Czech
Republic, without restricting any rights of appeal.

prostfednictvim provozovatele postovnich sluzeb
jako vyplacenou zasilku na pfisluSnou adresu
uvedenou nizZe, pripadné na jinou nahradni adresu
ozndmenou smluvni stranou v pisemné podobé
nebo (iii) odesdanim faxem na nize uvedené Cislo
spotvrzujicim dopisem nasledné odeslanym dle
podminek popsanych v bodeé (ii).

Pro spoleCnost SynteractHCR

[

Pro zadavatele:

Pro poskytovatel e zdravotni pécCe:

11.6 Rozhodné

pravo, jurisdikce. Tato
smlouva se bude Fidit abude vykladana v souladu
spravnimi predpisy Ceské republiky, aniz by tim
doch&zelo k naplnéni teorie o kolizi pravnich
norem. Jakékoliv spory vzniklé z této smlouvy
budou feSeny vylu¢né u vécné amistné pfislusnych
soud( v Ceské republice.
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11.7 Anti-Kickback and Anti-Fraud.
Healthcare Provider agrees that their judgment
with respect to the advice and care of each Study
Subject will not be affected by the compensation
received from this Agreement, that such
compensation does not exceed the fair market
value of the services that are being provided, and
that no payments are being made for the purpose of
inducing Healthcare Provider to purchase or
prescribe any drugs, devices or products. If
Sponsor or SynteractHCR provides any free
products or items for use in the Study, Healthcare
Provider agrees that they will not bill any Study
Subject, insurer or governmental agency, or any
other third party, for such free products or items.
Healthcare Provider further agrees that they will
not bill any Study Subject, insurer, or
governmental agency for any visits, services or
expenses incurred during the Study for which they
have received compensation from SynteractHCR or
Sponsor, or which are not part of the ordinary care
they would normally provide for the Study Subject,
and that the Healthcare Provider will not pay
another physician to refer subjects to the Study.

11.8 Modification; Waiver. This Agreement
may not be altered, amended or modified in any
way except in writing signed by the parties. The
failure of a party to enforce any provision of this
Agreement shall not be construed to be a waiver of
the right of such party to thereafter enforce that
provision or any other provision or right.

11.7 Nezdkonné provize a podvodné aktivity.
Poskytovatel zdravotni péCe se zavazuje, Ze jeho
Usudek v souvislosti sradami apéCi o kazdy ze
studijnich subjektd nebude ovlivnén odménou
obdrZzenou na zakladé této smlouvy, Ze takova
odména neprevySuje rednou trzni hodnotu
poskytovanych sluzeb aze uCelem Zadné z
uhrazenych plateb neni pfimét poskytovatele
zdravotni  péCe kndkupu Ci predepisovani
jakychkoliv 1éki, zafizeni nebo produktl. Pokud
zadavatel nebo  spoleCnost  SynteractHCR
poskytnou bezplatné jakékoliv produkty nebo
polozky pro pouziti vestudii, poskytovatel
zdravotni péce se zavazuje, Ze takové bezplatné
produkty nebo polozky nebude uctovat Zadnému
studijnimu  subjektu, pojiStovaci spolecnosti,
statnimu organu ani kterékoliv jiné treti strané.
Poskytovatel zdravotni péce se dale zavazuje, Ze
Zzadnému  studijnimu subjektu,  pojistovaci
spole€nosti ani st&tnimu orgadnu nebude GCtovat
jakékoli navstévy, sluzby nebo vydae vzniklé
v pribéhu studie, které jim byly uhrazeny
spoleCnosti  SynteractHCR nebo zadavatelem,
pfipadné nejsou soucasti bézné péce, kterd by byla
za normdnich okolnosti studijnim subjektim
poskytnuta, aze poskytovatel zdravotni péce
nebude zZadnému jinému lekafi platit za
doporucovani subjektl pro studii.

11.8 Upravy smlouvy, vzdani se narokd. Tato
smlouva nesmi byt pozménéna, doplnéna ani jinak
upravena, aniz by tak bylo uCinéno pisemné ana
zékladé podpis smluvnich stran. Selhani pfi
vyméahani kteréhokoliv z ustanoveni této smlouvy
jednou ze smluvnich stran nebude povaZzovano za
vzdani se prav takové strany nasledné vymahat
dané ustanoveni nebo kterékoliv jiné ustanoveni
nebo préavo.
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11.9 Severability. In the event that any
provision of this Agreement is determined to be
illegal, invalid or unenforceable by a court of
competent jurisdiction, the remainder of this
Agreement shall remain in full force and effect
without said provision. The parties shall negotiate
in good faith a substitute clause for any provision
declared illegal, invalid or unenforceable, which
shall most nearly approximate the original intent of
the parties in entering this Agreement.

11.10 Independent Contractors. The parties
agree that the relationship between Sponsor and
Healthcare Provider created by this Agreement is
that of independent contractors and that the
Healthcare Provider may not create or assume any
obligations on behalf of the Sponsor or
SynteractHCR.

11.11 Entire Agreement. This Agreement and
the Exhibits attached hereto represent the entire
understanding of the parties with respect to the
subject matter of this Agreement, and supersede all
prior discussions, agreements and writings in
respect to such subject matter. In the event of any
inconsistency between this Agreement and the
Exhibits, the terms of this Agreement shall govern.

1112 Language. In case of discrepancies
between the English and the Czech version, the
Czech version shall prevail.

11.13 Counterparts. This Agreement may be
executed in 4 (state exact quantity) counterparts,
one of which is received by the Sponsor, one by the

119 Salvatorni klauzule. Rozhodne-li mistné
pfisludny soud, Ze je kterékoliv z ustanoveni této
smlouvy nezékonné, neplatné nebo nevymahatelne,
zbyvajici Cast této smlouvy svyjimkou zminéného
ustanoveni zlstdva v plné platnosti aucinnosti.
Smluvni strany budou v dobré vife jednat o
nahradni  doloZzce za jakékoliv  ustanoveni
prohldSené za nez&konné, neplatné nebo
nevymahatelné, smysl takové dolozky bude co
mozna nejblizsi plvodnimu Umyslu smluvnich
stran pfi uzavreni této smlouvy.

11.10 Nezavidi dodavatelé. Smluvni strany
souhlasi se skutecnosti, Ze vztah mezi zadavatelem
a poskytovatelem zdravotni péCe na zakladé této
smlouvy je vztahem nezévislych dodavatell aze
poskytovatel zdravotni pée nesmi jménem
zadavatele nebo spole¢nosti SynteractHCR ukladat
ani pfijimat Zadné povinnosti.

11.11 UpIné znéni smlouvy. Tato smlouva
aprilohy kni pripojené predstavuji Uplné znéni
dohody smluvnich stran tykajici se pfedmétu této
smlouvy anahrazuje veSkera predchozi jednani,
smlouvy alistiny, které se k takovému predmétu
vztahuji. V pripadé jakychkoliv rozporli mezi touto
smlouvou aprilohami rozhoduji podminky této
smlouvy.

11.12 Jazyk. V pfipadé nesouladu anglické
aCeske verze plati verze Ceska.

11.13 Vyhotoveni smlouvy. Tato smlouva je
vyhotovena ve 4 (uvést presny pocet) pisemnych
vyhotovenich, znichZz jedno obdrzi zadavatel,
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Healthcare Provider, one by SynteractHCR and one
by the Principal Investigator.

jedno  poskytovatel zdravotni  péCe, jedno
spoleCnost  SynteractHCR a jedno hlavni
zkousejici.

IN WITNESS WHEREOF, the parties have
caused their duly authorized representatives to
execute this Agreement.

Flatley Discovery Lab, LLC

BY / PODEPSAL/A:

NAME/IMENO:
TITLE/FUNKCE:

DATE/DATUM:

NA DUKAZ CEHOZ smluvni strany timto k datu
ucinnosti uzavrely tuto smlouvu prostfednictvim
svych fadné opravnénych zastupcd.

HEALTHCARE PROVIDER / POSKYTOVATEL ZDRAVOTNI PECE

BY / PODEPSAL/A::

NAME/IMENO: JUDR. ING. MILOSLAV LuDVik, MBA

TITLE/FUNKCE: REDITEL FAKULTNIi NEMOCNICE V MOTOLE

DATE/DATUM:

SynteractHCR Deutschland GmbH

By / PoDEPSAL/A::

NAME/IMENO:
TITLE/FUNKCE:

DATE/DATUM:

Nize podepsany| N -<o hiavni zkousejici potvrzuji, Ze jsem se Fadné

seznamil s podminkami této smlouvy a pfislusnou dokumentaci ke studii vCetné protokolu a Ze s témito
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souhlasim a zavazuji se zajistit dodrZzovani povinnosti z nich vyplyvajicich. Dale se zavazuji
nezvefejiiovat informace tykajici se prfedmétného klinického hodnoceni (studie) bez predchoziho
pisemného souhlasu zadavatele, zachovavat miCenlivost o vSech poskytnutych informacich, povazovat
tyto za dlvérné a zdrZet se jakéhokoliv jiného uziti téchto informaci a studijnich Gdajl nez pro Gcely této
studie. Jako hlavni zkouSejici timto také souhlasim s tim, Ze zadavatel (a popf. i CRO) bude
shromazdovat, pouZivat, zpracovdvat a zvefejiovat a exportovat mé osobni Udaje, vCetné jmeéna,
kvalifikace a zkuSenosti v klinickém hodnoceni, mé financni Udaje vztahujici se k obdrZzené odméné a
financni nahradé a dalSi osobni Udaje k administrativnim Gcellm v souvislosti se studii, popf. k
poskytnuti etickym komisim a statnim Grfadlm a zavazuji se zajistit tento souhlas i ostatnich ¢lend
studijniho tymu.

1, the below undersigned | s (< Frincipal Investigator, hereby

confirm that | have read and agree with the terms of this Agreement and respective documentation
pertaining to the Study, including the Protocol, and | undertake to ensure that duties arising from these
documents will be performed in accordance therewith. Furthermore, | undertake not to disclose
information relating to the Clinical Tria (the Study) without a prior written consent of the Sponsor, to
hold this information in confidence and to refrain from using this information and the Study Data for any
other purpose than for the purpose of this Study. | hereby also agree, in my capacity as the Principa
Investigator, that Sponsor (or CRO, as the case may be) will collect, use, process, disclose and export of
my personal data, including name, qualification and experience with clinical trials, my financial data
relating to the remuneration paid and financial compensation received and other personal data, for the
purpose of administration of the Study or, as the case may be, for their provision to the Ethics
Committees or state authorities and | undertake to obtain such consent also from the other members of
the Study Staff.

PRINCIPAL INVESTIGATOR/HLAVNI ZKOUSEJICI

SIGNATURE/PODPIS:

DATE/DATUM:
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TERMSOF PAYMENT
EXHIBIT A

PLATEBNI PODMINKY
PRILOHA A

LI
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The Payee will be paid according to the following | Platby budou pfijemci plateb hrazeny dle
schedule: nasledujiciho rozvrhu:
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4 Platby za pacienty, ukterych dojde
k preruseni nebo ¢asnému ukondeni
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6 — | nvoiceable Expenses: 6 — Fakturovatelné vydaje:
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