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CLINICAL TRIAL AGREEMENT
Protocol # ND0612-317

This Clinical Trial Agreement (“Agreement”) dated as of
the date of last signature and effective as of publication
of this Agreement in Agreement Registry (“Effective
Date”) between

Syneos Health UK Limited with principal offices
located in the United Kingdom at Farnborough Business
Park, 1 Pinehurst Road, Farnborough, Hampshire,
GU14 7BF, United Kingdom, (“CRO”)

and

Faktultni nemocnice u sv. Anny v Brne, with a place of
business at Pekarska 53, 656 91 Brno, Czech Republic,
represented by Ing. Vlastimil Vajdak, a director, ID No
00159816 (“Institution”)

and

I vith a place of

business at Fakultni nemocnice u sv. Anny v Brne, st
Neurological Clinic, Pekarska 53, 656 91 Brno, Czech
Republic (“Principal Investigator”).

“Party” means CRO, Institution or Principal Investigator
equally, and “Parties” shall mean all of them.

BACKGROUND

By separate agreement, NeuroDerm, Ltd. with a principal
place of business at Ruhrberg Science building - Bell
entrance - 4th floor 3, Pekeris St. Rehovot, 7670212,
Israel (“Sponsor”) has engaged Syneos Health, LLC, a
contract research organization, with a principal place of
business in the United States at 1030 Sync Street,
Morrisville, North Carolina 27560 USA
(“Syneos Health, LLC”) acting as an independent
contractor, to handle the site contracting for the Trial and
to negotiate, execute this Agreement on behalf of Sponsor
and payment administration for services performed and
described hereunder. Syneos Health, LLC has entrusted
these activities to CRO, its subsidiary.

Sponsor wishes to support a clinical trial with Sponsor
Drug (hereinafter defined) ND0612, encoded ND0612-
317 entitled “A multicenter, randomized, active-
controlled, double-blind, double-dummy, parallel group
clinical trial, investigating the efficacy, safety, and
tolerability of continuous subcutaneous ND0612 infusion
in comparison to oral IR-LD/CD in subjects with

SMLOUVA O KLINICKEM HODNOCENI
Protokol ¢islo ND0612-317

Tato smlouva o klinickém hodnoceni (,,Smlouva‘) ze dne
pfipojeni posledniho podpisu sUCinnosti k datu
uvefejnéni  smlouvy v Registru smluv  (,,Datum
ucinnosti) se uzavira mezi

spole¢nosti Syneos Health UK Limited se sidlem ve
Velké Britanii na adrese Farnborough Business Park, 1
Pinehurst Road, Farnborough, Hampshire, GU14 7BF,
Spojené kralovstvi, (,,CRO*)

a

Fakultni nemocnice u Sv. Anny v Brné, se sidlem
Pekatska 53, 656 91 Brno, Ceska republika, zastoupena
Ing. Vlastimilem Vajdikem, feditelem, IC: 00159816
(,,Zdravotnické zatizeni)

a

I s sidlem ve Fakultni

nemocnici u sv. Anny v Brng, L. neurologicka klinika,
Pekaiska 53, 656 91 Brno, Ceska republika (,,Hlavni
zkousejici®).

LSmluvni  strana®  znamend  rovnocenné CRO,
zdravotnické zafizeni nebo hlavniho zkousejiciho
a ,,smluvni strany* znamenaji vSechny z nich.

VYCHODISKA

Samostatnou smlouvou NeuroDerm, Ltd. se sidlem
Ruhrberg Science building - Bell entrance - 4th floor 3,
Pekeris St. Rehovot, 7670212, Israel (,,zadavatel®)
povétil  spole¢nost Syneos Health, LLC, smluvni
vyzkumnou organizaci se sidlem ve Spojenych statech na
adrese 1030 Sync Street, Morrisville, North Carolina
27560 USA, pusobici jako nezavisly smluvni dodavatel,
aby jednala jménem zadavatele pro ucely uzavieni smluv
s pracovisti v ramci studie, a zadavatel povéfil spole¢nost
CRO, aby jménem zadavatele vyjednavala, uzaviela tuto
smlouvu a spravovala platby za sluzby provadéné a
popsané nize. Spole¢nost Syneos Health, LLC témito
¢innostmi dale povetila CRO, svou dcefinou spolecnost.

Zadavatel si preje podpofit klinické hodnoceni
hodnoceného 1écivého piipravku (definovaného nize)
NDO0612 s kédovym oznacenim NDO0612-317 nazvané
,,Multicentrické, randomizované, aktivné kontrolované,
dvojit¢ zaslepené, dvojit¢ zamaskované klinické
hodnoceni s paralelnimi skupinami zkoumajici G¢innost,
bezpeCnost a snaSenlivost kontinualné¢ podavané
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Parkinson’s disease experiencing motor fluctuations
(BouNDless)” (“Protocol”) to be conducted at Institution
(“Trial”) to involve patients participating in the Trial
(“Trial Subjects”™).

The Parties agree as follows:

1. Investigators and Research Staff.

1.1. Principal Investigator. The Principal Investigator,
being an employee of the Institution, will be
responsible for the direction of the Trial in accordance
with applicable Institution policies. The Trial will be
conducted under the supervision of the Principal
Investigator at Fakultni nemocnice u sv. Anny v Brne,
1st Neurological Clinic, Pekarska 53, 656 91 Brno,
Czech Republic.

1.2. Subinvestigators and Research Staff. Institution
and Principal Investigator will ensure that only
individuals who are appropriately trained and
qualified assist in the conduct of the Trial as
subinvestigators or research staff (subinvestigators
and research staff collectively referred to as “Research
Staff”). Institution, through Principal Investigator,
may delegate duties and responsibilities to Research
Staff only to the extent permitted by Applicable Law
(hereinafter defined) governing the Trial conduct, as
described below.

1.3. Obligations of Institution and Principal
Investigator. Institution and Principal Investigator will
ensure that Research Staff is informed of and agree to
abide by all terms of this Agreement applicable to the
activities they perform. Institution and Principal
Investigator will assume all those responsibilities
assigned under all laws, rules, regulations, guidelines
and standards applicable in Czech Republic
including, without limitation, all relevant
International Conference on Harmonization Good
Clinical Practice (“ICH GCP”) guidelines and
standards and the World Medical Association
Declaration of Helsinki “Ethical Principles for
Medical Research Involving Human Subjects” (2013),
all applicable laws and guidance relating to clinical
trials of medicines and all applicable laws relating to
human rights, supply of medicines legislation,
legislation relating to human tissue and biological
samples, in particular Act No. 378/2007 Coll. on
medicinal products and changes to certain associated

subkutanni infuze NDO0612 ve srovnani s peroralné
podavanym pfipravkem IR-LD/CD u subjekti
s Parkinsonovou chorobou, u kterych se vyskytuji
motorické vykyvy (BouNDless)“ (,,Protokol), které
bude provadéno ve zdravotnickém zatizeni (,,Klinické
hodnoceni®) a budou do n&j zatazeni pacienti (,,Subjekty
klinického hodnoceni®).

Strany se dohodly takto:

1. ZkouSejici a vyzkumny personal.

1.1. Hlavni zkouSejici. Hlavni zkousejici jako
zaméstnanec  zdravotnického  zafizeni  bude
odpovédny za vedeni klinického hodnoceni v souladu
s platnymi ptedpisy zdravotnického zatizeni. Klinické
hodnoceni bude provadéno pod vedenim hlavniho
zkousSejiciho ve Fakultni nemocnici u sv. Anny
v Brng, 1. neurologicka klinika, Pekaiska 53, 656 91
Brno, Ceska republika.

1.2. SpoluzkousSejici a  vyzkumny  personal.
Zdravotnické zafizeni a hlavni zkousejici zajisti, aby
se mna provadéni klinického hodnoceni jako
spoluzkousejici a vyzkumny personal podilely pouze
osoby s odpovidajicim vzdélanim a kvalifikaci
(spoluzkousejici a vyzkumny personal jsou spolecn¢

oznacovani jako ,»Vyzkumny personal®).
Zdravotnické zafizeni prostiednictvim hlavniho
zkousejictho mize delegovat povinnosti a

odpovédnosti na vyzkumny personal pouze v rozsahu
povoleném platnymi zakony (definované nize)
upravujicimi provadéni klinického hodnoceni, jak je
uvedeno nize.

1.3. Povinnosti zdravotnického zafizeni a hlavniho

zkousSejiciho. Zdravotnické zafizeni a hlavni
zkousSejici zajisti, aby byl vyzkumny personal

informovan o veskerych podminkach této smlouvy
platnych pro vykonavané €innosti a souhlasil s nimi.
Zdravotnické zatizeni a hlavni zkouSejici pfevezme
vSechny povinnosti vyplyvajici ze vSech zakond,
predpisii, pokynii a mnorem, platnych v Ceské
republice, vcetné zejména vSech platnych pokynt a
standardii Mezinarodni konference o harmonizaci
spravné klinické praxe (International Conference on
Harmonization Good Clinical Practice, ICH GCP)
a Helsinské Deklarace Svétové 1ékaiské asociace
»Btické zasady pro Iékafsky vyzkum za ucasti
lidskych subjekta* (2013), vSech platnych zakont
a pokynti upravujicich klinickd hodnoceni 1éCivych
piipravki a vSech platnych zdkond upravujicich lidska
prava, legislativy upravujici dodavky 1éku, legislativy
upravujici otazky vzorkli tkané a biologickych
vzorkt, zejména zakona ¢. 378/2007 Sb., o 1é¢ivech a
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acts, as amended, Decree No. 226/2008 Coll. on
proper clinical practice and detailed conditions for
clinical trials of medicinal products, as amended, and
Act No. 372/2011 Coll. on health care services and
conditions for their provision, as amended, as well as
all applicable laws relating to the confidentiality,
privacy and security of Trial Subject information
inclusive but not limited to Regulation (EU) 2016/679
of the European Parliament and of the Council of 27
April 2016 on the protection of natural persons with
regard to the processing of personal data and on the
free movement of such data, and repealing Directive
95/46/EC - GDPR (“Applicable Law”).

1.4. No Substitution. Institution and Principal
Investigator may not reassign the conduct of the Trial
to a different Principal Investigator without prior
written authorization from CRO and/or Sponsor. Any
replacement Principal Investigator will be required to
agree to the terms and conditions of this Agreement in
a separate writing. In the event CRO and/or Sponsor
does not approve a replacement Principal Investigator,
Sponsor or CRO may terminate this Agreement in
accordance with the Termination provisions below.

2. Protocol. Institution and Principal Investigator will
conduct the Trial in accordance with the Protocol,
Sponsor’s or its designee’s written instructions, and
Applicable Law.

2.1. Amendments. The Protocol may be modified
only by a written amendment (“Protocol
Amendment”), signed by Sponsor and the Principal
Investigator. The Parties acknowledge that Protocol
Amendments are also subject to approval by the
responsible Independent Ethics Committee (“IEC”)
and/or Regulatory Authority (“RA”). Sponsor may
instruct a deviation from the Protocol on an
emergency basis for the safety of the Trial Subjects.
Institution and/or Principal Investigator will notify the
responsible IEC and/or RA as soon as practicable but,
in any event, no later than three (3) business days after
the deviation is implemented. Any emergency
deviation will be followed by written Protocol
Amendment.

2.2. Emergency Deviations/Urgent Safety Measures.
If the Principal Investigator determines that it is
necessary to deviate from the Protocol on an
emergency basis for the safety of the Trial Subjects,
Institution and/or Principal Investigator will notify
Sponsor and the responsible IEC and/or RA as soon as
practicable but, in any event, no later than three (3)
business days after the deviation is implemented.

zménach nékterych souvisejicich zakont, v platném
znéni, vyhlasky ¢. 226/2008 Sb., o spravné klinické
praxi a blizSich podminkach klinického hodnoceni
1é¢ivych pripravkl, v platném znéni a zakona ¢.
372/2011 Sb., o zdravotnich sluzbach a podminkach
jejich poskytovani, v platném znéni, a v§ech platnych
zakonu tykajicich se zachovani divérnosti, ochrany
osobnich tdaji a bezpecnosti informaci o subjektu
hodnoceni, véetné Natizeni Evropského parlamentu a
Rady (EU) 2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim osobnich
udajii a o volném pohybu téchto udaju a o zruseni
smérnice 95/46/ES — GDPR (,,platné zakony*).

1.4. Zdkaz zastupovani. Zdravotnické zafizeni a
hlavni zkouSejici mnesmi postoupit provadéni
klinického hodnoceni na jiného hlavniho zkousSejiciho
bez ptedchoziho pisemného schvaleni CRO a/nebo
zadavatele. Nahradni hlavni zkouSejici bude muset
vyjadiit souhlas s podminkami této smlouvy v
pisemném dokumentu. V ptipadé, ze CRO a/nebo
zadavatel neschvali nahradniho hlavniho
zkousejiciho, miize zadavatel nebo CRO v souladu
s dale uvedenymi podminkami ukonceni platnosti
smlouvy smlouvu ukong¢it.

2. Protokol. Zdravotnické zafizeni a hlavni zkousSejici
povedou klinické hodnoceni v souladu s protokolem,
pisemnymi pokyny zadavatele nebo zastupce zadavatele
a platnymi zékony.

2.1. Dodatky. Protokol se mulze upravovat pouze
formou pisemného dodatku (,,Dodatek k protokolu®)
podepsaného zadavatelem a hlavnim zkousejicim.
Strany jsou si  védomy  skuteCnosti, Ze
dodatky k protokolu musi schvalit také ptislusna
nezavisla eticka komise (,,NEK*) a/nebo regulacni
tfad (,L,RU“). Vakutnim piipadé k zajisténi
bezpecnosti miize zadavatel vydat pokyn k odchyleni
se od protokolu. Zdravotnické zatizeni a/nebo hlavni
zkousejici informuji odpovédnou NEK a/nebo RU co
nejdiive, v kazdém piipadé vSak nejpozdéji tfi (3)
pracovni dny po uplatnéni odchylky. Kazda akutni
odchylka musi byt nésledné zachycena v pisemném
dodatku k protokolu.

2.2. Akutni odchylky/urgentni bezpe€nostni opatieni.
Jestlize hlavni zkousSejici dojde k zavéru, Ze je nutné
se v akutnim piipadé k zachovani bezpecnosti
subjektt klinického hodnoceni odchylit od protokolu,
zdravotnické zafizeni a/nebo hlavni zkousejici
uvédomi zadavatele a pfislusnou NEK a/nebo RU co
nejrychleji, v kazdém ptipadé nejpozdéji do tii (3)
pracovnich dnti po uplatnéni této odchylky.
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3. IEC and RA. The Parties will ensure that the Trial is
initiated only after both the Trial and the informed
consent form (“ICF”) are approved by an IEC and RA
that complies with all Applicable Law. The Parties will
further ensure that the Trial is subject to continuing
oversight by the IEC and/or RA throughout its conduct.

4. Sponsor Drug. Sponsor will provide Institution with
sufficient quantities of the Sponsor product that is being
studied (“Sponsor Drug”) to conduct the Trial at no cost
to the Institution and Principal Investigator. If required by
the Protocol and unless otherwise agreed, Sponsor will
also provide placebo or comparator drug (“Comparator
Drug”). The Sponsor Drug (and, if applicable, the
comparator drug) will be delivered to the hospital
pharmacy of the Institution.

4.1. Custody and Dispensing. Institution and Principal
Investigator will adhere to Applicable Law requiring
careful custody and dispensing of Sponsor Drug or
Comparator Drug, as well as appropriate
documentation of such activities.

4.2. Control. Institution and Principal Investigator
will maintain appropriate control of supplies of
Sponsor Drug or Comparator Drug and will not
administer or dispense it to anyone who is not a Trial
Subject, or provide access to it to anyone except
Research Staff.

4.3. Use. Institution and Principal Investigator will
use Sponsor Drug or Comparator Drug only as
specified in the Protocol. Any other use of Sponsor
Drug or Comparator Drug constitutes a material
breach of this Agreement.

4.4, Ownership of Sponsor Drug. Sponsor Drug is and
remains the property of Sponsor. Sponsor grants
Institution and Principal Investigator no express or
implied intellectual property rights in the Sponsor
Drug or in any methods of making or using the
Sponsor Drug. with the exception of what is needed to
implement the Protocol.

4.5. Payment for Sponsor Drug or Comparator Drug.
Institution and Principal Investigator will not charge a
Trial Subject or third-party payer for Sponsor Drug or
Comparator Drug or for any services reimbursed by
Sponsor or its designee under this Agreement.

3.NEK a RU. Smluvni strany zajisti, ze klinické
hodnoceni bude zahajeno az po schvaleni klinického
hodnoceni a formulafe informovaného souhlasu, které
jsou v souladu s platnymi zakony, nezavislou etickou
komisi a RU. Smluvni strany dale zajisti, aby po celou
dobu jeho provadéni bylo klinického hodnoceni pod
trvalym dohledem NEK a/nebo RU.

4. Hodnoceny 1éCivy piipravek. Zadavatel poskytne
zdravotnickému zafizeni a hlavnimu zkouSejicimu
dostateéné mnozstvi hodnoceného 1é¢ivého pripravku
(,,Hodnoceny lécivy ptipravek) k provedeni klinického
hodnoceni. Pokud to pozaduje protokol a pokud neni
dohodnuto jinak, zadavatel rovnéz poskytne placebo
nebo srovnavaci 1ék (,,Srovnavaci 1€k*). Hodnoceny
1écivy ptipravek (a piipadné také srovnavaci 1ék) bude
dodan do nemocnic¢ni 1ékarny zdravotnického zatizeni.

4.1. Uchovavani a vydavani Iéku. Zdravotnické
zafizeni a hlavni zkouSejici musi dodrzovat platné
zakony vyzadujici pe¢livé uchovavani a vydavani
hodnoceného 1é¢ivého ptipravku nebo srovnavaciho
1éku, veetné pattficné dokumentace téchto ¢innosti.

4.2. Kontrola. Zdravotnické zafizeni a hlavni
zkousejici musi vykonavat dostate¢nou kontrolu nad
zasobami  hodnoceného  1éCivého  pfipravku
a srovnavaciho 1éku a nepoda ani nevyda piipravek
osob¢, ktera neni ucastnikem klinického hodnoceni,
a neumozni pristup k pifipravku nikomu s vyjimkou
vyzkumného personalu klinického hodnoceni.

4.3. Pouziti. Zdravotnické zafizeni a hlavni zkouSejici
budou pouzivat hodnoceny 1é¢ivy pripravek nebo
srovnavaci 1€k pouze zplisobem
uvedenym v protokolu. Jakékoliv jiné pouziti
hodnoceného 1é¢ivého ptipravku nebo srovnavaciho
1éku predstavuje zdvazné poruseni této smlouvy.

4.4. Vlastnictvi hodnoceného 1é¢ivého ptipravku.
Hodnoceny 1é¢ivy piipravek je a ztistava vlastnictvim
zadavatele. Zadavatel neudé€luje zdravotnickému
zafizeni ani hlavnimu zkousSejicimu Zadna vyslovna
ani piedpokladana prava dusevniho
vlastnictvi k hodnocenému 1é¢ivému ptipravku nebo
k jakymkoliv metodam vyroby nebo pouZzivani
hodnoceného 1é¢ivého piipravku, vyjma toho, co je
pottebné k provadéni protokolu.

4.5. Platba za hodnoceny IéCivy piipravek nebo
srovnavaci 1ék. Zdravotnické zafizeni a hlavni
zkousejici nebudou subjektiim klinického hodnoceni
ani platcim tretich stran uctovat zadné castky za
hodnoceny 1é¢ivy ptipravek nebo srovnavaci 1€k ani
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5. Financial Arrangements. Compensation for services
provided under this Agreement will be made by way of
payments in accordance with Attachment A (Payment
Terms) and Attachment B (Financial Arrangements
Worksheet). All Parties acknowledge that to the best of
their knowledge amounts set forth in Attachment B
represent fair market value of the services provided by
Institution and Principal Investigator for conducting the
Trial. All amounts are inclusive of all direct, indirect,
overhead and other costs, including laboratory and
ancillary service charges, and will remain firm for the
duration of the Trial, unless otherwise agreed in writing
by the Parties. Neither the Institution nor the Principal
Investigator will directly or indirectly seek or receive
compensation from Trial Subjects or third-party payers
for any material, treatment or service that is required by
the Protocol and provided or paid by Sponsor or its
designee, including, but not limited to, Sponsor Drug,
Comparator Drug, Trial Subject screening, infusions,
physician and nurse services, diagnostic tests, and
Sponsor Drug and/or Comparator Drug administration.
Once the designated payees have been paid for the
performance of the Trial, neither CRO nor Sponsor shall
have any further obligation or liability whatsoever to pay
Principal Investigator or Institution. The projected
amount of financial performance pursuant to the

conditions of this agreement shall amount to
approximately 4 100 000 CZK.
6. Reporting  Obligations.  Principal  Investigator

acknowledges that various laws, statutes, regulations,
directives, and/or industry requirements (collectively,
“Reporting Laws”) require certain companies in the
pharmaceutical/healthcare industry to disclose and report
information regarding payments made and agreements
entered into with healthcare professionals or other
individuals and entities carrying out activities in certain
countries. Accordingly, where such Reporting Laws are
applicable, Principal Investigator acknowledges and
agrees that information, including but not limited to:
(i) name, address, qualifications and medical specialties,
registration number; (i) information regarding the
Agreement; and (iii) information concerning all
payments or benefits (in cash or in kind) made to
Principal Investigator under the Agreement may be
disclosed by CRO to Sponsor and/or to the relevant
responsible authority for publication of such information
publicly in accordance with the relevant Reporting Laws.
The right of Principal Investigator to object to data
collection, data usage, data storage, data processing and
data transfer pursuant to applicable privacy laws may not

za jakékoliv sluzby, které mu podle této smlouvy
proplaci zadavatel nebo jeho zastupce.

5. Finanéni ujednani. Odména za sluzby poskytované dle
této smlouvy bude vyplacena prostfednictvim
uhrad v souladu s prilohou A (Platebni podminky) a
ptilohou B (Zaznam financ¢niho ujednani). Vsechny
strany berou na védomi, ze Castky uvedené v piiloze B
predstavuji dle jejich nejlepsiho védomi spravedlivou
trzni hodnotu sluzeb poskytovanych zdravotnickym
zatizenim ahlavnim zkouSejicim pfi  provadéni
klinického hodnoceni. VSechny ¢astky zahrnuji v§echny
piimé, nepiimé, rezijni a dalsi naklady, véetné nakladi na
laboratorni a pomocné sluzby a zlistanou pevné po dobu
trvani klinického hodnoceni, pokud se strany pisemné
nedohodnou jinak. Zdravotnické zafizeni ani hlavni
zkousejici nebudou pfimo ani nepifimo vyzadovat ani
piijimat odménu od subjektd klinického hodnoceni nebo
platc tfetich stran za materidly, 1éCbu nebo sluzby
vyzadované podle protokolu a poskytnuté nebo zaplacené
zadavatelem nebo jeho zastupcem, vcéetné zejména
hodnoceného 1é¢ivého piipravku, srovnavaciho 1éku,
screeningu subjekttl klinického hodnoceni, infuzi, sluzeb
lékait a sester, diagnostickych testt a podavani
hodnoceného 1é¢ivého piipravku a/nebo srovnavaciho
1éku. Jakmile bude uréenym piijemciim plateb uhrazeno
provadéni klinického hodnoceni, CRO ani zadavatel
nebudou dale jakymkoliv zplGsobem povinni i
odpovédni za platby hlavnimu zkouSejicimu nebo
zdravotnickému  zafizeni. Pfedpokladand hodnota
finan¢niho plnéni dle podminek této smlouvy &ini
ptiblizn¢ 4 100 000,- K¢.

6. Vykazovaci povinnosti. Hlavni zkouSejici bere na
védomi, Ze ruzné zakony, zakoniky, predpisy, smérnice
a/nebo odvétvové pozadavky (spolecné ,,Zakony o
vykazovani) vyzaduji, aby nékteré spolecnosti ve
farmaceutickém/zdravotnim  odvétvi  zvefejhovaly
a vykazovaly informace o provedenych platbach
a uzavienych smlouvach se zdravotnickymi odborniky
nebo jinymi osobami ¢i subjekty vykondvajicimi ¢innosti
v uréitych zemich. V souladu s tim bere pfi platnosti
téchto zédkont o vykazovani hlavni zkousejici na védomi
a souhlasi, Ze informace, zejména: (i) jméno, adresa,
kvalifikace a 1¢ékaiské specializace, registrani ¢islo,
(i1) informace tykajici se smlouvy a (iii) informace
ovsech platbich nebo vyhodach (v  hotovosti
nebo v naturaliich) vyplacenych hlavnimu zkousejicimu
dle této smlouvy mohou byt CRO sdéleny zadavateli
a/nebo prislusnému odpovédnému tradu ke zvefejnéni
téchto informaci v souladu s pfislusnymi zakony o
vykazovani. Pravo hlavniho zkousejictho odmitnout
shromazd’ovani udajl, pouzivani udaji, ukladani tdaja,
zpracovani udaju a prenos udaju dle platnych zékoni o
ochrané osobnich daji se nemusi vztahovat na ptipady,
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apply where the disclosure obligation results from a
statutory requirement and/or Applicable Law. Execution
of this Agreement serves as Principal Investigator’s
consent to the data collection, processing, storage, using,
transfer and disclosure of the information set forth herein
for the purposes stated.

7. Trial Subject Enrollment. Institution and Principal
Investigator have agreed to enroll Trial Subjects in the
Trial in accordance with the Protocol and in accordance
with IEC and RA approval. Sponsor or CRO may
discontinue Trial Subject enrollment if the total
enrollment needed for a multi-center Trial has been
achieved, if applicable.

8. Informed Consent. Principal Investigator shall ensure
that the ICF approved by Sponsor, IEC and/or RA is
signed on behalf of each Trial Subject before the first
Trial related procedure starts for the Trial Subject. The
Informed Consent Form shall be provided to the Principal
Investigator by the Sponsor or CRO.

9. Reporting Adverse Events and ICH GCP Breaches.

kdy zvefejnovaci povinnost vyplyva ze zakonného
pozadavku a/nebo platnych zakonu. Uzavieni této
smlouvy slouzi jako souhlas hlavniho zkousSejiciho se
shromazd’ovanim, zpracovavanim, uchovavanim,
pouzivanim, prenaSenim  a zvefejnovanim  udaji
uvedenych v této smlouveé pro zminéné ucely.

7. Zatazeni subjektt klinického hodnoceni. Zdravotnické
zatizeni a hlavni zkousejici se dohodli zatadit subjekty

klinického hodnoceni do klinického hodnoceni v souladu
s protokolem a souhlasy NEK a RU. Po dosaZeni
celkového poctu subjektll potfebného pro provadéni
multicentrického klinického hodnoceni miize zadavatel
nebo spole¢nost CRO zastavit dalsi zafazovani subjekti
do klinického hodnoceni.

8. Informovany souhlas. Hlavni zkousejici je povinen
zajistit, ze pied zahajenim prvnich postupt klinického
hodnoceni u subjektu klinického hodnoceni bude jménem
kazdého subjektu klinického hodnoceni podepsan
formular informovaného souhlasu schvaleny
zadavatelem, NEK a/nebo RU. Formulaf informovaného
souhlasu preda hlavnimu zkousejicimu zadavatel nebo
CRO.

9. HlaSeni nezadoucich piihod a poruseni ICH GCP.

Institution and Principal Investigator will promptly report
adverse events experienced by Trial Subjects at any time
in accordance with instructions in the Protocol and
Applicable Law.

10. Personal Data Protection and Privacy. The Parties
recognize a common goal of securing all personal data
and holding such information in confidence and
protecting it from unauthorized disclosure. The Parties
represent and warrant that they will comply with the
provisions of Applicable Law relating to the
confidentiality, privacy and security of such personal data
applicable to the territory of the Czech Republic, in
particular Regulation (EU) No. 2016/679, the General
Data Protection Regulation.
10.1. Within the scope of the Trial, Sponsor is the
controller of the personal data of the subjects of the
Trial, the Principal Investigator, and the Sponsor
Research Staff (“personal data). On the basis of this
agreement and in relation to this agreement, personal
data will also be processed by Institution and Principal
Investigator both as controller (in particular when
managing medical documentation) and to a certain
extent as processor (in particular where personal data
will be processed in accordance with the protocol for
the purposes of the Trial). Each contracting party shall
be responsible for their own processing of personal
data and shall ensure that the personal data related to
Trial subjects, Principal Investigator, and/or Research

Zdravotnické zatizeni a hlavni zkousSejici ihned kdykoliv
nahlasi nezadouci piihody subjektt klinického hodnoceni
v souladu s pokyny protokolu a platnymi zakony.

10. Ochrana osobnich udaji a soukromi. Strany jsou si
védomy spole¢ného cile zabezpeCeni vSech osobnich
udaji a zachovani jejich divérnosti a ochrany pted
neopravnénym zverejnénim. Strany prohlasuji a zarucuji,
Ze budou dodrzovat vSechna ustanoveni platnych zakont
upravujicich daveérnost, ochranu soukromi a zabezpeceni
téchto osobnich twdajii platnych na uzemi Ceské
republiky, a to zejména s natizenim (EU) ¢. 2016/679,
Obecné natizeni o ochrané osobnich tdaji (GDPR).

10.1. V ramci klinického hodnoceni je spravcem
osobnich 1udaji subjekt klinického hodnoceni,
hlavniho zkousejiciho a vyzkumného personalu
zadavatel (,,0sobni udaje). Na zakladé této smlouvy
a v souvislosti s touto smlouvou budou osobni udaje
zpracovavat rovnéz zdravotnické zafizeni a hlavni
zkousejici, a to jako spravci (zejména pii vedeni
zdravotni dokumentace) a v uréitém rozsahu také jako
zpracovatelé (zejména tam, kde budou osobni udaje v
souladu s protokolem zpracovavat pro ucely
klinického hodnoceni). Kazda smluvni strana bude
odpovédna za své vlastni zpracovani osobnich udaji a
zajisti, aby osobni tudaje tykajici se subjektl
klinického hodnoceni, hlavniho zkousSejiciho a/nebo

PI: _ | Institution: Fakultni nemocnice u sv. Anny v Brn¢ | NeuroDerm, Ltd. | ND0612-317

Doc Name: CZE Tripartite CTA (CRO) | Doc Final: 140ct2020

6/37




Confidential/Davérné

Staff are collected, stored, released, and shared in
accordance with all applicable multinational and
national regulations for personal data protection and
this agreement.

10.2. Institution and Principal Investigator shall
process the personal data of the following data
subjects:

a. Trial subjects;

b. Principal Investigator;

c. Research Staff.

10.3. Institution and Principal Investigator shall
process personal data and documents of Trial subjects
in the following scope, as part of the Clinical Trial and
as required by relevant legal regulations:
d. Identification data (first and last name, birth ID
number);
e. Date of birth;
f. Contact information (email, telephone number,
address);
g. The following special categories of personal
data — gender, medical history, medications used,
and results of all examinations.

10.4. Institution and Principal Investigator shall
process personal data of Principal Investigator and
Research Staff in the following scope, as part of the
Clinical Trial and as required by relevant legal
regulations:

h. Identification data (first and last name) ;

i. Contact information (email, telephone number);

j- Payments provided or transfers of amounts.

10.5. The processing of personal data shall consist
particularly of collecting personal data, processing
personal data in an electronic Trial database,
preparation of documentation, statements, and reports
required by law, provision of personal data to state
authorities and other authorized persons. Personal
data of Trial subjects to be provided to CRO and/or
Sponsor will be pseudonymized so that the
information he obtains cannot be linked in any manner
to the identifiable or identified person.

10.6. Processing of personal data will take place for
the term of this agreement. Institution and Principal
Investigator shall cease processing any personal data
as of the termination of this agreement. This shall not
affect the obligations of Institution and Principal
Investigator as controllers of personal data to retain
processed personal data in accordance with relevant
legal regulations.

vyzkumného personalu byly shromazdovany,
uchovavany, uvoliiovany a piedavany v souladu se
vsemi platnymi nadnarodnimi a narodnimi pfedpisy o
ochrang¢ osobnich udaju a smlouvou.

10.2. Zdravotnicke zatizeni a hlavni zkousejici budou
zpracovavat osobni udaje téchto subjektii udaja:

a. Subjekty klinického hodnocenti;

b. Hlavni zkousejici;

c. vyzkumny personal.

10.3. Zdravotnicke zatizeni a hlavni zkousejici budou
zpracovavat osobni 1Udaje subjektl klinického
hodnoceni a dokumenty v ramci klinického hodnoceni
v nasledujicim  rozsahu, jak je vyzadovano
pfislusnymi pravnimi pfedpisy:
a. Identifika¢ni Udaje (jméno a pfijmeni, rodné
¢islo);
b. Datum narozeni;
c. Kontaktni udaje (email, telefonni ¢islo, adresa);
d. Nasledujici Zzvlastni kategorie osobnich udajt
— pohlavi, tidaje o anamnéze, uzivanych lécich a
vysledcich vsech vysetieni.

10.4. Zdravotnicke zatizeni a hlavni zkousejici budou
zpracovavat osobni udaje hlavniho zkouSejiciho a
vyzkumného personalu a dokumenty v ramci
klinického hodnoceni v rozsahu, jak je vyzadovano
ptislusnymi pravnimi pfedpisy:

a. Identifika¢ni udaje (jméno a pfijmeni);

b. Kontaktni udaje (e-mail, telefonni ¢islo);

c. Poskytnuté platby nebo ptevody hodnot.

10.5. Zpracovani osobnich udaji bude spocivat
zejména ve shromazd’ovani osobnich udajl,
zpracovani osobnich udaji v elektronické databazi
klinického hodnoceni, pfipravé dokumentace, vykazt
a hlaseni vyZadovanych zakonem, pfedavani osobnich
udaju statnim organtim a dal$im opravnénym osobam.
Osobni udaje subjektt klinického hodnoceni budou
predavany CRO a/nebo zadavateli
v pseudonymizované podobé tak, Zze zadna ziskana
informace nemize byt zddnym zpilisobem spojena
s identifikovatelnou nebo identifikovanou osobou.

10.6. Zpracovani osobnich udajii bude probihat po
dobu uc¢innosti smlouvy. Zdravotnické zafizeni a
hlavni zkousSejici ukonci zpracovani vSech osobnich
udaji ke dni splnéni této smlouvy nebo jejiho
ukonceni. Tim nejsou dotéeny povinnosti
zdravotnického =zafizeni a hlavniho zkousSejiciho
jakozto pfip. spravci osobnich udaji uchovavat
zpracovavané¢ osobni tUdaje podle pfislusnych
pravnich predpist.

PI: _ | Institution: Fakultni nemocnice u sv. Anny v Brn¢ | NeuroDerm, Ltd. | ND0612-317
Doc Name: CZE Tripartite CTA (CRO) | Doc Final: 140ct2020

71737




Confidential/Davérné

10.7. The contracting parties undertake to mututally
report any breach of the security of personal data,
without undue delay following their discovery of such
breach, no later than within 24 hours, such that the
party of the second part may assess the incident and
fulfill their obligations in relation to supervisory
authorities, or to the data subjects themselves. Such
notification shall include all necessary information
pursuant to art. 33 of the Regulation EU 2016/679. If
a breach of personal data should occur that requires
notification, Institution must notify the relevant
supervisory authority without undue delay, no later
than within 72 hours of the moment it discovers such
breach (after providing notice to Sponsor). If this
breach requiring notification should represent high
risk to the rights of affected persons, Institution hall
inform the persons affected.

10.8. The contracting parties undertake to mutually
cooperate and assist one another while resolving all
substantial problems that may occur as part of
performing this agreement in relation to personal data
protection. The obligation for cooperation includes
effective collaboration in the event of inspection by a
supervisory authority, resolving Trial Subject requests
and any complaints, and reporting security incidents.
The same shall apply in the event of a court dispute
pertaining to the protection of personal data or
privacy.

In addition, the Institution, Principal Investigator, and
Research Staff shall comply with the following
provisions:

10.9. Authorization to Use and Disclose of Personal
Data. Institution and Principal Investigator shall
provide an appropriate privacy notice to each Trial
Subject and obtain a written privacy authorization
from each Trial Subject, complying with Applicable
Law, which will enable Institution and Principal
Investigator to provide Sponsor and other persons and
entities designated by Sponsor to collect, process, use,
storage transfer and access to completed case report
forms (“CRFs”), source documents and all other
information required by the Protocol. If such an
authorization is separate from the ICF, Institution and
Principal Investigator will only use the authorization
that is submitted to them by Sposnor/CRO and is
approved by IEC and/or RA (if applicable).

10.7. Smluvni strany se zavazuji si navzajem hlasit
kazdé poruseni zabezpeceni osobnich udaji, a to bez
zbyte¢ného odkladu potom, co se o takovém poruseni
dozvi, nejpozdé€ji do 24 hodin, tak, aby druha strana
méla moznost incident posoudit a splnit své
povinnosti vii¢i dozorovému ufadu, piipadné vuci
subjektim 0daji. Takové oznameni bude obsahovat
vsechny informace nezbytné podle ¢l. 33 natizeni EU
2016/679. Pokud dojde k poruseni zabezpeceni
osobnich udaji, které vyzaduje oznameni,
Zdravotnické zatfizeni musi bez zbyte¢ného prodleni
uvédomit pfisluSny dozorovy uiad, a to nejpozdéji
béhem 72 hodin od okamziku, kdy se o daném
poruseni dozvi (po poskytnuti oznameni zadavateli).
Pokud by toto poruSeni vyZadujici oznameni
pfedstavovalo pro dotfené osoby vysoké riziko pro
jejich prava, pak bude Zdravotnické zafizeni
informovat také tyto dotcené osoby.

10.8. Smluvni strany se zavazuji k vzijemné
soucinnosti a pomoci pii feSeni vSech podstatnych
problému, které mohou v ramci plnéni smlouvy
vzniknout v souvislosti s ochranou osobnich udaji.
Povinnost soucinnosti zahrnuje i efektivni spolupraci
v pfipadé kontroly ze strany dozorového turadu,
vytizovani zadosti a pfipadnych stiznosti pacientl, a
oznamovani bezpecnostnich incidentli. Totéz plati i v
pripadé soudniho sporu, ktery by se tykal ochrany
osobnich dajt ¢i soukromi.

Déle budou zdravotnické zatizeni, Hlavni zkouSejici a
vyzkumny personal dodrzovat nasledujici ujednani:

10.9. Opravnéni pouzivat a sdé€lovat osobni tidaje.
Zdravotnické zafizeni a Hlavni zkouSejici poskytnou
kazdému subjektu klinického hodnoceni pfislusné
oznameni o ochran¢ osobnich daji a od kazdého
subjektu  klinického  hodnoceni  ziskaji v
souladu s platnymi zakony pisemny souhlas k
poskytnuti osobnich udajli, ktery Zdravotnickému
zafizeni a Hlavnimu zkousejicimu umozni poskytnout
zadavateli a dalSim osobam a subjektim urcenym
zadavatelem shromazd’ovat, zpracovavat, pouzivat,
uchovavat, prendSet a mit ptistup k vyplnénym
formulaifim zaznamu subjektl hodnoceni (,,CRF®),
zdrojovym dokumentiim a v§em dal§im informacim
pozadovanych dle Protokolu. Neni-li tento souhlas
uzavien jako soucdst formuldfe informovaného
souhlasu, Zdravotnické zafizeni a Hlavni zkousejici
pouziji pouze formulaf souhlasu, ktery jim predlozi
zadavatel/CRO, a ktery je schvalen NEK a/nebo
kontrolnim Gfadem (pokud je to vhodné).
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10.10. Use of Trial Subject Personal Data. Institution
and Principal Investigator will use the personal data
obtained from the Trial Subjects in connection with
the Trial for no purposes other than outlined in the
Protocol and shall manage such personal data in
accordance with Applicable Law.

10.11. Institution undertakes to ensure that all its
personnel involved in the conduction of the Trial
comply with the legislation on the protection of
personal data and the instructions of the Sponsor
and/or the CRO regarding the protection of personal
data, including security and nondisclosure aspects.

10.12. Disclosure of Trial Subject Personal Data.
Institution and Principal Investigator shall not disclose
personal data to CRO or the Sponsor except as is
required to satisfy the requirements of the Protocol,
for the purpose of monitoring or adverse event
reporting, or in relation to a claim or proceeding
brought by a Trial Subject in connection with the Trial
and/or other events allowed by Applicable Law. In all
such cases of disclosure, the Institution and Principal
Investigator shall respect the ‘“data minimization”
principle of privacy, including but not limited to the
following example: actual Trial Subject names shall
not be included on any invoices for payment
submitted by the designated payees.

10.13. Personal Data of the Principal Investigator, the

10.10. Pouziti osobnich tudaji subjektu klinického
hodnoceni. Zdravotnické zatizeni a Hlavni zkouSejici

budou pouzivat osobni udaje ziskané od subjektt
klinického hodnoceni v souvislosti s klinickym
hodnocenim a nebudou je pouzivat pro zadné jiné
ucely, nez které jsou uvedeny v protokolu,
a s takovymi udaji budou nakladat v
souladu s platnymi zdkony.

10.11. Zdravotnické zatizeni se zavazuje zajistit, aby
vSichni jeho zaméstnanci podilejici se na provadéni
klinického hodnoceni dodrzovali pravni predpisy o
ochran¢ osobnich udaji a pokyny zadavatele a / nebo
CRO tykajici se ochrany osobnich tdaji, vcetné
bezpecnosti a aspektll nezvetejiiovani.

10.12. Zptistupnéni  osobnich  udaju  subjektu
klinického hodnoceni. Zdravotnické zatizeni a Hlavni
zkouSejici nepifedlozi osobni udaje CRO ani
zadavateli, pokud to neni nutné ke splnéni pozadavkt
protokolu nebo pro ucely monitorovani nebo hlaseni
nezadoucich ptfihod nebo ve vztahu k naroku nebo
fizeni vznesenému ¢i  zahajenému  subjektem
klinického hodnoceni ve spojeni s klinickym
hodnocenim a/mebo v jinych ptipadech, kdy to
dovoluji platné zakony. V takovych ptipadech
zptistupnéni budou Zdravotnické Zatizeni a Hlavni
Zkousejici dodrzovat princip ,,minimalizace udaji*
pti zachovani dGvérnosti, mimo jiné vcetné
nasledujiciho prikladu: skutecnd jména subjekti
klinického hodnoceni nebudou zahrnuta na zadnych
fakturach k platbam predlozenych ptislusnymi platci.

10.13. Osobni _udaje  Hlavniho  zkouSejiciho,
vyzkumného persondlu a dalSich zaméstnancu /

Research Staff and other employees/contractors of the
Institution or of the Principal Investigator and

smluvnich partnerti zdravotnického zafizeni nebo

Personal Data of CRO’s employees/contractors.

a. Both prior to and during the course of the Trial,
the Institution, the Principal Investigator, the
Research Staff and other employees/contractors of
the Institution or of the Principal Investigator may
be called upon to provide personal data about the
Principal Investigator, the Research Staff and other
employees/contractors of the Institution or of the
Principal Investigator to the Sponsor and other
third parties involved in the conduct of the Trial,
including CRO. Such personal data may include
names, contact information, work experience and
professional qualifications, publications, resumes,
educational background and/or information
relating to payments made pursuant to this

Hlavniho zkousSejiciho a osobni udaje zaméstnancu /
smluvnich partnerit CRO.

a. Pfed zahajenim a v prubéhu Kklinického
Hodnoceni mohou byt Zdravotnické zafizeni,
Hlavni zkousSejici, vyzkumny personal a dalsi
zaméstnanci / smluvni partnefi zdravotnického
zatizeni nebo Hlavniho zkouSejiciho vyzvani, aby
poskytli osobni udaje o Hlavnim zkousSejicim,
vyzkumném personalu a dal§ich zaméstnancich /
smluvnich partnerech zdravotnického zafizeni
nebo Hlavniho zkousejiciho zadavateli a dalSim
tfetim strandm zapojenym do provadéni klinického
hodnoceni, vetné CRO. Takové osobni udaje
mohou zahrnovat jména, kontaktni informace,
pracovni zkuSenosti a profesni kvalifikace,
publikace, zivotopisy, vzdélani a/nebo informace o
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purposes:

(1) the conduct of clinical trials;

and affiliates;

requirements;

comparable purpose;

trials; and

personal data under Applicable Law.

respectfully.

Agreement. The Institution and Principal
Investigator shall provide the information
reasonably requested by Sponsor and/or CRO and
shall authorize the collection, processing, using,
transferring and storage of certain personal data
about the Principal Investigator, the Research Staff
and other employees/contractors of the Institution
or of the Principal Investigator to the extent
permitted by Applicable Law for the following

(2) verification by government or regulatory
agencies, the Sponsor, CRO, and their agents

(3) compliance with legal and regulatory

(4) publication on www.clinicaltrials.gov and
other websites and/or databases that serve a

(5) storage in databases to facilitate the
selection of investigators for future clinical

(6) anti-corruption and anti-briberycompliance.

Institution or Principal Investigator shall give an
appropriate privacy notice and obtain consent as
required from the Research Staff and other
employees/contractors of the Institution or of the
Principal  Investigator for the collecting,
processing, using, storage, and transferring of their

b. Institution and the Principal Investigator shall
collect, process, use, store and transfer personal
data relating to Sponspr and/or CRO’s
employees/contractors only to the extent, and in
such a manner as is necessary for the purposes of
this Agreement. The Institution and the Principal
Investigator shall not transfer personal data
relating to Sponsor and/or CRO’s
employees/contractors to a third party without the
prior written consent of Sponnsor and/or CRO,

platbach  hrazenych dle této  smlouvy.
Zdravotnické zafizeni nebo Hlavni zkousejici musi
poskytnout informace divodné pozadované
zadavatelem a/mebo CRO a musi schvalit
shromazdéni, zpracovani, pouziti, prenos
a uchovani urcitych osobnich udaji o Hlavnim
zkousejicim, vyzkumném personalu a dalSich
zamestnancich / smluvnich partnerech
zdravotnického zatizeni nebo hlavniho
zkousejictho v rozsahu pfipustném piisluSnym
zakonem, a to pro nasledujici ucely:

(1) provadeéni klinickych hodnocent;

(2) ovéfeni ze strany statnich nebo kontrolnich
uradi, zadavatele, spolecnosti CRO a jejich
zastupct a pridruzenych osob;

(3) dodrzovani zakonnych a regulatornich
pozadavkd;

(4) zvefejnéni v databazi
www.clinicaltrials.gov a na dalSich
internetovych strankach a/nebo v databazich,
které slouzi srovnatelnému tcelu;

(5) uchovani v databazich k usnadnéni vybéru
zkousejicich pro budouci klinicka hodnoceni; a

(6) dodrzovani protikorupcnich
a protiaplatkaiskych predpist.

Zdravotnické zafizeni nebo Hlavni zkousejici musi
poskytnout nalezité oznameni o ochrané osobnich
udajii a ziskat potfebny souhlas od vyzkumného
personalu a dalSich zaméstnancti / smluvnich
partnerd zdravotnického zafizeni nebo Hlavniho
zkousejiciho ke shromazdéni, zpracovani, pouziti,
uchovani a pfenosu jejich osobnich udaja dle
piislusnych zakont.

b. Zdravotnické zafizeni a Hlavni zkousSejici
budou shromazdovat, zpracovavat, pouzivat,
uchovavat  apfenaSet osobni  udaje o
zaméstnancich / smluvnich partnerech zadavatele
a/nebo CRO pouze v rozsahu a zpisobem, které
jsou nezbytné pro naplnéni Ucelu této smlouvy.
Zdravotnické zafizeni a Hlavni zkouSejici tyto
osobni Udaje zaméstnancti / smluvnich partnert
zadavatele a/mebo CRO bez piredchoziho
pisemného souhlasu zadavatele a/neboCRO
nepieda zadné tieti stran€.
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10.14. Each Party warrants that it will take reasonable
technical and organizational measures against
unauthorized or unlawful processing, destruction,
and/or damage of personal data, including but not
limited to the measures provided for in art. 32 of the
Regulation EU 2016/679;.

10.15. Institution, Principal Investigator and Research
Staff shall be responsible to respect, protect and
enabling data subjects to exercise their rights
regarding the protection of personal data pursuant to
the applicable legislation on the protection of personal
data, including data subject's rights under Regulation
EU 2016/679.
It is hereby clarified that Institution and/or Principale
Investigator shall not respond or act upon a data
subject's request without receiving the prior written
approval of the Sponsor (without disclosing to
Sponsor any identifiable personal data) to do so and
shall respond to that request in accordance with
Sponsor's instructions. . If Institution does not
receive Sponsor’s instructions within 30 days
Institution will respond without these instructions as
required by applicable privacy laws, in which case
Institution and/or Principale Investigator shall, to the
extent permitted by such applicable privacy laws,
inform Sponsor of that legal requirement before it
responds to the request. For the avoidance of any
doubts, Parties expressly agree that this Section shall
aply only in the event that Institution acts as a data
processor of Sponsor.

11. Confidential Information. During the course of the
Trial, Institution and Principal Investigator may receive
or generate information that is confidential to Sponsor or
a Sponsor affiliate.

11.1. Definition. Except as specified below,
confidential information (“Confidential Information™)
includes all information provided by Sponsor or CRO,
or developed for Sponsor or CRO, Inventions
(hereinafter defined) and all data collected during the
Trial, including without limitation results, reports,
technical and economic information, the existence or
terms of this or other Trial agreements with the
Sponsor or CRO, commercialization and Trial
strategies, trade secrets and know-how disclosed by
Sponsor to Institution or Principal Investigator
directly or indirectly, whether in writing, electronic,
oral or visual transmission, or which is developed
under this Agreement.

11.2. Exclusions. Confidential Information does not
include information that is in the public domain prior

10.14. Kazdd smluvni Strana zarucuje, Ze pfijme
rozumna technickd a organizaéni opatieni proti
neopravnénému nebo nezakonnému zpracovani,
nahodné ztraté, zniCeni a/nebo poskozeni osobnich
udaji, zejména vcetné opatieni stanovenych v ¢l. 32
natizeni EU 2016/679.

10.15. Zdravotnické zatizeni, Hlavni zkousejcici a
vyzkumny personal jsou povinni respektovat, chranit
a umoznovat subjektim Udaji vykonavat sva prava
tykajici se ochrany osobnich udajii podle platnych
pravnich predpisit o ochrané osobnich tdajt, véetné
prav subjektu tidajt podle natizeni EU 2016 / 679.

Timto se objasiiuje, ze Zdravotnické zatizeni a / nebo
Hlavni zkousSejici neodpovidaji ani nejednaji na zadost
subjektu udajii, aniz k tomu obdrzi ptredchozi pisemny
souhlas zadavatele (aniz by poskytli zadavateli jakékoli
identifikovatelné osobni tidaje), aby tak ucinili, a na tuto
zadost odpovi v v souladu s pokyny zadavatele. Pokud
Zdravotnické zafizeni neobdrzi pokyny zadavatele do 30
dnti, odpovi zdravotnické zafizeni bez tohoto pokynu
podle pozadavki platnych zakonl o ochrané soukromi. V
takovém ptipadé Zdravotnické zatizeni a / nebo Hlavni
zkousSejici v rozsahu povoleném témito piislusSnymi
zakony o ochran¢ soukromi informuji zadavatele o tomto
zakonném pozadavku dfive, nez odpovi na tuto zadost.
Pro odstranéni pochybnosti smluvni strany vylosvné
souhlasi stim, ze tento odstavec se pouzije pouze
v ptipad¢, kdy Zdravotnické zatizeni vystupuje v roli
zpracovatele Zadavatele.

11. Dtvérné informace. V prubéhu klinického hodnoceni
mohou zdravotnické zafizeni a hlavni zkousSejici ziskavat
nebo vytvafet informace, které jsou duvérnymi
informacemi zadavatele nebo jeho ptidruzené strany.

11.1. Definice. S vyjimkou niZe uvedenych omezeni
zahrnuji davérné informace (,,Duvérné informace)
vSechny informace poskytnuté zadavatelem nebo
CRO nebo vytvorené pro zadavatele nebo pro CRO,
vynalezy (definované nize) avSechny tudaje
shromazdéné¢ v pribéhu klinického hodnoceni,
zahrnujici zejména vysledky, zpravy, technické a
ekonomické informace, existenci podminek této
smlouvy o klinickém hodnoceni nebo jinych smluv
uzavienych  se  zadavatelem nebo  CRO,
komercializaci a strategii studie, obchodni tajemstvi a
know-how predané zadavatelem zdravotnickému
zafizeni nebo hlavnimu zkouSejicimu piimo nebo
nepfimo, v pisemné, elektronické, Ustni nebo
obrazové formé, nebo vzniklé v ramci této smlouvy.

11.2. Vyjimky. Davérné informace nezahrnuji
informace, které jiz byly vefejné pristupné pred jejich
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to disclosure by Sponsor or CRO; becomes part of the
public domain during the term of this confidentiality
obligation by any means other than breach of this
Agreement by Institution or Principal Investigator; is
already known to Institution or Principal Investigator
at the time of disclosure and is free of any obligations
of confidentiality; or is obtained by Institution or
Principal Investigator, free of any obligations of
confidentiality from a third party who has a lawful
right to disclose it.

11.3. Obligations of Confidentiality. Unless Sponsor
provides prior written consent, Institution and
Principal Investigator may not use Confidential
Information for any purpose other than that authorized
in this Agreement, nor may Institution or Principal
Investigator disclose Confidential Information to any
third party except as authorized in this Agreement or
as required by Applicable Law. Required disclosure
of Confidential Information to the IEC and/or RA is
specifically authorized.

11.4. Disclosure Required by Law. If disclosure of
Confidential Information beyond that expressly
authorized in this Agreement is required by
Applicable Law, that disclosure does not constitute a
breach of this Agreement so long as Institution and
Principal Investigator notify Sponsor in writing as far
as possible in advance of the disclosure so as to allow
Sponsor to take legal action to protect its Confidential
Information, discloses only that Confidential
Information required to comply with the legal
requirement, and continues to maintain the
confidentiality of this Confidential Information with
respect to all other third parties.

11.5. Survival of Obligations. For Confidential
Information other than Trial Data (hereinafter
defined) and Biological Samples (hereinafter defined)
analysis data, these obligations of nonuse and
nondisclosure survive termination of this Agreement
and continue for a period of five (5) years after
termination. Permitted uses and disclosures of Trial
Data are described in Section 15 (Publications) of this
Agreement.

11.6. Return of Confidential Information. If requested
by Sponsor or CRO in writing, Institution and
Principal Investigator will return all Confidential
Information, at Sponsor’s expense, except that
required to be retained at the Institution by Applicable
Law. However, Institution and Principal Investigator
may retain a single archival copy of the Confidential
Information for the sole purpose of determining the
scope of obligations incurred under this Agreement.

pfedanim zadavateli nebo CRO, staly se vefejné
pfistupnymi v prubéhu trvani tohoto zavazku
davérnosti jinym zplsobem neZ porusenim této
smlouvy zdravotnickym zafizenim nebo hlavnim
zkouSejicim, jsou jiz znamy zdravotnickému zatizeni
nebo hlavnimu zkouSejicimu v okamziku jejich
pfedani a nepodléhaji zavazklim divérnosti nebo je
zdravotnické zafizeni nebo hlavni zkouSejici ziskali
bez zévazkii divérnosti od treti strany, kterda ma
zakonné pravo na jejich zvetejnéni.

11.3. Zavazky zachovani divérnosti informaci. Bez
ptedchoziho pisemného schvaleni zadavatele nesmi
zdravotnické zafizeni a hlavni zkouSejici pouzivat
davérné informace pro jakékoliv jiné tucely,
nez kjakym ho opraviiuje tato smlouva, a nesmi je
sdélovat tfetim stranam krom¢ piipadd, ke kterym ho
opraviuje tato smlouva nebo které jsou vyzadovany
platnymi zakony. Vyzadana zvefejnéni divérnych
informaci NEK a/nebo RU jsou vyslovné schvalena.

11.4. Sd€leni divérnych informaci vyzadované ze
zakona. Jestlize je ze zdkona vyzadovano sdéleni
davérnych informaci nad ramec toho, co je vyslovné
schvaleno v této smlouvé, takové sd¢leni
nepiedstavuje poruseni smlouvy, pokud o ném
zdravotnické zafizeni a hlavni zkouSejici pisemné
informuji zadavatele v co mozna nejveétsim piedstihu,
aby zadavatel mohl podniknout zakonné kroky
k ochran¢ svych duvérnych informaci, sdéli pouze
divérné informace nutné ke splnéni zakonného
pozadavku a zachova divérnost téchto diveémych
informaci ve vztahu ke v§em ostatnim tfetim strandm.

11.5. Platnost zavazkd po ukonceni smlouvy. Tyto
zavazKy nepouzivat a nezvefejnovat daveérné
informace, s vyjimkou udaji o klinickém hodnoceni
(definovanych nize) a udaji z analyz biologickych
vzorkt (definovanych nize), zistanou v platnosti pét
(5) let po ukonceni této smlouvy. Povolené pouziti
a zvefejnéni Udaji o klinickém hodnoceni je popsano
v bod¢ 15 (Publikace) této smlouvy.

11.6. Vraceni duvérnych informaci. Pokud o to
zadavatel nebo CRO pisemné pozada, zdravotnické
zafizeni a hlavni zkouSejici na naklady zadavatele
vrati  vSechny davérné informace s vyjimkou
informaci, které¢ musi podle platnych zédkont zGstat ve
zdravotnickém zafizeni. Zdravotnické zafizeni a
hlavni zkousSejici si vSak mohou ponechat jednu
archivni kopii davémych informaci vyhradné za
ucelem stanoveni rozsahu povinnosti v ramci této
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CRO and Sponsor acknowledge and consent that
medical records of Trial subjects are and shall remain
after the termination of the Trial the property of
Institution, even though they contain Trial Data.

12. Trial Data, Biological Samples, and Records.

12.1. Trial Data. During the course of the Trial,
Institution and Principal Investigator will collect and
submit certain data to Sponsor or its agent, as
specified in the Protocol. This includes CRFs (or their
equivalent) or electronic data records, as well as any
other documents or materials created for the Trial and
required to be submitted to Sponsor or its agent, such
as X-ray, magnetic resonance imaging (“MRI”), or
other types of medical images, electrocardiogram
(“ECG”), electroencephalography (“EEG”), or other
types of tracings or printouts, or data summaries
(collectively, “Trial Data”). Institution and Principal
Investigator will ensure accurate and timely
collection, recording, and submission of Trial Data.

a. Ownership of Trial Data. Subject to Institution’s
and/or Principal Investigator’s right to publish any
Trial Data and the non-exclusive license that
permits certain uses, Sponsor is the exclusive
owner of all Trial Data.

b. Non-Exclusive  License. Sponsor grants
Institution and Principal Investigator a royalty free
non-exclusive license, with no right to sublicense,
to use Trial Data for internal research or
educational purposes and for the purposes of
patient care..

c. Medical Records. Medical records relating to
Trial Subjects that are not submitted to Sponsor
may include some of the same information as is
included in Trial Data; however, Sponsor makes
no claim of ownership to those documents or the
information they contain.

12.2. Biological Samples. If so specified in the
Protocol, and if compliant with applicable laws and
the Informed Consent of Trial subjects, Institution and
Principal Investigator may collect and provide to

smlouvy. CRO 1 zadavatel berou na védomi a
souhlasi, Ze zdravotnicka dokumentace subjektu
studie je a i po ukonceni klinického hodnoceni zlstava
majetkem zdravotnického zafizeni, pfestoze obsahuje
udaje klinického hodnoceni.

12. Udaje klinického hodnoceni, biologické vzorky
a zdznamy.

12.1. Udaje _ klinického hodnoceni.  V priibéhu
klinického hodnoceni mohou zdravotnické zatizeni
a hlavni zkouSejici shromazd’ovat a predavat urcita
data zadavateli nebo jeho zastupci, jak je
uvedeno v protokolu. Patii sem formulate CRF (nebo
jejich ekvivalent) nebo elektronické zaznamy udaju a
dale vSechny dal$i dokumenty a materialy vytvofené
pro klinické hodnoceni, které musi byt predlozeny
zadavateli nebo jeho zastupci, napf. rentgenové
snimky, snimky magnetické rezonance (,, MR*) nebo
jiné typy zdravotnich snimku, -elektrokardiogram
(,,EKG®), elektroencefalografie (,,EEG®) nebo jiné
typy zdznami nebo vytiskd vySetfeni nebo souhrny
udaji (spolecné jako ,,idaje klinického hodnoceni®).
Zdravotnické zafizeni a hlavni zkouSejici zajisti
ptesné a vcasné shromazdovani, zaznamenani a
predkladani udaja klinického hodnoceni.

a. Vlastnictvi udajd  klinického hodnoceni.
S vyhradou prava zdravotnického zafizeni a/nebo

hlavniho  zkousSejictho na publikaci tdajt
klinického hodnoceni a nevyhradni licenci, ktera
povoluje néktera pouziti, je vyhradnim vlastnikem
vSech udaju klinického hodnoceni zadavatel.

b. Nevyhradni  licence. = Zadavatel ud¢luje
zdravotnickému zatizeni a hlavnimu zkousejicimu
nevyhradni bezplatnou licenci bez prava na
udélovani dil¢ich licenci na pouzivani udajl
klinického hodnoceni pro interni vyzkumné nebo
vzdélavaci ucely a pro ucely péce o subjekty
klinického hodnoceni.

c. Zdravotni  zaznamy. Zdravotni zaznamy
subjekti  klinického  hodnoceni, které se
nepiedkladaji zadavateli, mohou obsahovat stejné
informace, jaké jsou obsaZzeny v udajich
klinického hodnoceni. Zadavatel si na tyto
dokumenty ani informace, které obsahuji, necini
vlastnicky narok.

12.2. Biologické vzorky. Zdravotnické zafizeni
ahlavni  zkouSejici mohou shromazdovat a
poskytovat zadavateli nebo osobé jim urcené
biologické vzorky (,,Biologické vzorky*), pokud tak
stanovi protokol a pokud je to v souladu s platnymi
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Sponsor or its designee
(“Biological Samples”).

Biological Samples

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

b. Sample Data. Sponsor or its designees will test
Biological Samples as described in the Protocol.
Sample Data (“Sample Data”) will be treated as
Trial Data; therefore, if Sponsor provides Sample
Data to the Institution or Principal Investigator,
that data will be subject to the permitted use of
Trial Data as outlined in this Agreement.

12.3. Records. Institution and Principal Investigator
will retain all records and documents pertaining to the
Trial under storage conditions conducive to their
stability and protection in accordance with Applicable
Law,, for the longest of: (i) fiveteen (15) years after
termination of the Trial or (ii) as otherwise required
by Applicable Law.

13. Inspections and Audits.

13.1. Access. Upon reasonable request, Sponsor,
authorized representatives of Sponsor, and/or
authorized representatives of the RA may, during and
after the Trial, during regular business hours:
(i) examine and copy: all CRFs and other Trial records
(including Trial Subject records and medical charts,
Trial Subject ICF documents, and Sponsor Drug and
Comparator Drug receipt and disposition logs);
(i) examine and inspect the facilities and other
activities relating to the Trial or the IEC; and
(iii) observe the conduct of the Trial.

Sponsor/CRO themselves or via appointees shall
inform Institution via the Department of Clinical
Trials on the planned date of initial and close-out
visits, audit, and on the initiation and termination
dates of patient recruitment via email sent to

Sponsor or CRO are also
obligated to conduct the above visis during the regular
business hours of Institution following mutual
agreement with Principal Investigator or his/her
appointed employee of Institution. Sponsor/CRO

zakony a informovanym souhlasem subjektu

klinického hodnoceni.

a. Pouziti. Zdravotnické zafizeni a hlavni
zkousejici nepouziji biologické vzorky odebrané
podle protokolu zadnym jinym zptsobem nebo pro
zadny jiny ucel, nez jak je uvedeno v protokolu.

b. Vysledky vzorkli. Zadavatel nebo osoba jim
ur¢ena provede testy biologickych vzorkt, jak je
uvedeno v protokolu. S wvysledky vzorkd
(“Vysledky vzorkd”) bude nakladano stejné jako s
udaji  klinického hodnoceni, a proto jestlize
zadavatel poskytne vysledky vzorkl
zdravotnickému  zafizeni nebo  hlavnimu
zkousejicimu, budou se na tyto udaje vztahovat
povolené zplsoby pouziti udaji klinického
hodnoceni, jak jsou uvedeny v této smlouve.

12.3. Zaznamy. Zdravotnické zafizeni a hlavni
zkousSejici uchovaji vSechny zaznamy a dokumenty
klinického hodnoceni za skladovacich podminek
podporujicich jejich stabilitu a ochranu tak, jak
nafizuji platné zékony, po dobu (i) patnacti (15) let po
ukonéeni klinického hodnoceni nebo (ii) po dobu
pozadovanou platnymi zéakony, dle toho, co je delsi.

13. Kontroly a audity.

13.1. Pristup. Na ziklad¢ pfimétené zadosti bude
zadavateli, opravnénym zastupcum zadavatele a/nebo
opravnénym zastupcim RU béhem a po skonéeni
klinického hodnoceni béhem standardni pracovni
doby umoznéno: (i) nahlizet do v§ech CRF a dalSich
zaznamd klinického hodnoceni (vCetné zaznamu
subjekti  klinického hodnoceni a zdravotnich
zaznamu, formulafG@ informovaného  souhlasu
subjektti klinického hodnoceni, zdznamu pfijeti a
manipulace s hodnocenym 1é¢ivym pripravkem a
srovnavacim lékem) a pofizovat jejich kopie; (ii)
prohlizet a kontrolovat zafizeni a dal§i cinnosti
souvisejici s klinickym hodnocenim nebo NEK a (iii)
sledovat provadéni klinického hodnoceni.

Zadavatel/CRO sami nebo prostiednictvim svych
povéfenych zastupcl budou informovat zdravotnické
zatizeni prostfednictvim Oddéleni klinickych studii o
auditu a dale o datu zahajeni a ukonceni naboru
pacientl prostfednictvim emailu zaslané¢ho na adresu

. Zadavatel nebo CRO jsou dale
povinni provadét vySe uvedené navstévy v bézné
pracovni dob¢ zdravotnického zafizeni po vzajemné
domluvé s hlavnim zkousejicim, pfipadné povétenym
pracovnikem zdravotnického zafizeni.
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consents that an appointed employee if Institution
shall participate in these visits if needed.

13.2. Notice. Institution and/or Principal Investigator
shall: (i) inform Sponsor and CRO as soon as
practicable of any effort or request by the government,
the RA or other persons to inspect or contact the
Institution, Principal Investigator or Research Staff
with regard to the Trial; (ii) provide Sponsor and CRO
with a copy of any communications sent by such
persons; and (iii) provide Sponsor, CRO the
opportunity to participate in any proposed or actual
responses by Principal Investigator or Institution to
such communications and to make reasonable efforts
to ensure that Sponsor may be present or represented
during any such visit.

13.3. Cooperation.  Institution and  Principal
Investigator will cooperate and will ensure the full
cooperation of the Research Staff and I[EC members
with any such inspection and will ensure timely access
to applicable records and data. Institution and/or
Principal Investigator will promptly resolve any
discrepancies that are identified between the Trial
Data and the Trial Subject’s medical records.

14. Inventions. If the conduct of Trial results in any
invention or discovery whether patentable or not
(“Invention”), Institution and Principal Investigator will
promptly inform Sponsor. Institution and Principal
Investigator will assign all interest and title in any such
Invention to Sponsor, free of any obligation or
consideration beyond that provided for in this Agreement.
Institution and Principal Investigator will provide
reasonable assistance to Sponsor in filing and prosecuting
any patent applications relating to Invention, at Sponsor’s
expense.

15. Publications. Sponsor does not object to publication
by Institution or Principal Investigator of the results of the
Trial based on information collected or generated by
Institution and Principal Investigator, whether or not the
results are favorable to the Sponsor Drug. However, to
ensure against inadvertent disclosure of Confidential
Information or unprotected Inventions, Institution and
Principal Investigator will provide Sponsor an
opportunity to review any proposed publication or other
type of disclosure before it is submitted or otherwise
disclosed. If part of a multi-center trial, Institution and

Zadavatel/CRO souhlasi, Ze se téchto navstév bude v
pripad¢ potieby tcastnit kromé hlavniho zkousSejiciho
i dalsi povéteny pracovnik zdravotnického zafizeni.

13.2. Oznameni. Zdravotnické zafizeni a/nebo hlavni
zkousejici jsou povinni: (i) co nejdiive uvédomit
zadavatele a CRO o pokusu nebo zadosti statniho
tfadu, RU nebo jinych osob o inspekci nebo
kontaktovani zdravotnického zafizeni, hlavniho
zkousSejiciho nebo vyzkumného persondlu ve véci
klinického hodnoceni; (ii) poskytnout zadavateli
a CRO kopie veskerych sdé€leni zaslanych témito
osobami a (iii) poskytnout =zadavateli a CRO
prileZitost podilet se na jakychkoliv navrhovanych
nebo uskutecnénych odpovédich podanych hlavnim
zkousejicim nebo zdravotnickym zatizenim na takova
sdéleni a vynalozit ptimétené uUsili, aby mohl byt
zadavatel pritomen nebo zastoupen pii takové
navsteve.

13.3. Spoluprace. Zdravotnické zafizeni a hlavni
zkousejici budou spolupracovat a zajisti plnou
spolupraci vyzkumného personalu a ¢lent NEK pfi
takové kontrole a vcCasny pfistup k prislusSnym
zaznamum a udajim. Zdravotnické zafizeni a/nebo
hlavni zkousSejici musi bez odkladu fesit jakékoliv
nesrovnalosti  shledané v  0dajich  klinického
hodnoceni a zdravotnich zaznamech subjektt
klinického hodnoceni.

14. Vynalezy. Jestlize vysledkem provadéni klinického
hodnoceni bude vynalez nebo objev, patentovatelny Ci
nikoli (,,Vynalez), zdravotnické zafizeni a hlavni
zkouSejici o tom okamzité informuji zadavatele.
Zdravotnické zafizeni a hlavni zkouSejici postoupi
veskeré naroky a opravnéni k tomuto vynalezu na
zadavatele bez jakychkoliv dalSich zavazk( nebo thrad
kromé téch, které zarucCuje tato smlouva. Zdravotnické
zatizeni a hlavni zkouSejici poskytnou zadavateli na
naklady zadavatele pfiméfenou pomoc pii podavani
patentovych prihlasek ve vztahu k vynalezu a jejich
uplatiiovani.

15. Publikace. Zadavatel nema namitek proti publikaci
vysledki klinického hodnoceni zdravotnickym zafizenim
nebo hlavnim zkouSejicim na zakladé¢ informaci
shromazdénych nebo vytvofenych zdravotnickym
zafizenim nebo hlavnim zkouSejicim bez ohledu na to,
zda jsou vysledky pfiznivé pro hodnoceny lécivy
ptipravek nebo ne. Na ochranu proti neumyslnému
zvetejnéni duveérnych informaci nebo nechranénych
vynalezii poskytnou zdravotnické zafizeni a hlavni
zkousejici zadavateli prilezitost zkontrolovat vsechny
navrhované publikace nebo jiné typy zvefejnéni pied
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Principal Investigator agree that the first publication is to
be a joint publication involving all trial sites. Principal
Investigator is free to decline to participate or be listed as
an author in the joint publication. If a joint manuscript has
not been submitted for publication within twelve (12)
months of completion or termination of the Trial at all
participating trial sites, Institution and/or Principal
Investigator are free to publish separately, subject to the
other requirements of this Agreement.

16. Publicity. No Party will use the name of another Party
or any of its employees for promotional or advertising
purposes without written permission from the other Party.
However, Sponsor reserves the right to identify the
Principal Investigator and Institution in association with
a listing of the Protocol in the National Institutes of
Health (NIH) Clinical Trials Data Bank, other publicly
available listings of ongoing clinical trials, or other
patient recruitment services or mechanisms.

17. Indemnification. Sponsor agrees to indemnify,
defend or cover costs of defense for, and hold harmless
(“Indemnify”) the Trial investigators; any institution at
which the Trial is conducted, its officers, agents, and
employees; and the IEC and/or RA that approved the
Trial (collectively, “Indemnified Parties”) against any
claim filed by a third party for damages, costs, liabilities
and/or expenses arising out of a Trial Subject Injury
(hereinafter defined), the design of the Trial, or the
specifications of the Protocol. “Trial Subject Injury”
means a physical injury or drug-related psychiatric event
caused by administration or use of the Sponsor Drug
required by the Protocol that the Trial Subject would
likely not have received if the Trial Subject had not
participated in the Trial. Sponsor further agrees to
reimburse Institution and/or Principal Investigator for the
actual cost of diagnostic procedures and medical
treatment necessary to treat a Trial Subject Injury.
Institution and Principal Investigator agree to provide or
arrange for prompt diagnosis and medical treatment of
any Trial Subject Injury. Institution and Principal
Investigator further agree to promptly notify Sponsor of
any Trial Subject Injury.

17.1. Exclusions. Excluded from this agreement to
Indemnify are any claims for damages resulting from:

jejich odeslanim nebo jinym zvetfejnénim Jestlize se
jedna o soucast multicentrické studie, zdravotnické
zafizeni ahlavni zkouSejici se zavazuji, Ze prvni
publikace bude spole¢nou publikaci vSech pracovist
klinického hodnoceni. Hlavni zkouSejici miize odmitnout
ucast ve spolecné publikaci nebo jeho uvedeni jako
autora. Jestlize do dvanacti (12) mésict od skonceni nebo
piedcasného ukonceni klinického hodnoceni na vsech
zucCastnénych pracovistich klinického hodnoceni nebude
ptedlozen spolecny rukopis pro publikaci, mohou
zdravotnické zafizeni a/nmebo hlavni zkouSejici pii
dodrzeni dalSich pozadavkd této smlouvy publikovat
samostatné.

16. Publicita. Zadna ze stran nepouZije jméno druhé
strany ani zadného zjejich zaméstnancti pro ucely
reklamy a propagace bez pisemného svoleni druhé strany.
Zadavatel si vSak rezervuje pravo uvést hlavniho
zkouSejiciho a zdravotnické zafizeni v souvislosti
s uvedenim protokolu v databance klinickych hodnoceni
Narodnich institutd zdravi (NIH), jinych vefejné
dostupnych seznamech klinickych hodnoceni nebo jinych
sluzbach ¢i mechanismech naboru pacientt.

17. Zbaveni odpovédnosti. Zadavatel se zavazuje, ze
zbavi odpovédnosti, obhaji, ponese naklady obhajoby a
nebude pozadovat nahradu skody (,,zbavi odpovédnosti®)
po zkouSejicim klinického hodnoceni, zdravotnickém
zafizeni, v némz se klinické hodnoceni provadi, jeho
predstavitelich, zastupcich a zaméstnancich a NEK
a/nebo RU, ktera klinické hodnoceni schvalila (souhrnng
»Strany zbavené odpovédnosti®) vii¢i veSkerym narokiim
vznesenym tfeti stranou ohledné S$kod, naklada,
odpovédnosti a/nebo vydaji souvisejicich s ijmou
subjektu klinického hodnoceni (definovano nize),
uspotadanim klinického hodnoceni nebo specifikacemi
protokolu  klinického hodnoceni. ,,I'ija subjektu
klinického hodnoceni” znamena télesnou Ujmu nebo
1é¢ivem vyvolanou psychiatrickou udalost zptsobenou
podavanim nebo pouzivanim hodnoceného lécivého
ptipravku pozadovaného protokolem, které by subjekt
klinického hodnoceni pravdépodobné neutrpél, kdyby se
klinického hodnoceni netcastnil. Zadavatel se dale
zavazuje, ze uhradi zdravotnickému zafizeni a/nebo
hlavnimu zkousejicimu skute¢né naklady diagnostickych
postupt a lékaiské péce nezbytné k 1é¢bé ujmy subjektu
klinického hodnoceni. Zdravotnické zatfizeni a hlavni
zkouSejici se zavazuji, Ze poskytnou nebo zajisti
okamzitou diagnézu a 1é¢bu Gjmy subjektu klinického
hodnoceni. Zdravotnické zafizeni a hlavni zkouSejici se
dale zavazuji, 7¢ o takové Ujmé& subjektu hodnoceni
okamzit¢ uvédomi zadavatele.

17.1. Vyjimky. Z této dohody o zbaveni odpovédnosti
jsou vynaty veskeré naroky na uhradu Skod vzniklych
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(a) failure by an Indemnified Party to comply with the
Protocol or written instructions from Sponsor;
(b) failure of an Indemnified Party to comply with
Applicable Law; or (c)negligence or willful
misconduct by an Indemnified Party.

17.2. Notice _and _Cooperation. Institution and
Principal Investigator agree to provide Sponsor with
prompt notice of, and full cooperation in handling, any
claim that is subject to indemnification. .

17.3. Settlement or Compromise. No settlement or
compromise of a claim subject to this indemnification
provision will be binding on Sponsor without
Sponsor’s prior written consent. Sponsor will not
unreasonably withhold such consent of a settlement or
compromise. Neither Party will admit fault on behalf
of the other Party without the written approval of that
Party.

17.4. Limit of Liability of CRO. The Parties agree that
CRO expressly disclaims any and all liability
whatsoever in connection with the Sponsor Drug or
the Protocol except to the extent that such liability
arises from CRO’s negligent act, omission or willful
misconduct.

18. Termination.

18.1. Termination Conditions. This Agreement
terminates upon the earlier of any of the following
events:

a. [EC and/or RA Rejection. If, through no fault of
Institution or Principal Investigator, the Trial is
never initiated because of IEC and/or RA
disapproval, this Agreement can be terminated by
any Party immediately via written notice delivered
to the other party.

b. Trial Completion. For purposes of this
Agreement, the Trial is considered complete after
conclusion of all Protocol-required activities for all
enrolled Trial Subjects; receipt by Sponsor or CRO
of all relevant Protocol-required data, Trial
documents and Biological Samples; and receipt of
all payments due to either Party.

(a) nedodrzovanim protokolu nebo pisemnych pokynt
zadavatele  stranou  zbavenou  odpovédnosti,
(b) nedodrzovanim  platnych  zdkonti  stranou
zbavenou odpovédnosti nebo (¢) nedbalosti nebo
umyslné protipravnim jednanim strany zbavené
odpovédnosti.

17.2. Oznameni a spoluprace. Zdravotnické zatfizeni
a hlavni zkousejici se zavazuji, Ze zadavateli okamzité
oznami jakékoli naroky podléhajici zbaveni
odpovédnosti a budou s nim plné¢ spolupracovat na
jejich feSeni.

17.3. Narovnani nebo kompromis. Narovnani nebo
kompromisni feSeni naroku podléhajiciho zbaveni
odpovédnosti nebude pro zadavatele zavazné bez jeho
ptedchoziho pisemného souhlasu. Tento
souhlas s narovnanim nebo kompromisnim feSenim
nebude zadavatel nepfiméfené odpirat. Zadna ze stran
neuznd pochybeni jménem druhé strany bez jejiho
pisemného souhlasu.

17.4. Omezeni odpovédnosti CRO. Smluvni strany
souhlasi s tim, Ze CRO vyslovné odmita jakoukoli
odpovédnost v souvislosti s hodnocenym 1é¢ivym
pripravkem nebo protokolem s vyjimkou piipadu, kdy
odpovédnost vznikne na zakladé nedbalého jednani,
opomenuti nebo umyslného protipravniho jednani
CRO.

18. Ukonceni platnosti smlouvy.

18.1. Podminky ukonceni platnosti smlouvy. Platnost
této smlouvy skon¢i, jakmile nastane
kterakoliv z nasledujicich udalosti:

a. Zamitnuti ze strany NEK a/nebo RU. Jestlize
bez =zavinéni zdravotnického zafizeni nebo
hlavniho zkousejiciho nebude klinické hodnoceni
zahdjeno zdGvodu zamitnuti ze strany NEK
a/nebo RU, kterakoliv ze stran mize s okamzitou
platnosti ukoncit tuto smlouvu pisemnou vypovédi
dorucenou druhé stran¢.

b. Ukonceni klinického hodnoceni. Pro ucely této
smlouvy je klinické hodnoceni povazovano za
dokon¢ené¢ po uzavieni vSech  Cinnosti
vyzadovanych protokolem pro vSechny zatazené
subjekty klinického hodnoceni a poté, co zadavatel
nebo spolecnost CRO obdrzi vSechny udaje
vyzadované protokolem, dokumentaci klinického
hodnoceni a biologické vzorky a ob& smluvni
strany vyrovnaji vzajemné platebni zdvazky.
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terminated early as described below,

receipt of all payments due to either Party.

c. Early Termination of Trial. If the Trial is

Agreement will terminate after receipt by Sponsor
or CRO of all relevant Protocol-required data,
Trial documents and Biological Samples and

(1) Termination of Trial upon Notice. Sponsor
reserves the right to terminate the Trial for any
reason upon thirty (30) calendar days written
notice to Institution and Principal Investigator.
Upon receipt of such notice, Institution and
Principal Investigator agree to promptly
terminate conduct of the Trial, to the extent
medically permissible, for all Trial Subjects.

(2) Immediate Termination of Trial

Sponsor Drug or Comparator Drug.

Sponsor. Sponsor further reserves the right to
terminate the Trial immediately upon written
notification to Institution and Principal
Investigator for causes that include failure to
enroll Trial Subjects at a rate sufficient to
achieve Trial performance goals; material
unauthorized deviations from the Protocol or
reporting requirements; circumstances that in
Sponsor’s opinion pose risks to the health or
wellbeing of Trial Subjects; or regulatory
agency actions relating to the Trial or the

(3) Immediate Termination of Trial by
Institution and/or  Principal Investigator.

protect the health of Trial Subjects.

within this term of thirty (30) days.

Institution and/or Principal Investigator reserve
the right to terminate the Trial immediately
upon notification to Sponsor and/or CRO if
requested to do so by the responsible IEC
and/or RA or if such termination is required to

(4) Termination due to gross breach. Either
party may terminate the Trial in the Institution
due to gross breach of this agreement via
written notice with notice period of (30) days of
delivery to the party of the second part,
provided that such breach is not remedied

c. Predéasné ukonceni klinického hodnoceni.
Jestlize dojde ve smyslu dale uvedeném
k pfed¢asnému ukonceni klinického hodnoceni,
platnost této smlouvy skonéi poté, co zadavatel
nebo CRO obdrzi vSechny udaje vyzadované
protokolem, dokumentaci klinického hodnoceni a
biologické vzorky a obé smluvni strany vyrovnaji
vzajemné platebni zavazky.

(1) Ukonceni klinického hodnoceni vypovédi.
Zadavatel si  vyhrazuje pravo klinické
hodnoceni z jakéhokoliv diivodu ukonéit po
podani pisemné vypovédi s vypovedni
lhitou v délce triceti (30) dnt zaslané
zdravotnickému  zafizeni a  hlavnimu
zkousejicimu. Zdravotnické zafizeni a hlavni
zkousejici souhlasi s tim, ze po pfijeti takové
vypovédi  okamzit¢ ukonéi  provadéni
klinického hodnoceni v rozsahu, ktery je
lékatsky piijatelny, a to u vSech subjektt
hodnoceni.

(2) Okamzité ukonceni klinického hodnoceni
zadavatelem. Zadavatel si vyhrazuje pravo
pisemnou vypoveédi zdravotnickému zatizeni
a hlavnimu zkousejicimu klinické hodnoceni
okamzit¢ wukonc¢it z davodd, jako jsou
nedostateéné rychlé zafazovani subjekti
klinického hodnoceni k naplnéni cild
klinického hodnoceni, podstatné neschvalené
odchylky od protokolu nebo pozadavkli na
vykazovani, okolnosti, které podle nazoru
zadavatele predstavuji nebezpeci pro zdravi
nebo pohodu subjektii klinického hodnoceni
nebo opatfeni kontrolniho Gfadu ve vztahu ke
klinickému hodnoceni, hodnocenému 1é¢ivému
ptipravku nebo srovnavaciho 1éku.

(3) Okamzité ukonceni klinického hodnoceni
zdravotnickym zafizenim a/nebo hlavnim
zkouSejicim. Zdravotnické zafizeni a/nebo
hlavni zkousSejici si vyhrazuji pravo pisemnou
vypoveédi zadavateli a/nebo CRO ukoncit
klinické hodnoceni s okamzitou platnosti,
pokud to pozaduje NEK a/nebo RU nebo pokud
je ukonéeni nutné k ochrané zdravi subjekti
klinického hodnoceni.

(4) Ukonceni pro zasadni poruseni. Kterakoliv
ze stran muZze ukoncit klinické hodnoceni ve
zdravotnickém  zafizeni kvili zasadnimu
poruseni této smlouvy, a to pisemnou vypovedi
s lhttou tficeti (30) dni od doruceni druhé
strané, pokud takové poruSeni neni napraveno
be&hem této lhuty tiiceti (30) dnd.
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(5) If a serious epidemiological emergency is
taking place which objectively prevents
Institution from participating in Trial,
Institution shall be obligated to immediately
inform Sponsor of such circumstances. All
parties undertake to exert maximum effort to
resolve the given situation by agreement
acceptable to all parties. If such agreement is
not reached within 30 days, Institution is
entitled to cancel this agreement with a 30 day
notice period which shall begin to lapse from
the date following its delivery to the other
parties. In such case, Institution will provide
full cooperation as not to jeopardize safety of
Trial Subjects and consistency of Trial Data.

18.2. Payment upon Termination. If the Trial is
terminated early in accordance with this Agreement,
Sponsor or its designee will provide a termination
payment equal to the amount owed for work already
performed up to and including the effective date of
termination, in accordance with Attachment A, less
payments already made. The termination payment
will include any non-cancelable expenses, other than
future personnel costs, so long as they were properly
incurred and prospectively approved by Sponsor, and,
only to the extent such costs cannot reasonably be
mitigated. If the Trial was never initiated because of
disapproval by the IEC and/or RA, Sponsor or its
designee will reimburse designated payees for IEC
fees and for any other expenses that were
prospectively approved, in writing, by Sponsor.

18.3. Return of Materials. Unless Sponsor and/or
CRO instructs otherwise in writing, Institution and
Principal Investigator will promptly return all
materials supplied by Sponsor and/or CRO, at
Sponsor’s expense, for Trial conduct, including but
not limited to, CRFs, and any Sponsor and/or CRO-
supplied Equipment (hereinafter defined). Institution
will return and/or destroy any unused Sponsor Drug
or Comparator Drug, as applicable, at Sponsor’s
expense.

19. Insurance.

19.1. Institution declares that it has executed an
insurance policy for the Institution and Principal
Investigator covering the liability for damages caused

19.

(5) Pokud se vyskytne zavazna
epidemiologicka situace), které
zdravotnickému zafizeni objektivné

neumoznuji v klinickém hodnoceni pokracovat,
je povinno o takové skuteCnosti okamzité
informovat zadavatele. VSechny strany se
zavazuji vyvinout maximalni Gsili k tomu, aby
dana situace byla vyfeSena dohodou,
akceptovatelnou pro strany. Pokud k takové
dohodé¢ nedojde do 30 dnu, je zdravotnické
zatizeni opravnéno smlouvu vypovédét s 30
denni vypovédni lhlitou, kterd po¢ina bézet ode
dne nasledujiciho po jejim doruceni ostatnim
stranam. V  takovém pfipadé poskytne
zdravotnické zafizeni plnou soucinnost tak, aby
nedoslo k ohrozeni bezpecnosti subjekti
klinického hodnoceni a konzistenci udaji
klinického hodnoceni.

18.2. Platba  pii  ukonCeni. Jestlize  dojde
k predéasnému ukonceni klinického hodnoceni
v souladu s touto smlouvou, zaplati zadavatel nebo
jeho zastupce posledni platbu rovnajici se dluzné
Castce za jiz provedenou praci az do dne u¢innosti
ukonceni smlouvy v souladu s pfilohou A, a to po
odecteni jiz vyplacenych ¢astek. Platba pti ukonceni
bude zahrnovat vSechny nezruSitelné vydaje fadné
vynalozené a pfedem schvalené
zadavatelem, s vyjimkou budoucich osobnich
nakladl, v rozsahu, vjakém nelze tyto naklady
primétené omezit. Jestlize klinické hodnoceni nebylo
zahdjeno z dGvodu odepfeni souhlasu NEK a/nebo
RU, zadavatel nebo jim uréenad osoba proplati
urCenym pifjemcim plateb poplatky pro NEK a
vSechny dalsi vylohy, které zadavatel pisemné
schvalil.

18.3. Vraceni materiali. Pokud zadavatel a/nebo
spolecnost CRO neudéli jiné pisemné pokyny,
zdravotnické zafizeni a hlavni zkousejici okamzité na
naklady zadavatele vrati vS§echny materialy obdrzené
od zadavatele a/nebo CRO pro provadéni klinického
hodnoceni, mimo jin¢ vcetn¢ formuldit CRF a
veSkerého vybaveni poskytnutého zadavatelem
a/nebo CRO (definované nize). Zdravotnické zatizeni
na naklady zadavatele vrati a/nebo zni¢i veskery
hodnoceny 1é¢ivy ptipravek nebo piipadné srovnavaci
1ék.

Pojisténi.

19.1. Zdravotnické zatizeni prohlasuje, ze ma dle § 45
odst. 2 pism. n) zakona ¢. 372/2011 Sb., o zdravotnich
sluzbach, wuzavienu pojistnou smlouvu pro
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during the provision of health care under § 45 para. 2
item n) of Act No. 372/2011 Coll. On health care
services. This insurance policy has been executed to
the extent required by law and does not contain
insurance of liability for damages caused when
conducting a clinical trial.

19.2. Sponsor will secure and maintain in full force
and effect insurance coverage to fulfill its
indemnification obligations expressed in this
Agreement herein in accordance with Applicable
Law. Sponsor hereby declares that in accordance with
the provisions of § 52 of Act No. 378/2007 Coll. on
medicinal products and on changes to certain related
acts, as amended, they have executed an insurance
policy for the Principal Investigator and Sponsor. This
insurance also covers claims in the event of death of
trial subjects or injury incurred as a result of Trial or
incurred during the course of Trial.

20. Debarment, Exclusion, Licensure and Response.
Institution certifies and represents that to the best of its
knowledge neither it nor any Research Staff or Principal
Investigator are restricted or prevented under any
healthcare or medicines law from taking part in clinical
research activities and the Institution will not use in any
capacity the services of any person who is so debarred,
restricted or prevented under any such laws with respect
to the service being performed under this Agreement.
During the term of this Agreement and for one (1) year
thereafter, the Institution and Principal Investigator will
immediately notify the Sponsor if they become aware of
any such restriction or prevention being applied to the
Principal Investigator or any Research Staff. Institution
certifies and represents that it and, to the best of its
knowledge, the Principal Investigator are not the subject
of any past or pending governmental or regulatory
investigation, inquiry, warning or enforcement action,
including a government-mandated corporate integrity
agreement and has not violated any applicable
anti-kickback or false claims laws or regulations
including not these related to its conduct of research that
has not been disclosed to the Sponsor. Institution will
promptly notify Sponsor or CRO if it becomes aware of
any such action regarding compliance with ethical,
scientific or regulatory standards for the conduct of
research if such action relates to events or activities that
occurred prior to or during the period in which the Trial
was conducted. Institution will cooperate with CRO
regarding any responsive action necessary.

Zdravotnické zafizeni a Hlavniho zkousSejiciho na
pojisténi odpovédnosti za Skodu zplsobenou pii
poskytovani zdravotni péce. Tato pojistna smlouva je
uzaviena v zakonem pozadovaném rozsahu a
neobsahuje  pojisténi  odpoveédnosti za  Skodu
zpusobenou pii provadéni klinického hodnoceni.

19.2. Zadavatel v souladu s platnymi zadkony uzavie
pojisténi ke kryti zavazkd zbaveni odpoveédnosti
vyjadfenych v této smlouve a bude jej udrzovat v plné
platnosti. Zadavatel timto prohlasuje, Ze v souladu s
ustanovenim § 52 zakona ¢. 378/2007 Sb., o 1é¢ivech
a o zménach n€kterych souvisejicich zakont, ve znéni
pozdéjsich predpisti, uzaviel smlouvu o pojisténi
odpovédnosti pro hlavniho zkousejiciho a zadavatele.
Toto pojisténi také nalezité pokryva narok pro ptipad
umrti subjektu klinického hodnoceni nebo jeho Gjmy
na zdravi v disledku klinického hodnoceni a vzniklé
v pribéhu jejiho provadéni.

20. Zakaz Cinnosti, vylouceni, 1ékaiské osvédceni
areakce. Zdravotnické zafizeni dle svého nejlepsiho
védomi potvrzuje a prohlasuje, ze zdravotnickému
zafizeni, vyzkumnému persondlu ani hlavnimu
zkousejicimu nebyla dle zadnych zakont upravujicich
zdravotni péCi ¢i 1éCivé pripravky omezena nebo
zakazana ucast v klinickém vyzkumu a ze zdravotnické
zafizeni védomé nevyuzije sluzby zadné osoby, u které
byly dle téchto zakont tyto ¢innosti vylouceny, omezeny
nebo zakézany, pokud jde o sluzby poskytované dle této
smlouvy. V pribéhu trvani platnosti této smlouvy a jeden
(1) rok poté zdravotnické zatizeni a hlavni zkouSejici bez
odkladu informuji zadavatele, pokud se dozvi
o jakémkoliv takovém omezeni nebo zdkazu vztahujicimi
se na hlavniho zkousejiciho, nebo jakykoliv vyzkumny
personal. Zdravotnické zatizeni potvrzuje a prohlasuje, Ze
samotné¢ zafizeni a dle nejlepsiho védomi ani hlavni
zkouSejici nebyli a nejsou subjektem zadného
vySetfovani ze strany statnich nebo kontrolnich ufadu,
zadného ukonu vySetfovani, varovani nebo vymahani,
véetné statem nafizené dohody o firemni integrité, a ze
neporusili zadné platné zakony nebo piedpisy upravujici
uplatky nebo neopravnéné naroky nebo nafizeni, véetné
téch, které nesouvisi s provadénim vyzkumu, o ¢emz by
zadavatel nebyl informovan. Zdravotnické zafizeni bez
odkladu informuje zadavatele nebo sple¢nost CRO,
pokud se dozvi o jakémkoliv takovém opatieni
souvisejicim s dodrzovanim etickych, védeckych nebo
kontrolnich standard® provadéni vyzkumu tehdy, pokud
se tato opatieni vztahuji na udalosti nebo ¢innosti, které
nastaly pfed nebo v pritbéhu obdobi provadéni klinického
hodnoceni. Zdravotnické zafizeni bude spolupracovat se
spolecnosti CRO na jakékoliv nutné reakci.
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21. Assignment and Delegation. The Parties agree that
Sponsor may at any time and upon written notice to
Institution and Principal Investigator assume the
obligations and rights of CRO or substitute CRO with
another independent contractor. None of the rights or
obligations under this Agreement will be assigned or
subcontracted by Institution or Principal Investigator to
another without the prior written consent of Sponsor, and
the express agreement of Institution, Principal
Investigator, CRO, and the requisite new assignee or
subcontractor. Principal Investigator and/or Institution
must notify Sponsor, in advance, prior to moving to
another location. This Agreement will bind and inure to
the benefit of the successors and permitted assigns of the
Sponsor.

22. Equipment. Sponsor may provide, or arrange for a
vendor to provide, certain equipment for use by
Institution and Principal Investigator during the conduct
of the Trial (“Equipment”). Equipment use, ownership
and disposition terms are further outlined in Attachment
C (Equipment Use, Ownership & Disposition).

23. Anti-Bribery and Anti-Corruption Laws. Institution
and Principal Investigator acknowledge that Sponsor and
CRO are bound by anti-bribery and anti-corruption laws.
As such, Sponsor and CRO employees, agents,
contractors and/or representatives are prohibited from
making or offering payment (or anything of value),
directly or indirectly, to employees or officials of any
foreign government, public international organization,
political party, or candidates for political office in order
to retain any business or secure any improper advantage.
Institution and Principal Investigator shall ensure that
neither they nor any of their officers, employees,
collaborators, directors, consultants, agents,
representatives or sub-contractors take any action which
could render Sponsor or CRO liable under the
anti-bribery and anti-corruption laws.

24. Sponsor as Third Party Beneficiary. The Parties to
this Agreement recognize and agree that Sponsor takes
the benefit of this Agreement as a third party beneficiary
and agree that Sponsor may enforce such rights either
directly itself or indirectly through CRO.

25. Survival of Obligations. Obligations relating to
Financial Arrangements, Confidential Information,
Inventions, Records, Publications, Publicity, Debarment,
Exclusion, Licensure and Response, and Indemnification
survive termination of this Agreement, as do any other
provision in this Agreement or its Attachments that by its

21. Postoupeni a  delegovani. Smluvni  strany
souhlasi s tim, Ze zadavatel mize kdykoliv po pisemném
oznameni  zdravotnickému zafizeni a hlavnimu
zkousSejicimu pfevzit zavazky a prava CRO nebo nahradit
CRO jinym nezavislym dodavatelem. Zdravotnické
zafizeni nebo hlavni zkousSejici nesmi bez ptedchoziho
pisemného souhlasu zadavatele a vyslovné dohody mezi
zdravotnickym zafizenim, hlavnim zkousejicim, CRO
a pfislusnym novym postupnikem nebo subdodavatelem
postoupit nebo smluvné prevést jakakoliv prava nebo
povinnosti vyplyvajici z této smlouvy. Nez se hlavni
zkousSejici a/nebo zdravotnické zafizeni ptestéhuji do
nové lokality, musi pfedem informovat zadavatele. Tato
smlouva je zavazna a je uzaviena ve prospéch naslednik
a schvalenych nabyvateld prav zadavatele.

22. Zatizeni. Zadavatel poskytne, nebo zajisti, Ze
dodavatel poskytne, uréité zafizeni k uZivani
zdravotnickému zafizeni a hlavnimu zkousejicimu béhem
provadéni klinického hodnoceni (,,zafizeni). Podminky
pouzivani, vlastnictvi a naklddani se zafizenim jsou
podrobnéji uvedeny v piiloze C (Pouzivani zafizeni, jeho
vlastnictvi a nakladani se zatizenim).

23. Zakony proti uplatkatstvi a korupci. Zdravotnické
zafizeni a hlavni zkousSejici berou na védomi, Ze jsou
zadavatel a CRO vazéani zékony proti uplatkaistvi a
korupci. V této souvislosti je zakdzano, aby zaméstnanci,
zastupci, smluvni partnefi a/nebo zastupci zadavatele a
CRO ucinili nebo nabidli platbu (nebo cokoliv
hodnotného), pfimo ¢i nepfimo, zaméstnancim nebo
ufednikim zahraniéni vlady, vefejné mezinarodni
organizace, politické strany nebo kandidatim na
politickou funkci s cilem ziskat zakdzku nebo si zajistit
nepatiicnou vyhodu. Zdravotnické zafizeni a hlavni
zkousejici zajisti, aby sami nebo jejich vedouci
pracovnici, zaméstnanci, spolupracovnici, feditelé,
konzultanti, zmocnénci, zastupci nebo subdodavatelé,
neucinili ukon, kterym by vznikla odpovédnost
zadavatele nebo CRO dle zakonu proti uplatkafstvi a
korupci.

24. Zadavatel jako obmysSlena tieti strana. Strany této
smlouvy berou na védomi a souhlasi, ze zadavateli z této
smlouvy nalezi prospéch jako obmyslené tfeti strang,
a souhlasi, aby zadavatel tato prava vymahal piimo sam
nebo neptimo prostiednictvim CRO.

25. Platnost zévazkli po ukonceni smlouvy. Povinnosti
tykajici se financnich ujednani, divérnych informaci,
vynalezl, zaznamu, publikaci, publicity, zdkazu ¢innosti,
vylouc€eni, lékaiskych osvédCeni a reakci a zbaveni
odpovédnosti zlstavaji v platnosti i po ukonceni této
smlouvy, stejné jako dalsi ustanoveni této smlouvy nebo
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nature and intent remains valid after the term of the
Agreement.

26. Entire Agreement. This Agreement contains the
complete understanding of the Parties and will, as of the
Effective Date, supersede all other agreements between
the Parties concerning the specific Trial. This Agreement
may only be extended, renewed or otherwise amended in
writing, by the mutual consent of the Parties. No waiver
of any term, provision or condition of this Agreement, or
breach thereof, whether by conduct or otherwise, in any
one or more instances will be deemed to be or construed
as a further or continuing waiver of any such term,
provision or condition, or any prior, contemporaneous or
subsequent breach thereof, of any other term, provision
or condition of this Agreement whether of a same or
different nature.

27. Conflict with Attachments. To the extent that terms
or provisions of this Agreement conflict with the terms
and provisions of the Protocol, the terms and provisions
of this Agreement will control as to legal and business
matters, and the terms and provisions of the Protocol will
control as to technical research and scientific matters
unless expressly agreed in writing between the Parties.

28. Relationship of the Parties. The relationship of
Institution and Principal Investigator to Sponsor is one of
independent contractor and not one of partnership, agent
and principal, employee and employer, joint venture, or
otherwise.

29. Force Majeure. Neither Party will be liable for delay
in performing or failure to perform obligations under this
Agreement if such delay or failure results from
circumstances outside its reasonable control (including,
without limitation, any act of God, governmental action,
accident, strike, terrorism, bioterrorism, lock-out or other
form of industrial action) promptly notified to the other
Party (“Force Majeure”). Any incident of Force Majeure
will not constitute a breach of this Agreement and the
time for performance will be extended accordingly;
however, if it persists for more than thirty (30) calendar
days, then the Parties may enter into discussions with a
view to alleviating its effects and, if possible, agreeing on
such alternative arrangements as may be reasonable in all
of the circumstances.

30. Governing Law. This Agreement shall be governed
by and construed in accordance with the laws of Czech
Republic, without giving effect to conflict of law
provisions. Contracting parties have irrevocably agreed

jejich priloh, které diky svému charakteru a zaméru po
ukonéeni smlouvy zlstavaji nadale v platnosti.

26. Uplna_smlouva. Tato smlouva obsahuje tplné
ujednani stran a k datu ucinnosti nahradi vS§echny ostatni
smlouvy mezi smluvnimi stranami tykajici se daného
klinického hodnoceni. Tuto smlouvu lze prodlouzit,
obnovit nebo jinak upravit pouze pisemnou formou
vyjadiujici vzajemnou dohodu smluvnich stran. Vzdani
se prava na dodrzeni jakékoli podminky nebo ustanoveni
této smlouvy, nebo jejich poruseni na zakladé jednani ¢i
jinak v jednom ¢i vice ptipadech, nebude povazovano ani
vykladano jako dalsi nebo pokracujici vzdani se prava na
dodrzeni takové podminky nebo ustanoveni, ani jeho
predchozi, soucasné nebo nasledné poruseni, nebo vzdani
se prava na dodrzeni jakékoli jiné podminky nebo

ustanoveni této smlouvy stejného nebo odlisného
charakteru.
27. Rozpor s pfilohami. Pokud jsou podminky

a ustanoveni této smlouvy v rozporu s podminkami
a ustanovenimi protokolu, podminky a ustanoveni této
smlouvy se uplatni v pravnich a obchodnich zalezitostech
a podminky a ustanoveni protokolu se uplatni na samotny
vyzkum a védecké otazky, pokud nebude pisemnou
formou mezi smluvnimi stranami vyslovné¢ dohodnuto
jinak.

28. Vztah mezi stranami. Vztah zdravotnického zafizeni
a hlavniho zkousSejiciho k =zadavateli je vztahem
nezavislého dodavatele, nikoli vztahem partnerského
podniku, zmocnénce a zmocnitele, zaméstnance
a zamgstnavatele, spolecného podniku a podobné.

29. Vy&§i moc. Zadna ze smluvnich stran neponese
odpovédnost za opozdéné plnéni nebo neplnéni
povinnosti vyplyvajicich z této smlouvy, jestlize takové
zpozdéni ¢i neplnéni je disledkem okolnosti mimo jeji
pfimétenou kontrolu (kromé jiného véetné vyssi moci,
zasahd vlady, nehody, stavky, terorizmu, bioterorizmu,
vyluky nebo jiné formy protestnich akci zaméstnanci) a
okamzité¢ o ném uvédomi druhou stranu (,,vy$$i moc®).
Zasah vyssi moci nepiedstavuje poruSeni této smlouvy a
termin plnéni bude pfimétené odlozen. Jestlize vSak trva
vice nez tficet (30) kalendainich dni, strany mohou
zah4jit diskusi ve snaze zmirnit dopady jejiho ptisobeni a
pokud je to mozné, dohodnout se na alternativnich
ujednanich, ktera mohou byt za danych okolnosti
pfimétena.

30. Rozhodné pravo. Tato smlouva se fidi a je vykladana
podle zakonti Ceské republiky bez moznosti uplatnéni
kolizich norem. Smluvni strany se neodvolatelné
dohodly, Ze soudy Ceské republiky maji vyluénou soudni
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that the courts of the Czech Republic have exclusive
jurisdiction for resolution of disputes or claims arising
from the agreement or incurred in connection with this
agreement or its subject (including extrajudicial disputes
and claims).

31. The contracting parties acknowledge that this
agreement is subject to publication in the Register of
Contracts according to Act No. 340/2015 Coll. on special
conditions of applicability of certain contracts,
publication of these contracts, and the Register of
Contracts (Act on Register of Contracts). The contracting
parties have agreed that this agreement and any
amendments or addenda shall be deposited in the Register
of Contracts, including metadata, according to the Act on
registration of health care facilities.

32. Sponsor and CRO hereby undertake that in
connection with this Trial at Institution they shall not
enter into any other agreement with any employee of
Institution.

33. Contracting parties hereby in accordance with §558
para. 2 of Act No. 89/2012 Coll., the Civil Code, as
amended, explicitly exclude the use of commercial
customs in their legal correspondence in association with
this agreement.

34. This agreement has been prepared in the Czech and
English langauges. In the event of any conflict between
these versions, the Czech language version shall take
precedence.

35. This agreement has been prepared in three
counterparts, of which each contracting party shall
receive one counterpart.

36. Severability. If any provision of this Agreement is
determined to be illegal or unenforceable, that provision
will be severed from the Agreement and the remainder
will remain valid, legal, and enforceable, provided that
the surviving portion materially comports with the
original intent of the Parties.

37. Notices. All notices required under this Agreement
will be in writing and be deemed to have been given when
hand delivered, sent by overnight courier or certified
mail, as follows, provided that all urgent matters, such as
safety reports, will be promptly communicated via
telephone, and confirmed in writing:

Sponsor / Zadavatel:

pravomoc urovnani sporu nebo naroku vyplyvajiciho ze
smlouvy nebo vzniklého v souvislosti s touto smlouvou
nebo jejim predmétem (vCetné mimosmluvnich spord a
naroki).

31. Smluvni strany berou na védomi, Zze tato smlouva
podléha uvefejnéni v registru smluv podle zakona ¢.
340/2015 Sb., o zvlaStnich podminkach ucinnosti
nekterych smluv, uvetejiiovani téchto smluv a o registru
smluv (zdkon o registru smluv). Smluvni strany se
dohodly, ze tuto smlouvu a jeji pfip. budouci zmény a
dodatky vlozi do registru smluv, véetné¢ metadat, podle
zakona o registru zdravotnické zatizeni.

32. Zadavatel a CRO se timto zavazuji, Ze v souvislosti s
timto klinickym hodnocenim u zdravotnického zafizeni
neuzavfe zadnou jinou smlouvu s zadnym zaméstnancem
zdravotnického zatizeni.

33. Smluvni strany timto v souladu s § 558 odst. 2 zakona

¢. 89/2012 Sb., obcanského zakoniku, ve znéni
pozdéjSich  predpist, vyslovné vyluCuji  pouziti

obchodnich zvyklosti ve
souvislosti s touto smlouvou.

svém pravnim styku v

34. Tato smlouva je vyhotovena v Ceském a anglickém
jazykovém znéni. V pfipadé jakéhokoli rozporu mezi
témito verzemi ma piednost ¢eska jazykova verze.

35. Tato smlouva je vyhotovena ve tfech stejnopisech, z
nichz kazda smluvni strana obdrzi po jednom.

36. Odd¢élitelnost. Je-li jakékoli ustanoveni této Smlouvy
prohlaseno za nezdkonné nebo nevymahatelné, bude
takové ustanoveni od Smlouvy oddéleno a zbytek
Smlouvy zlstane platny, zakonny a vymahatelny za
ptedpokladu, ze zbyvajici ¢ast v podstaté odpovida
puvodnimu zdméru Smluvnich stran.

37. Ozndmeni. VSechna oznameni pozadovana touto
smlouvou musi byt uc¢inéna v pisemné formé¢ a budou
povazovana za doruCenda pii osobnim doruceni, pfi
zaslani kuryrem s doru¢enim do druhého dne nebo
doporucenym dopisem na nize uvedené adresy s tim, Ze
vSechny urgentni zalezitosti, jako napf. zpravy o
bezpecnosti, budou okamzité¢ nahlaSeny po telefonu a
potvrzeny pisemng¢:
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NeuroDerm, Ltd.

Ruhrberg Science building- Bell entrance
5th floor 3, Pekeris St,

Rehovot, 7670212, Israel

With a copy to / Kopie pro:

Syneos Health, LLC

1030 Sync Street,

Morrisville, North Carolina, 27560, USA
Re: Project Code: 7002106

Attention: Site Contracts Department

Institution / Zdravotnické zatizeni:
Fakultni nemocnice u sv. Anny v Brné¢
Pekatska 53, 656 91 Brno, Czech Republic
Attention: Oddéleni klinickych studii

Principal Investigator / Hlavni zkouSejici:
Fakultni nemocnice u sv. Anny v Brn¢
Pekaiska 53, 656 91 Brno, Czech Republic

38. The following attachments are an integral part of this
agreement:

Attachment A — payment terms

Attachment B — financial arrangements worksheet
Attachment C — equipment use, ownership, and
disposition

[SIGNATURE PAGE FOLLOWS]

38. Nedilnou soucasti smlouvy jsou také tyto prilohy:

Ptiloha A — platebni podminky

Ptiloha B — zaznam finan¢niho ujednani

Ptiloha C — pouzivani zafizeni, jeho vlastnictvi a
nakladani se zafizenim

[NASLEDUJE STRANA S PODPISY]
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The contracting parties have agreed that this agreement | Smluvni strany se dohodly, Ze po podpisu v§emi stranami
shall be valid and binding upon signing by all parties. This | bude smlouva platna a zavazna. U¢innosti tato smlouva
agreement shall take effect upon its publication in the | nabyva zvefejnénim v registru smluv.

Agreement Registry..

Agreed to and accepted:

Souhlasim a pfijimam:

CRO INSTITUTION / ZDRAVOTNICKE
ZARIZENI
Signature / Podpis Signature / Podpis

Ing. VLASTIMIL VAJDAK

Printed Name / Jméno (hilkovym pismem)

Printed Name / Jméno (hiilkovym pismem)

DIRECTOR / REDITEL
Title / Pozice Title / Pozice
12.11.2020 23.11.2020
Date / Datum Date / Datum

PRINCIPAL INVESTIGATOR / HLAVNI
ZKOUSEJICI

Signature / Podpis

Printed Name / Jméno (hiilkovym pismem)

PRINCIPAL INVESTIGATOR / HLAVNI
ZKOUSEJICi

Title / Pozice
23.11.2020

Date / Datum
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ATTACHMENT A

PAYMENT TERMS

A-1. General Terms. Payee (hereinafter defined) will be
compensated as outlined on Attachment B for Trial
Subjects properly enrolled in the Trial. This amount
constitutes the full compensation for the work to be
completed by the Institution and Principal Investigator,
including all work and care specified in the Protocol for
the Trial, along with all overhead and administrative
services. No compensation will be available for Trial
Subjects enrolled in the Trial in violation of the Protocol.

A-2. Payment Terms. Payments for each Trial Subject
will be made quarterly and based on CRF data entered by
Institution and/or Principal Investigator supporting
enrolled Trial Subject visitation and after source data
verification. Payments will be made for completed visits
and treatment related costs in accordance with
Attachment B, unless otherwise noted in the Agreement.
For each payment, including any Screen Failures (as
defined below) that may be payable under the terms of
this Agreement, Payee will be paid the total amount
earned, less 10%, for the Final Payment (hereinafter
defined). Monitoring will occur approximately every
three (3) months based on site enrollment and completion
of data entry. Payee must submit any final invoices within
sixty (60) calendar days after the close-out visit of the
Trial at the Institution. Any invoices received thereafter
may not be paid. Payee will have sixty (60) calendar days
after the date of the close-out visit of the Trial at the
Institution to dispute any payment discrepancies or
missing payments.

A-3. Pass-Through Payments from Sponsor. Payments
due under this Agreement are pass-through payments
from Sponsor that will be sent after such payments are
received by CRO from Sponsor. CRO shall have no
liability for any failure to make payments if required
funding is not provided to CRO in advance by Sponsor.

A-4. Non-Procedural Costs. Payee will be paid for
additional non-procedural costs that are pre-approved by
Sponsor, as set forth in Attachment B. To request
payment for such costs, Payee will remit an itemized
invoice to Sponsor or its designee with documentation
and receipts substantiating agreed-upon pass-through
expenses. Any non-procedural pass through expenses

PRILOHA A

PLATEBNi PODMINKY

A-1. VSeobecné podminky. Za tadné zatazené subjekty
klinického hodnoceni bude pfijemcim plateb (definovan
nize) vyplacena odména v souladu s piilohou B. Tato
Castka predstavuje plnou thradu za préci, kterou
zdravotnické zafizeni a hlavni zkouSejici odvedou, véetné
veskerych praci a péée uvedenych v protokolu klinického
hodnoceni, spole¢né se vSemi reZijnimi
a administrativnimi sluzbami. Za subjekty klinického
hodnoceni zafazené do klinického hodnoceni v
rozporu s protokolem nebude vyplacena Zadna odmeéna.

A-2. Platebni podminky. Platby za kazdy subjekt
klinického hodnoceni budou hrazeny ¢tvrtletné na
zaklade udaji z CRF zadanych zdravotnickym zatizenim
a/nebo hlavnim zkousSejicim pii navstévach zarfazenych
subjektl klinického hodnoceni a po ovéfeni zdrojovych
udaji. Platby budou provedeny za naklady na dokoncené
navstévy a lécbu v souladu s pfilohou B, nestanovi-li
smlouva odlisné. Pii kazdé platbé vcetné netspésnych
screeningll (definovanych nize), ktera se stane Vv
souladu s podminkami této smlouvy splatnou, bude
ptijemci plateb vyplacena celkova vydélana ¢astka minus
10 % vyhrazenych na zavérec¢nou platbu (definovanou
nize). Pfiblizné kazdé tfi (3) meésice bude proveden
monitoring porovnavajici zafazovani na pracovisti a
vyplnovani udaju. Ptijemce plateb je povinen piedlozit
zaveérecné faktury ve lhiité Sedesati (60) kalendainich dnit
po navstéveé pro ukonceni klinického hodnoceni ve
zdravotnickém zatizeni. Faktury pfijaté pozd€ji nebudou
proplaceny. Ptijemce plateb mize ve lhité Sedesati (60)
kalendafnich dnti po datu navstévy pro ukonceni
klinického hodnoceni ve zdravotnickém zafizeni
rozporovat neshody v platbach nebo chybéjici platby.

A-3. Platby prefakturované na zadavatele. Platby splatné
dle této smlouvy jsou platby prefakturované na
zadavatele a budou zaslany az poté, co spolecnost CRO
tyto platby obdrzi od zadavatele. Spole¢nost CRO nenese
zadnou odpovédnost za neuhrazeni platby v piipad¢€, ze
pottebné finance zadavatel v€as spoleCnosti CRO
neposkytl.

A-4. Néaklady nesouvisejici s postupy. Pfijemci plateb
budou uhrazeny dodatecné naklady
nesouvisejici s postupy, které byly pfedem schvaleny
zadavatelem, jak je uvedeno v piiloze B. Zadost o uhradu
takovych nakladii pfijemce plateb podad zadavateli nebo
osob¢ jim opravnéné formou faktury s uvedenim
jednotlivych polozek a podloZené dokumentaci a doklady
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will be invoiced only in the amount actuually incured
with no mark up in amounts shown in Attachment B.

A-5. Final Payment. At the conclusion of the Trial, all
CRFs and Trial-related documents will be without undue
delay made available for Sponsor review. The final
payment (“Final Payment”) will be paid once: all CRFs
have been completed and received; data queries have
been satisfied; all Sponsor Drug is returned; and all close
out issues are resolved and procedures completed,
including final IEC and/or RA notification, if applicable.
All queries must be resolved within five (5) business
days of receipt by Institution and/or Principal
Investigator. Sponsor or its designee will perform final
reconciliation of all payments made to date against total
amount due and will promptly pay Payee amounts
remaining unpaid, if any. Payee will promptly reimburse
Sponsor any unearned or overpaid amounts previously
paid to Payee within thirty (30) calendar days of
notification by Sponsor or designee.

A-6. Taxes.

(1) Payments shown in Attachment B do not include
value added tax (“VAT”). If the Payee is VAT
registered, and if VAT is required under the
Applicable Law, VAT should be added and shown on
the invoice by the Payee at the applicable VAT rate,
along with Payee’s VAT registration number. If VAT
reverse charge mechanism applies under Applicable
Law, Payee will not add VAT to the invoice, and the
appropriate wording should be displayed on the
invoice in accordance with Applicable Law.

(2) Payee acknowledges and agrees that it is solely
responsible for the payment of any and all
contributions and taxes imposed by any applicable
authority with respect to or measured by
compensation paid to Payee under this Agreement.
CRO or Sponsor will not be responsible for the
withholding or payment of any such required
contributions or taxes, unless required by law. Payee
accepts full responsibility for reporting all payments
received, under this Agreement, to the relevant
taxation authorities as required by Applicable Law.

A-7. Screen Failures. A “Screen Failure” is a consented

dokladajici dohodnuté vydaje piefakturované na
zadavatele.  Prefakturované vydaje  nesouvisejici
s postupy budou fakturovany pouze ve skutecné

vynalozenych ¢astkach bez navySeni ve vysi Castek
uvedenych v pfiloze B

A-5. Zavérecna platba. Pii  ukonceni klinického
hodnoceni budou zadavateli bez zbyte¢ného odkladu
ptedlozeny ke kontrole vSechny formulafe CRF
a dokumenty souvisejici s klinickym hodnocenim.
Zavéretna platba (,,Zavérecna platba*) bude uhrazena,
jakmile: budou vyplnény a piedany vSechny formulare
CRF, budou uspokojivé zodpoveézeny dotazy tykajici se
udaji, budou vraceny vSechny hodnocené 1éCivé
piipravky, budou vyfeSeny vSechny problémy s ukonceni
klinického hodnoceni a dokonceny vsechny postupy,
véetné zavére¢ného oznameni NEK a/nebo RU, pokud je
to relevantni. VSechny dotazy musi byt vyfeSeny ve lhiité
péti (5) pracovnich dni po jejich obdrzeni zdravotnickym
zafizenim a/nebo hlavnim zkousejicim. Zadavatel nebo
jim uréena osoba provedou kone¢né odsouhlaseni vSech
dosud vyplacenych plateb s celkovou dluznou ¢astkou
a bez odkladu zaplati zdravotnickému zafizeni pfipadné
neuhrazené ¢astky. Ptijemce plateb bez odkladu ve 1hité
tficeti (30) kalendafnich dnii po oznameni zadavatele
nebo osoby jim povéfené vyplati zadavateli jakékoliv
neopravnéné platby nebo preplatky diive uhrazené
piijemci plateb.

A-6. Dané.

(1) Platby uvedené v ptiloze B jsou uvedeny bez dan¢
z ptidané hodnoty (,,DPH). Je-li pfijemce plateb
platcem DPH, a pokud platné zakony ukladaji
povinnost platit DPH, musi pfijemce plateb DPH
pricist a vykazat na faktute v platné sazb¢ s uvedenim
DIC pifjemce plateb. V piipadé, Ze se dle platnych
zakonti uplatiluje pienesena dafova povinnost,
ptijemce plateb DPH na faktufe nepficte,
pficemz v souladu s platnymi zakony je na faktufe
tfeba uvést pozadovany text.

(2) Ptijemce plateb potvrzuje a zavazuje se, Ze ponese
vyhradni odpovédnost za pfipadné platby vSech
piispévkl a dani uvalenych pfisluSnym vladnim
organem na odmeény vyplacené piijemci plateb dle
této smlouvy. Spolecnost CRO nebo zadavatel
neponesou odpovédnost za provadéni srazek nebo
placeni takovych pozadovanych pfispévki nebo dani,
pokud to nepozaduje zédkon. Pfijemce platby prebira
plnou odpovédnost za vykazovani vSech piijatych
plateb dle této smlouvy piislusnym finan¢nim Gfadiim
v souladu s platnymi zékony.

A-7. Netuspésny neuspesného

screening.  ,,Pfipad
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Trial Subject who fails to meet the screening visit criteria
and is thus not eligible for enrollment into the Trial.
Screen Failures will be reimbursed, if at all, as outlined
in Attachment B.

A-8. Necessary Procedures. Payee will be reimbursed for
valid necessary visits and procedures not covered under
Attachment B. Payment for any necessary procedure due
to Trial Subject safety will be reimbursed at the agreed
upon unit cost in Attachment B, if available, or if there is
no such unit cost in Attachment B, Payee will be
compensated based on actual costs incurred by Institution
and Principal Investigator (if applicable), and will require
a separate invoice with documentation for the medical
necessity of the procedure. Where practicable, Sponsor’s
or CRO’s prior written consent will be obtained, unless it
will compromise the integrity of the Trial or affect Trial
Subject safety, in which case Sponsor will be notified as
soon as practicable after the fact.

A-9. Payee. The payments will be made to the following
Payee and address:

screeningu’ se vztahuje na subjekt klinického hodnocent,
ktery nesplni kritéria screeningové navstévy, a tudiz neni
zpusobily k zatazeni do klinického hodnoceni. Ptipady
neuspéSného screeningu budou uhrazeny, pokud
viibec, v souladu s ptilohou B.

A-8. Nutné postupy. Pfijemci plateb bude poskytnuta
uhrada za platné nutné navstévy a postupy, které nejsou
zahrnuty v piiloze B. Uhrada za postup nutny z hlediska
bezpecnosti subjektu hodnoceni bude
provedena v jednotkové cené odsouhlasené v ptiloze B,
je-li uvedena, nebo neuvadi-li pfiloha B jednotkovou
cenu, pak budou pfijemci plateb uhrazeny skute¢né
naklady, které vznikly zdravotnickému zafizeni a
hlavnimu zkousejicimu (je-li to relevantni), pticemz bude
nutné vystavit samostatnou smlouvu podlozenou
dokumentaci dokladajici nutnost provést 1ékatsky ukon.
V piipadech, kdy to bude mozné, je tieba ziskat predchozi
pisemny souhlas zadavatele nebo spolecnosti CRO,
pokud tim nebude narusena integrita klinického
hodnoceni nebo dotéena bezpecnost subjektu klinického
hodnoceni, pficemz v takovém ptipadé bude zadavatel
informovan, jakmile to bude nasledné mozné.

A-9. Prijemce  plateb. Platby budou uhrazeny
nasledujicim pfijemctiim a na nize uvedené adresy:
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In case of changes in the Payee’s bank account details,
Payee is obliged to inform CRO in writing, but no
amendment to this Agreement shall be required.

A-10. Invoices. All invoices must be issued and

forwarded to the following as instructed:

Attn. Investigator Payment Department
Syneos Health UK Limited
Farnborough Business Park

1 Pinehurst Road,

Farnborough,

Hampshire,

GU14 7BF, UK

VAT: GB806650142

Re: Project Code: 7002106

All payment related queries may be directed to:

Payment calculations for issuing invoices by Institution
shall always be sent to the  address
Invoices are due in 30 days.

Payment calculations for issuing invoices by Principal
Investigator shall always be sent to the address
Invoices are due in 30 days.

Each invoice must contain: (1) Sponsor’s name,
(2) Protocol number, (3) project code, (4) Principal
Investigator’s name, (5) a summary of the reimbursement
to be made in compliance with the Attachment B, and
(6) if the Payee is VAT registered, the VAT registration
number or if VAT reverse charge mechanism applies, the
note “VAT reverse charge applicable”.

Payee waives its rights to receive any payments for pass
through expenses whereby Payee has failed to produce
actual copy invoices or other documentation clearly
substantiating that the expenditures were actual,
reasonable, and verifiable in the amount submitted for
compensation.

V ptipadé zmén v bankovnim spojeni piijemct plateb
jsou prijemci plateb povinni pisemné informovat
spole¢nost CRO; dodatek k této smlouvé se vSak
nevyzaduje.

A-10. Faktury. VSechny faktury musi byt vystaveny
a zaslany podle pokyntli na nize uvedenou adresu:

| Vsechny dotazy k platbam zasilejte na adresu:

Podklady pro vystaveni faktury Zdravotnickym
zafizenim budou vzdy zasilany na  adresu
Splatnost faktur je 30 dnti.

Podklady pro vystaveni faktury Hlavnim zkouSejicim
budou vzdy zasilany na adresu
Splatnost faktur je 30 dnt.

Kazda faktura musi uvadét: (1) nazev zadavatele,
(2) cislo protokolu, (3) kod projektu, (4) jméno hlavniho
zkousejiciho, (5) shrnuti plateb pozadovanych v
souladu s pfilohou B a (6) pokud je piijemce platby
platcem DPH, pak danové identifikacni cislo, nebo
uplatituje-li se pienesena danova povinnost, pak
poznamku ,,uplatnéni pfenesené danové povinnosti®.

Piijjemce plateb se vzdava svych prav na obdrzeni
jakychkoliv plateb za piefakturované vydaje, jestlize
piijemce plateb neptedlozil kopie faktur nebo jiné
dokumentace jasné dokladajici, ze tyto vydaje byly
skute¢né, pfiméfené a  ovéfitelné v  Castce
piedkladané k tihradé.
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ATTACHMENT B

FINANCIAL ARRANGEMENTS WORKSHEET

FINANCE SUMMARY BOX

PRILOHA B
ZAZNAM FINANCNIHO UJEDNANI

SHRNUTI FINANCNICH ZAVAZKU

Invoice Currency / Ména faktury:
Payment Base / Zaklad platby:
Effective Date / Datum ucinnosti:

CRO Contracting Entity / Smluvni subjekt CRO:

CZK /K¢

Visit-based / dle navstévy

publication of this Agreement in Agreement Registry /
uveiejnéni smlouvy v Registru smluv

Syneos Health UK Limited
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ATTACHMENT C
EQUIPMENT USE, OWNERSHIP & DISPOSITION
C-1. Use. During the term of this Agreement, Institution
and Principal Investigator may use Equipment only for

purposes of this Trial.

C-2. Sponsor/CRO shall provide the following equipment
for the purposes of conducting the Trial (hereinafter

PRILOHA C

POUZIVANI ZA!V{I'Z,EI\,IL JEHO yLAsTNICTVi
A NAKLADANI SE ZARIZENIM

C-1. Pouziti. Béhem doby trvani této smlouvy mohou
zdravotnické zatizeni a hlavni zkousSejici pouzivat
zafizeni pouze pro ucely tohoto klinického hodnoceni.

C-2. Zadavatel/CRO
klinického vybaveni

poskytne pro ucely provedeni
nasledujici vybaveni (dale jen

C-3. .Sponsor/CRO undertakes to transport Equipment free
of charge to Institution in condition suitable for ordinary
use, to install it and deploy into operation.

C-4. Sponsor/CRO shall notify an employee of the
Department of Medical Technology of the delivery of the
Equipment at least 3 days prior to delivery of the
instrument at tel. no|

If the Equipment
consists of IT equipment, Sponsor/CRO shall notify an
employee of the IT department of the delivery of the

“Equipment”): ,»Vybaveni®):
Price Vb , Verobni &isl Cena bez
Equipment Product Number | before ybavent yrobnt cisio DPH
VAT Nazev: EKG
) ptistroj
Iljarge? Eccilnll?hms £2920 Vyrobni model $2920
roduct model (type): (typ): MACTM

MACTM 2000 . 2000 SRR18420022PA véetns
Manufacturer: GE SRR18420022PA | Including Vyrobee: GE kabelu
Medical Systems, cable Medical Systems,
Germany Némecko

Nazev: Mrazak (-
F (-20°C) 20°C)

reezer (- ' :

Vyrobni model $1,706.00
Product model (type): | 820866404 $1,706.00 (t;yp): 7085 930 | 520866404
7085 930-00 00
Manufacturer:Liebherr Vyrobee: Liebherr

Datalogger -20°C,
Datalogger -20°C, - -80°C Logger SN:

L SN:
80°C 75090002989 $456.00 Product model | 75090002989 $436.00
Product model (type): Logger SN: (type): Libero Logger SN: $456.00
Libero ‘ $456.00 Manufacturer: 75090002945 '
75090002945

Manufacturer:Elpro Elpro

C-3. Zadavatel/CRO se zavazuje se Vybaveni ve stavu
schopném bézného uzivani bezplatn¢ dopravit
zdravotnickému zafizeni, instalovat jej a uvést do
provozu., instalovat jej a uvést do provozu.

C-4. Zadavatel/CRO uvédomi o dodavce Vybaveni
pracovnika Odboru zdravotnické techniky alespon 3
dny pied dodanim piistroje

Pokud se bude jednat o IT vybaveni, zadavatel/CRO
uvédomi o dodévce pfistroje pracovnika useku
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instrument at least 3 days prior to delivery at tel. no.

C-5. In the event that the Equipment is a health care
resource, an employee of the Department of Medical
Technology must be present at the time of delivery to
whom all associated documents (e.g. CE certificate and
instructions for use) will be submitted by Sponsor/CRO.
After deployment to operation, a handover protocol will be
signed by Sponsor/CRO and on behalf of Institution by an
authorized employee of the Department of Medical
Technology and a representative of the facility for which
the Equipment is intended.

C-6. Sponsor/CRO undertakes to provide instructions for
use along with the Equipment in the Czech language, as
well as other documentation required by legal regulations,
particularly declaration of conformity under Act No.
268/2014 Coll. On health care resources, as amended, and
relevant implementing regulations, and in the event that the
equipment in question is not completely new, a current
protocol of performing BTK [Bezpecnostné technicka
kontrola, Safety Technical Inspection] in the meaning of
the law (presentation of valid BTK).

C-7. Zadavatel/CRO Sponsor/CRO undertakes to provide
instruction to personnel operating the Equipment free of
charge at the request of Institution or if required by law and
is also obligated to provide at their own cost all repairs and
servicing of Equipment, its regular maintenance and
necessary replacement parts, as well as all prescribed
inspections, examinations, and reviews of the Equipment.

C-8. Costs associated with the replacement of Equipment
for reasons of ordinary wear and tear shall be borne by
Sponsor/CRO at their own expense.

C-9. Sponsor/CRO shall bear all costs associated with the
delivery, installation, and return of Equipment.
Sponsor/CRO undertakes to provide receipt or removal of
Equipment from Institution or shall provide for this at their
own expense as soon as possible and suitable.

Sponsor/CRO will notify the employee of the Department
of Medical Technology of the return of the Equipment at
least 3 days before returning the device

. If it is IT equipment, the contracting
authority / CRO will notify the IT department employee of
the return of the device at least 3 days before the return on
I Rctuming the
instrument shall be performed at the point of use on the
basis of written protocol signed by Sponsor /CRO and on
behalf of Institution by an authorized employee of the
Department of Medical Technology.

informatiky alespoii 3 dny pfed dodanim -

C-5. V pripad¢, ze je Vybaveni zdravotnickym
prosttedkem, pii predani vybaveni Zdravotnickému
zafizeni musi byt pfitomen pracovnik Odboru
zdravotnické techniky, kterému budou ze strany
Zadavatele/CRO  pfedany  veSkeré  souvisejici
dokumenty (napft. certifikat CE a navod k obsluze). Po
uvedeni do provozu bude sepsan predavaci protokol
podepsany Zadavatelem/CRO a za Zdravotnické
zatizeni opravnénym pracovnikem Odboru
zdravotnické techniky a zastupcem pracovisté, pro
které je Vybaveni urceno.

C-6. Zadavatel/CRO se zavazuje k Vybaveni dodat
navod k obsluze v ¢eském jazyce a dalsi dokumentaci,
kterou vyzaduji pravni pfedpisy, zejména prohlaSeni o
shodé dle zakona €. 268/2014 Sb., o zdravotnickych
prostfedcich, ve znéni pozd¢jSich predpisi a
prislusnych provadécich predpist a v ptipadé, Ze nejde
o Uplné novy pfistroj, aktualni protokol o provedeni
BTK ve smyslu zakona (dolozeni platné BTK).

C-7. Zadavatel/CRO se zavazuje provést na zadost
Zdravotnického zafizeni, nebo pokud tak vyzaduji
pravni predpisy bezplatnou instruktdz obsluhy
Vybaveni a dale je povinen zajistit na vlastni naklady
veskeré opravy a servis Vybaveni, jeho béznou udrzbu
a potfebné nahradni dily, jakoz i veskeré piedepsané
kontroly, prohlidky a revize Vybaveni.

C-8. Néklady spojené s vyménou Vybaveni z béznych
divodi opotiebeni bude provadét na své naklady
Zadavatel/CRO.

C-9. Zadavatel/CRO ponese veskeré vydaje v
souvislosti s dodanim, instalaci a vracenim Vybaveni.
Zadavatel/CRO se zavazuje, Ze zajisti prevzeti ¢i odvoz
Vybaveni ze Zdravotnického zafizeni ¢i zajisti jeho
likvidaci na své naklady, a to nejdiive jak to bude mozné
a vhodné. Zadavatel/CRO uvédomi o vraceni Vybaveni
pracovnika Odboru zdravotnické techniky alespon 3
dny pred vracenim

Pokud se bude jednat o IT vybaveni, zadavatel/CRO
uvédomi o vraceni pfistroje pracovnika Useku
informatiky alespon 3 dny pfed vracenim

. Vraceni pfistroje bude provedeno v mist¢
plnéni na zaklad¢ pisemného protokolu podepsaného
Zadavatelem/CRO a ze strany Zdravotnického zafizeni
opravnénym pracovnikem Odboru zdravotnické
techniky.
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C-10. Sponsor/CRO declares and warrants that they have
all software included in the above Equipment, all necessary
rights, and that Institution may use it for the purposes of
conducting Trial.

C-11. Ownership. Until the termination of this Agreement,
this Equipment remains the property of the respective
vendors that have provided the Equipment to Sponsor and
must be returned either within a reasonable period of time
upon request by Sponsor and at the cost of Sponsor, not to
exceed five (5) business days, or immediately upon
termination of this Agreement. Institution and/or Principal
Investigator agree to return the Equipment in the manner
directed by Sponsor and at his expense in substantially the
same condition as when received by Institution and/or
Principal Investigator, not including ordinary wear and
tear. Institution agrees to be financially responsible to
cover any loss or destruction to Equipment while in
Institution’s and Principal Investigator’s care, which
exceeds ordinary wear and tear and/or lacks a reasonable
causal relationship to proper performance of the Trial.
Institution and Principal Investigator further agree that
unless otherwise authorized in writing by the Sponsor of
this Trial, Institution and Principal Investigator will not
alter the Equipment in any way. Institution must not install
any components or software, if applicable, without express
approval of the Sponsor. Any software provided to
Institution and/or Principal Investigator may not be
duplicated. Institution and Principal Investigator are not
permitted to use the Equipment for any other purpose than
for the performance of this Trial in accordance with the
Protocol. Neither Sponsor nor CRO has any liability for
damages of any sort, including personal injury or property
damage, resulting from the use of Equipment except to the
extent that such damages were caused by the negligence or
willful misconduct of Sponsor or CRO, as applicable, and
except to the extent that a personal injury constitutes a
compensable Trial Subject Injury to be paid by Sponsor as
described in this Agreement.

C-12. Disposition. After completion of Trial conduct or at
an earlier time specified by Sponsor, Institution will
arrange for return of Equipment and Sponsor materials, at
Sponsor’s expense, to Sponsor or a location designated by
Sponsor. Alternatively the Institution and Principal
Investigator may retain the Equipment at a mutually agreed
amount equal to the depreciated value of the Equipment at
the end of the Trial upon written agreement executed
between Sponsor and Institution.

C-10. Zadavatel/CRO prohlaSuje a zarucuje, Ze ma k
veskerému software, ktery je soucasti vySe uvedeného
Vybaveni, veskera potfebna prava, a Ze jej Zdravotnické
zafizeni muZe vyuZzivat pro ucely provadéni Studie.

C-11. Vlastnictvi. Do ukonceni této smlouvy zlstane
toto zafizeni ve vlastnictvi dodavateld, ktefi zafizeni
zadavateli poskytli, a musi byt na jeho zadost a na
niklady Zadavatele vraceno bud’to v piiméfené lhuté
nepiesahujici pét (5) pracovnich dnti nebo okamzité po
ukonceni této smlouvy. Zdravotnické zatizeni a/nebo
hlavni zkousSejici vrati zafizeni zptisobem stanovenym
zadavatelem a na jeho naklady v podstaté ve stejném
stavu, v jakém je zdravotnické zafizeni a/nebo hlavni
zkousejici pfevzali, a to vyjma béZzného opotiebeni.
Zdravotnické zatizeni se zavazuje, Ze ponese financni
odpovédnost za uhrazeni ztraty nebo zniceni zafizeni
piekracujici bézné opotiebeni nebo nevykazujici
pfiméfeny pfi¢inny vztah k fadnému provadéni
klinického hodnoceni, a to v dob¢, kdy bude zatizeni v
péci zdravotnického zafizeni a hlavniho zkousejiciho.
Zdravotnické zafizeni a hlavni zkouSejici se dale
zavazuji, ze pokud nedostanou pisemné schvéleni
zadavatele tohoto klinického hodnoceni, nebudou
jakymkoliv zplisobem zatfizeni upravovat. Zdravotnické
zafizeni nesmi instalovat zadné pfipadné soucasti ani
software bez vyslovného schvaleni zadavatele.
Software poskytnuty zdravotnickému zafizeni a/nebo
hlavnimu  zkouSejicimu se nesmi  kopirovat.
Zdravotnické zafizeni ahlavni zkouSejici nesmi
pouzivat zafizeni pro zadné jiné Gcely neZ je provadéni
tohoto klinického hodnoceni v souladu s protokolem.
Zadavatel ani spolecnost CRO neodpovidaji za zadné
Skody, véetn€ osobni ujmy nebo poskozeni majetku,
zpusobené pouzivanim zafizeni, s vyjimkou téch, které
byly  zplisobeny nedbalosti nebo umyslnym
protipravnim jednanim zadavatele nebo spolecnosti
CRO a krom¢ piipadd, kdy osobni ujma je
kompenzovatelnou  ujmou  subjektu  klinického
hodnoceni placenou zadavatelem, jak je uvedeno v této
smlouvé.

C-12. Nakladani se zafizenim. Po dokonceni provadéni
klinického hodnoceni nebo diive, urc¢i-li tak zadavatel,
zdravotnické zafizeni na naklady zadavatele zajisti
vraceni zafizeni a materialu zadavatele zadavateli nebo
do mista uréeného zadavatelem. Zdravotnické zafizeni
a hlavni zkousSejici si rovnéZ mohou na zakladé pisemné
smlouvy uzaviené mezi zadavatelem a zdravotnickym
zafizenim zafizeni ponechat vyménou za vzdjemné
dohodnutou ¢astku rovnajici se amortizované hodnoté
zafizeni na konci klinického hodnoceni.
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