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CLINICAL TRIAL AGREEMENT
Protocol # ADX-324-301

This Clinical Trial Agreement (‘“Agreement”) dated as of
the date of last signature and effective as of the date of
publication of the Redacted Agreement (hereinafter
defined) into the Contracts Registry (hereinafter defined)
(“Effective Date”) between

ADARx Pharmaceuticals, Inc., with a place of business
at 5871 Oberlin Drive, Suite 200 San Diego, CA
92121United States (“Sponsor”)

and

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, including its affiliates,
subsidiaries, and specifically its parent company
Syneos Health, LLC (“CRO”)

and

Fakultni nemocnice Hradec Kralove, with a place of
business at Sokolska 581, 500 05 Hradec Kralove- Novy
Hradec Kralove, Czech Republic, Iden. Number:
00179906, Tax Iden.number: CZ00179906
(“Institution”)

and

I, vith the

workplace at Ustav klinické imunologie a alergologie
Fakultni nemocnice Hradec Kralové, Sokolskad 581, 500
05 Hradec Krélové - Novy Hradec Krédlové, Czech
Republic (“Principal Investigator”).

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

BACKGROUND

By separate agreement, 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 (“CRO”) acting as an independent contractor, to act
on behalf of Sponsor for the purposes of transferring
certain obligations in connection to this Agreement, said
obligations including but not limited to negotiations and
execution of the Agreement and payment administration
for services performed and described hereunder.

SMLOUVA O KLINICKEM HODNOCENI
Protokol ¢islo ADX-324-301

Tato smlouva o klinickém hodnoceni (,,smlouva“) ze dne
pfipojeni posledniho podpisu s ucinnosti k datu
uvefejnéni upravené smlouvy (definované nize) v registru
smluv (definovaném niZe) (,,datum Gc¢innosti‘) se uzavira
mezi

ADARx Pharmaceuticals, Inc., se sidlem podnikani na
adrese 5871 Oberlin Drive, Suite 200 San Diego, CA
92121United States (,,zadavatel)

a

spole¢nosti Syneos Health UK Limited, se sidlem ve
Velké Britanii na adrese Farnborough Business Park, 1
Pinehurst Road, Farnborough, Hampshire, GU14 7BF,
Spojené kréalovstvi, vcetné jejich pobocek, dcefinych
spoleCnosti a konkrétné jeji matefské spolecnosti
Syneos Health, LLC (,,CRO*)

a

Fakultni nemocnici Hradec Kralové se sidlem
Sokolskd 581, 500 05 Hradec Krdlové- Novy Hradec
Krilové, Ceskd republika, ICO: 00179906 DIC:
CZ00179906 (,,poskytovatel)

a

. <
pracovi§tém: Ustav klinické imunologie a alergologie
Fakultni nemocnice Hradec Krilové, Sokolska 581, 500
05 Hradec Krdlové - Novy Hradec Kréilové, Ceska
republika (,,hlavni zkousejici®).

»Smluvni strana“ znamend rovnocenné spole¢nost CRO,
zadavatele, poskytovatele nebo hlavniho zkouSejiciho a
,smluvni strany“ znamenaji v§echny z nich.

VYCHODISKA

Samostatnou smlouvou zadavatel povéfil spolecnost
Syneos Health, LLC, smluvni vyzkumnou organizaci se
sidlem ve Spojenych stitech na adrese 1030 Sync Street,
Morrisville, North Carolina, 27560, USA (,,CRO%),
pusobici jako nezdvisly smluvni dodavatel, aby jednala
jménem zadavatele pro ucely prevodu urcitych zavazku
plynoucich z této smlouvy, pficemz uvedené zdvazky
zahrnuji zejména vyjedndni a vyhotoveni smlouvy a
spravovani plateb za sluzby provadéné a nize.
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The Sponsor’s representative established in the EU is
Syneos Health Netherlands B.V. with its registered office
at De Entrée 63, Amsterdam, 1101 BH, The Netherlands,
pursuant to Article 74 of the EU Directive 536/2014.

Sponsor wishes to support a clinical trial with Sponsor
Drug (hereinafter defined) ADX-324, encoded ADX-
324-301 entitled “ STOP-HAE: A Phase 3, Randomized,
Double-Blind, Placebo-Controlled Study of siRNA
Targeting of Prekallikrein With ADX-324 in Participants
With Hereditary Angioedema” (‘“Protocol”), EU CT
number: 2025-521352-38-00, to be conducted at
Institution (“Trial”) to involve patients participating in
the Trial (“Trial Subjects”).

The Principal Investigator acknowledges the possibility
for the Sponsor to engage Illingworth Research Group
Limited, an affiliate of Syneos Health, LLC, together
with Illingworth Research Group Limited’s affiliates
and/or subcontractors (“Illingworth), to provide off-site
research nursing services to support Trial related
activities in accordance with the Protocol (“Illingworth
Services™).

In the event such Illingworth Services are provided,
Illingworth and Institution/Principal Investigator shall
enter into a separate agreement, as appropriate, setting
forth Illingworth’s and Institution/Principal
Investigator’s respective obligations and responsibilities
related to the Illingworth Services.

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 Law (hereinafter defined) and
Institution policies. The Trial will be conducted under
the supervision of the Principal Investigator at Ustay
klinické imunologie a alergologie Fakultni nemocnice
Hradec Kralové, Sokolska 581, 500 05 Hradec
Krilové — Novy Hradec Krdlové, Czech Republic.
Institution certifies that both it and Principal
Investigator are licensed, registered, or otherwise
qualified and suitable under local law, regulations,
policies, or administrative requirements to conduct
the Trial and required Trial-related activities and the
facilities where the Trial is to be conducted shall be

Zastupcem zadavatele v EU je Syneos Health
Netherlands B.V., se sidlem De Entrée 63, Amsterdam,
1101 BH, Nizozemi, dle ¢ldnku 74 natfizeni Evropského
parlamentu a Rady ¢. 536/2014.

Zadavatel si pteje podpofit klinické hodnoceni
hodnoceného 1é€ivého piipravku (definovaného nize)
ADX-324 s kédovym oznatenim ADX-324-301
nazvanym ,STOP-HAE: Randomizované, dvojité
zaslepené, placebem kontrolované klinické hodnoceni
faze 3 zkoumajici ptsobeni siRNA na prekalikrein
pomoci pfipravku ADX-324 u dcastnikt s hereditdrnim
angioedémem* (,,protokol), EU CT number: 2025-
521352-38-00, které bude provadéno ve zdravotnickém
zatizeni poskytovatele (,,klinické hodnoceni‘) a budou do
néj zafazeni pacienti (,,subjekty klinického hodnoceni*).

Hlavni zkousSejici bere na védomi, Ze zadavatel miZe
vyuzit sluzeb spolecnosti Illingworth Research Group
Limited, pfidruzené spolec¢nosti Syneos Health, LLC,
spolu s pfidruZenymi spole¢nostmi a/nebo subdodavateli
spolecnosti lllingworth Research Group Limited (dale jen
»spoleCnost  Illingworth®), k poskytovdni sluzeb
vyzkumné zdravotni sestry mimo pracovisté provadéni
klinckého hodnoceni za tcelem podpory Ccinnosti
souvisejicich s klinickym hodnocenim v souladu s
protokolem (déle jen ,,sluzby spole¢nosti Illingworth*).
V piipadé poskytovani téchto sluzeb spolecnosti
lllingworth  uzaviou  spole¢nost Illingworth a
poskytovatel/hlavni zkousSejici podle potieby
samostatnou smlouvu, kterd stanovi pfislu$né povinnosti
a odpovédnost spolec¢nosti Mlingworth a
poskytovatele/hlavniho zkouSejictho v souvislosti se
sluZbami spolec¢nosti Illingworth.

Strany se dohodly takto:

1. Zkousejici a vyzkumny persondl.

1.1 Hlavni  zkouSejici. Hlavni zkouSejici jako
zaméstnanec poskytovatele bude odpovédny za vedeni
klinického hodnoceni v souladu s platnymi zakony
(definovanymi niZze) a predpisy poskytovatele.
Klinické hodnoceni bude provddéno pod vedenim
hlavniho zkougejiciho v Ustavu klinické imunologie a
alergologie Fakultni nemocnice Hradec Kralové,
Sokolska 581, 500 05 Hradec Kralové — Novy Hradec
Kralové, Ceska republika. Poskytovatel potvrzuje, Ze
jak poskytovatel, tak i hlavni zkouSejici maji
opravnéni, jsou registrovdni nebo jsou jinak
kvalifikovani a zpusobili podle mistnich zakond,
predpisti, zdsad nebo spravnich pozadavkl k
provadéni klinického hodnoceni a poZadovanych
¢innosti souvisejicich s klinickym hodnocenim a Ze
budovy a prostory, kde md byt klinické hodnoceni
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suitable for the conduct of the Trial in compliance
with the requirements of Applicable Law.

1.2 Subinvestigators and Research Staff. Principal
Investigator may delegate duties and responsibilities
to subinvestigators or research staff (subinvestigators
and research staff collectively referred to as “Research
Staff””) who may be employees or consultants of the
Institution or contracted third parties only to the extent
permitted by Applicable Law governing the Trial
conduct, as described below. Principal Investigator is
responsible for supervising the Research Staff, he/she
will ensure that only individuals who are
appropriately qualified and trained assist in the
conduct of the Trial and the Principal Investigator will
ensure the integrity of the Trial-related duties and
functions performed and any Trial Data (hereinafter
defined) generated by the Research Staff.
Notwithstanding the foregoing, Principal Investigator
shall only delegate duties and responsibilities in
accordance with Institution policy and standard
practice. Principal Investigator shall provide a list of
consultants and contracted third parties upon request
by Sponsor.

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 applicable laws,
rules, regulations, guidelines and standards including,
without limitation, all relevant International Council
for 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), Regulation (EU) No 536/2014 of
the European Parliament and of the Council of 16
April 2014 on clinical trials on medicinal products for
human use (“EU CTR”), Act No. 378/2007 Coll., on
Pharmaceuticals, as amended (“Pharmaceuticals
Law”), Decree No. 463/2021 Coll.,, on Detailed
Conditions for conducting Clinical Trials on
Medicinal Products for Human Use, as amended,
Decree No. 86/2008 Coll., on the Principles of Good
Laboratory Practice in the Area of Pharmaceuticals,
as amended, Decree No. 84/2008 Coll., on Good
Pharmaceutical Practice, Detailed Conditions of
Handling Pharmaceuticals in Pharmacies, Healthcare
Facilities and other Operators and Facilities
Supplying Medicinal Products, and Act No. 372/2011
Coll., on Healthcare Services and conditions for their

provadéno, jsou vhodné pro provadéni klinického
hodnoceni v souladu s pozadavky platnych pravnich
predpist.

1.2 SpoluzkouSejici a vyzkumny persondl. Hlavni
zkousejici mize delegovat povinnosti a odpovédnosti
na  spoluzkouSejici ¢  vyzkumny  persondl
(spoluzkousejici a vyzkumny persondl, souhrnné
»vyzkumny persondl®), ktery muZe zahrnovat
zaméstnance poskytovatele ¢i smluvni dodavatele tieti
strany, a to pouze v rozsahu povoleném platnymi
zakony, kterymi se {idi realizace klinického hodnocen{
dle niZe uvedeného popisu. Hlavni zkouSejici je
zodpovédny za dohled nad vyzkumnym persondlem,
bude zajiStovat, aby pifi provddéni klinického
hodnoceni asistovaly pouze fddn¢ kvalifikované a
vySkolené osoby, a zajisti bezthonnost v rdmci

vykondvdni povinnosti a funkci souvisejicich
s klinickym  hodnocenim a integritu  ddaji
(definovanych niZe) vytvofenych vyzkumnym

personalem v souvislosti s klinickym hodnocenim.
Bez ohledu na vySe uvedené, hlavni zkousejici mtize
delegovat povinnosti a odpovédnosti pouze v souladu
se zdsadami a standardnimi postupy poskytovatele.

1.3 Povinnosti poskytovatele a hlavniho zkouSejiciho.
Poskytovatel a hlavni zkouSejici zajisti, aby byl
vyzkumny persondl informovin o veSkerych
podminkéch této smlouvy platnych pro vykondvané
¢innosti a souhlasil s nimi. Poskytovatel a hlavni
zkousejici pfevezme vSechny povinnosti vyplyvajici
ze vSech platnych zdkond, pfedpisii, pokynt a norem,
véetn¢ zejména vSech platnych pokynd a standardd
Mezinarodni konference pro harmonizaci spravné
klinické = praxe  (International = Council  for
Harmonization Good Clinical Practice, ICH GCP) a
Helsinské Deklarace Svétové 1ékarské asociace
Btické zdsady pro Ilékaisky vyzkum za ucasti
lidskych subjektd (2013), Natizeni Evropského
parlamentu a Rady (EU) ¢. 536/2014 ze dne 16. dubna
2014 o klinickych hodnocenich humdannich 1é¢ivych
ptipravki (,,EU CTR*) zdkona ¢. 378/2007 Sb., o
1éCivech, ve znéni pozdéjsich predpist (,,zdkon o
1é¢ivech®), vyhlasky ¢. 463/2021 Sb., o blizsich
podminkdch  provadéni klinického  hodnoceni
huménnich 1é¢ivych piipravki, ve znéni pozdéjsich
predpist, vyhlasky ¢. 86/2008 Sb., o stanoveni zdsad
spravné laboratorni praxe v oblasti 1é¢iv, ve znéni
pozdéjsich predpist, vyhlasky ¢&. 84/2008 Sb., o
spravné lékarenské praxi, bliz§ich podminkich
zachazeni s léc¢ivy v Ilékarnach, zdravotnickych
zafizenich a u dalSich provozovateli a zafizeni
vydavajicich 1éCivé ptipravky, a zdkona ¢&. 372/2011
Sb., o zdravotnich sluzbidch a podminkdch jejich
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provision, as amended; as well as all applicable laws
and guidance relating to clinical trials of medicines,
all applicable laws relating to human rights, supply of
medicines legislation, legislation relating to human
tissue and biological samples, and all applicable laws
relating to the confidentiality, privacy and security of
Trial Subject information inclusive but not limited to
Act No. 110/2019 Coll., on the processing of personal
data and the EU General Data Protection Regulation
2016/679 dated 27 April 2016 — GDPR (“Applicable
Law”).

1.4 No Substitution. Institution and Principal
Investigator may not reassign the conduct of the Trial
to a different investigator without prior written
authorization from 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 Sponsor does not approve a
replacement principal investigator, Sponsor may
terminate this Agreement in accordance with the
termination provisions below.

2. Protocol. Institution and Principal Investigator will
conduct the Trial in strict accordance with the Protocol
(including any Protocol Amendments hereinafter
defined), written instructions of CRO/Sponsor 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. If
applicable, the Parties acknowledge that Protocol
Amendments are also subject to approval by the
responsible Independent Ethics Committee (“IEC”)
and/or Regulatory Authority - the State Institute for
Drug Control (“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 five (5) 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 or
provides appropriate urgent safety measures to protect
the Trial Subjects, Institution and/or Principal
Investigator will notify Sponsor and the responsible
IEC and/or RA as soon as practicable without delay
but, in any event, no later than five (5) business days

wev s

poskytovani, ve znéni pozd¢jSich predpist; a také
vSech platnych zakonti a pokyni upravujicich klinicka
hodnoceni 1éCivych ptipravki, vsech platnych zakont
upravujicich lidskd prava, legislativy upravujici
dodavky I€ka, legislativy upravujici otdzky vzorki
tkané a biologickych vzorkd, a vSech platnych zdkont
tykajicich se zachovani diivérnosti, ochrany osobnich
udajii a bezpecnosti informaci o subjektu hodnocent,
vcetn€ zdkona €. 110/2019 Sb., o zpracovéani osobnich
udajii a Obecného natizeni EU na ochranu osobnich
udaji 2016/679 ze dne 27. dubna 2016 — GDPR
(,,platné zadkony*).

1.4 Zakaz zastupovédni. Poskytovatel a hlavni
zkousejici nesmi postoupit provadéni klinického
hodnoceni na jiného zkouSejictho bez ptedchoziho
pisemného schvéleni zadavatele. Nahradni hlavni
zkousejici bude muset vyjadfit souhlas s podminkami
této smlouvy v pisemném dokumentu. V piipade, ze
zadavatel neschvali nihradniho hlavniho
zkousejictho, mize zadavatel nebo poskytovatel
v souladu s ddle uvedenymi podminkami ukonceni
platnosti smlouvy smlouvu ukonit.

2. Protokol. Poskytovatel a hlavni zkousSejici povedou
klinické hodnoceni v piisném souladu s protokolem
(v€etné vSech niZe definovanych dodatkd k protokolu),
pisemnymi pokyny spolecnosti CRO/zadavatele a
platnymi zdkony.

2.1 Dodatky. Protokol se mutZe upravovat pouze
formou pisemného dodatku (,,dodatek k protokolu*)
podepsaného zadavatelem a hlavnim zkousejicim. Je-
li to relevantni, strany jsou si védomy skutecnosti, Ze
dodatky k protokolu musi schvalit také piislu$na
nezdvisla etickd komise (,,NEK®) a/nebo regulacni
ufad — Statni dstav pro kontrolu 1é¢iv (,,Rﬁ“). A%
akutnim piipadé k zajiSténi bezpeCnosti mulze
zadavatel vydat pokyn k odchyleni se od protokolu.
Poskytovatel a/nebo hlavni zkouSejici informuji
odpovédnou NEK a/nebo RU co nejdiive, v kazdém
piipad¢ vSak nejpozdéji pét (5) pracovnich dnl po
uplatnéni odchylky. Kazda akutni odchylka musi byt
ndsledné zachycena v pisemném dodatku k protokolu.

2.2 Akutni odchylky/urgentni bezpe€nostni opatieni.
Jestlize hlavni zkouSejici dojde k zdvéru, Ze je nutné
se v akutnim piipadé k zachovani bezpecnosti
subjektt klinického hodnoceni odchylit od protokolu,
nebo zajisti vhodna urgentni bezpe¢nostni opatieni na
ochranu subjektt klinického hodnoceni, poskytovatel
a/nebo hlavni zkouSejici uvédomi zadavatele a
piislusnou NEK a/nebo RU co nejrychleji a bez
prodleni, v kazdém piipad€ nejpozd€ji do péti (5)
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after the deviation is implemented. The Principal
Investigator shall promptly inform in writing the
Sponsor, the CRO, the relevant IEC and/or RA and
the Institution of any changes that significantly affect
the conduct of the Trial or increase the risk of the Trial
Subjects.

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/or 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”) at no cost to the Institution and Principal
Investigator.

The Sponsor shall supply Sponsor Drug to Institution’s
pharmacy. Principal Investigator shall use and administer
the Sponsor Drug in accordance with the Protocol and
Applicable Law, directly from the Institution’s pharmacy.
The Sponsor Drug will be delivered to the hospital
pharmacy, always in properly packed packaging intended
for the Sponsor Drug and labelled in accordance with
Article 66 of Regulation of the European Parliament and
Council No. 536/2014 on clinical evaluations of human
medicinal products.

Deliveries of the Sponsor Drug will be made on Mon-Fri
from 7:00 a.m. to 2:00 p.m. to hospital pharmacy building
No. 20.

4.1 Custody and Dispensing. Institution and Principal
Investigator will adhere to Applicable Law requiring
traceability, careful custody and dispensing of
Sponsor Drug and Comparator Drug, as well as
appropriate documentation of such activities.
Institution shall appoint two appropriately qualified
and experienced pharmacists, who hold valid
practising certificates and who will be responsible for
handling and keeping full records of Sponsor Drug.
After appointing such pharmacists, Institution and/or
Principal Investigator shall notify Sponsor and/or
CRO of the names of the appointees along with the
appropriate contact details.

4.2 Control. Institution and Principal Investigator will
maintain appropriate control of supplies of Sponsor

pracovnich dnti po uplatnéni této odchylky. Hlavni
zkousejici ihned pisemné uvédomi zadavatele,
spole¢nost CRO, piislusnou NEK a/nebo RU a
poskytovatel o vSech zménich, které vyznamné
ovlivituji provadéni klinického hodnoceni nebo
zvySuji riziko pro subjekty klinického hodnoceni.

3.NEK a RU. Smluvni strany zajisti, 7e Kklinické
hodnoceni bude zahdjeno aZ po schvaleni klinického
hodnoceni a formuldfe informovaného souhlasu, které
jsou v souladu s platnymi zdkony, nezdvislou etickou
komisi a/nebo 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
poskytovateli a hlavnimu zkouSejicimu dostate¢né
mnozstvi hodnoceného 1é¢ivého pripravku (,,hodnoceny
1éCivy ptipravek™) k provedeni klinického hodnoceni.
Pokud to poZzaduje protokol a pokud neni dohodnuto
jinak, zadavatel rovnéZz zdarma poskytne placebo nebo
srovnavaci 1ék (,,srovnavaci 1ék*).

Zadavatel dod4 hodnoceny 1écivy piipravek do lékarny
poskytovatele. Hlavni zkouSejici pouZije a poda
hodnoceny 1éCivy piipravek v souladu s protokolem a
platnhymi zdkony piimo z Iékarny poskytovatele.
Hodnoceny 1éCivy piipravek bude dodavan do
nemocni¢ni 1ékarny, vZzdy v fadn€ zabalenych obalech
uréenych pro hodnoceny 1éCivy ptipravek a oznaceny v
souladu s ¢l. 66 natfizeni Evropského parlamentu a Rady
¢. 536/2014, o Kklinickych hodnocenich humaénnich
1é¢ivych pripravki. Dodavky hodnoceného 1écivého
pripravku se budou uskuteciiovat v Po-P4 od 7.00 h do
14.00 h do budovy nemocniéni 1ékéarny €. 20.

4.1 Uchovavani a vydavani 1éku. Poskytovatel a
hlavni zkouSejici musi dodrzovat platné zdkony
vyzadujici sledovatelnost, pe€livé uchovavini a
vyddvani hodnoceného 1é¢ivého piipravku a
srovndvactho 1éku, vcCetné¢ patiicné dokumentace
téchto cinnosti. Poskytovatel jmenuje 1ékarniky s
odpovidajici kvalifikaci a zkuSenostmi, ktefi jsou
drziteli platnych osvédceni pro vykon povolani a ktefi
budou zodpovédni za manipulaci s hodnocenym
1é¢ivym piipravkem a za vedeni tGplnych zdznamt o
ném. Po jmenovani téchto Iékarniki ozndmi
poskytovatel a/nebo hlavni zkouSejici zadavateli
a/nebo spolecnosti CRO jména jmenovanych spolu s
prislusnymi kontaktnimi tdaji.

4.2 Kontrola. Poskytovatel a hlavni zkouSejici musi
vykondvat dostate¢nou kontrolu nad zdsobami
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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.

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 CRO under this Agreement

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 amounts set
forth in Attachment B represent fair market value of the
services provided by Institution and Principal
Investigator for conducting the Trial to the best of their
knowledge. 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 CRO/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 Payee (hereinafter defined) has 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, or any other

hodnoceného 1é¢ivého piipravku a srovndvaciho 1éku
a nepodd ani nevyda ptipravek osob¢, kterd neni
ucastnikem klinického hodnoceni, a neumoznf ptistup
k pfipravka nikomu s vyjimkou vyzkumného
personélu klinického hodnoceni.

4.3 Pouziti. Poskytovatel a hlavni zkouSejici budou
pouzivat hodnoceny 1é¢ivy piipravek nebo srovnavaci
1ék pouze zptisobem uvedenym v protokolu. Jakékoliv
jiné pouZziti hodnoceného 1é¢ivého piipravku nebo
srovnavactho 1éku predstavuje zdvazné porusSeni této
smlouvy.

4.4 Vlastnictvi hodnoceného 1é¢ivého pfipravku.
Hodnoceny 1éCivy piipravek je a zustava vlastnictvim
zadavatele. Zadavatel neudéluje poskytovateli ani
hlavnimu  zkouSejicimu 74dnd vyslovnd ani
pfedpokladand prdava dusSevniho vlastnictvi k
hodnocenému 1é¢ivému piipravku nebo k jakymkoliv
metoddm vyroby nebo pouZzivini hodnoceného
1éCivého piipravku.

4.5 Platba za hodnoceny IéCivy piipravek nebo
srovndvaci 1ék. Poskytovatel a hlavni zkouSejici
nebudou subjektiim klinického hodnoceni ani platcim
tfetich stran dctovat Zadné ¢astky za hodnoceny 1éCivy
piipravek nebo srovnavaci 1€k ani za jakékoliv sluZby,
které mu podle této smlouvy proplaci zadavatel nebo
spole¢nost CRO.

5. Finanéni ujednani. Odmeéna za sluzby poskytované dle
této smlouvy bude vyplacena prostiednictvim thrad v
souladu s pfilohou A (platebni podminky) a piilohou B
(zdznam finan¢niho ujedndni). VSechny strany berou na
védomi, Ze Castky uvedené v piiloze B predstavuji
spravedlivou trzni hodnotu sluzeb poskytovanych
poskytovatelem a hlavnim zkouSejicim pii provadéni
klinického hodnoceni dle jejich nejlepsiho védomi.
Vsechny castky zahrnuji vSechny piimé, nepifimé, reZijni
a dal8i ndklady, v¢etn¢ nakladl na laboratorni a pomocné
sluzby a zGstanou pevné po dobu trvani klinického
hodnoceni, pokud se strany pisemné nedohodnou jinak.
Poskytovatel ani hlavni zkousSejici nebudou piimo ani
nepiimo vyzadovat ani pfijimat odménu od subjektt
klinického hodnoceni nebo platct tfetich stran za
materidly, 1écbu nebo sluzby vyzadované podle protokolu
a poskytnuté nebo zaplacené zadavatelem nebo
spolecnosti CRO/jejim zastupcem, vcetné zejména
hodnoceného 1éCivého piipravku, srovndvaciho léku,
screeningu subjektt klinického hodnoceni, infuzi, sluzeb
lékafi a sester, diagnostickych testdi a podavani
hodnoceného 1é¢ivého pripravku a/nebo srovndvaciho
Iéku. Jakmile bude piijemci plateb (definovanému nize)
uhrazeno provadéni klinického hodnoceni, spolec¢nost
CRO ani zadavatel nebudou dile jakymkoliv zptisobem
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service provider contracted by Institution or Principal
Investigator outside of this Agreement. In no event shall
the total financial obligation for conduct of the Trial
exceed the Trial budget. All payments will be made in
favor of the Institution. Remuneration to the Principal
Investigator and cooperating persons will be paid
according to the internal guidelines of Institution. Neither
Sponsor nor CRO shall be liable for any direct payments
to Principal Investigator and Research Staff under this
Agreement.

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; (ii) 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 and data processing pursuant to applicable
privacy laws may not apply where the disclosure
obligation results from a statutory requirement.
Execution of this Agreement serves as Principal
Investigator’s consent to the data collection, processing
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/or RA approval. Sponsor may discontinue
Trial Subject enrollment if the total enrollment needed for
a 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

povinni ¢i odpoveédni za platby hlavnimu zkouSejicimu
nebo  poskytovateli nebo jakémukoliv  jinému
poskytovateli sluZeb, s nimZ poskytovatel nebo hlavni
zkousejici uzavteli smlouvu mimo rdmec této smlouvy.
Celkovy finanéni zdvazek na provedeni klinického
hodnoceni nesmi v Zddném piipad¢ prekrocit rozpocet
klinického hodnoceni. VSechny platby budou vyplaceny
ve prospéch Poskytovatele. Odména hlavnimu
zkouSejicimu a spolupracujicim osobdm bude vyplacena
dle vnitini smérnice Poskytovatele. Zadavatel, ani CRO
nenesou odpovédnost za Zadné piimé platby hlavnimu
zkousejicimu a vyzkumnym pracovnikiim v rdmci této
smlouvy.

6. Vykazovaci povinnosti. Hlavni zkouSejici bere na
védomi, Ze rizné zakony, zdkoniky, pfedpisy, smérnice
a/nebo odvétvové pozadavky (spole¢né déle jen ,,zdkony
o vykazovani*) vyzaduji, aby nckteré spoleCnosti ve
farmaceutickém/zdravotnim odvétvi zvefejiiovaly a
vykazovaly informace o provedenych platbich a
uzavienych smlouvach se zdravotnickymi odborniky
nebo jinymi osobami ¢i subjekty vykondvajicimi ¢innosti
v uritych zemich. V souladu s tim bere pfi platnosti
téchto zdkonti o vykazovani hlavni zkousejici na védomi
a souhlasi, Ze informace, zejména: (i) jméno, adresa,
kvalifikace a lékaiské specializace, registracni ¢islo,
(i1) informace tykajici se smlouvy a (iii) informace o
vSech platbich nebo vyhodich (v hotovosti nebo v
naturdliich) vyplacenych hlavnimu zkouSejicimu dle této
smlouvy mohou byt spole¢nosti CRO sdéleny zadavateli
a/nebo piislusnému odpovédnému uradu ke zvefejnéni
téchto informaci v souladu s piisluSnymi zdkony o
vykazovédni. Prdvo hlavniho zkouSejictho odmitnout
shromazd’ovani ddaji a zpracovani udaji dle platnych
zakonll o ochran¢ osobnich tdaji se nemusi vztahovat na
piipady, kdy zvefejiovaci povinnost vyplyvd ze
zdkonného pozadavku. Uzavieni této smlouvy slouZi jako
souhlas hlavniho zkousSejictho se shromazd’ovanim,
zpracovavanim a zvefejiiovanim udajii uvedenych v této
smlouvé pro zminéné ucely.

7. Zatazeni subjektt klinického hodnoceni. Poskytovatel
a hlavni zkousSejici se dohodli zatadit subjekty klinického
hodnoceni do klinického hodnoceni v souladu s
protokolem a souhlasy NEK a/nebo RU. Po dosaZeni
celkového poctu subjektti potiebného pro provadéni
klinického hodnoceni muize zadavatel zastavit dalsi
zatazovani subjektl do klinického hodnoceni.

8. Informovany souhlas. Hlavni zkousSejici je povinen
zajistit, Ze pred zahdjenim prvnich postupti klinického
hodnocenf u subjektu klinického hodnoceni bude jménem

Trial related procedure starts for the Trial Subject. kazdého subjektu klinického hodnoceni podepsan
formuldf informovaného souhlasu schvéleny
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9. Reporting Adverse Events and ICH GCP Breaches.

zadavatelem, NEK a/nebo RU.

9. HlaSeni neZadoucich pfihod a porusSeni ICH GCP.

Institution and Principal Investigator will report ICH
GCP breaches, breaches of Protocol, serious breaches of
Regulation (EU) No 536/2014 as well as adverse events
and/or serious 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. Sponsor shall
be an independent data controller with respect to its
processing of personal data contained in the Trial related
personal data reported by Institution to Sponsor or CRO.
The CRO is acting as a data processor solely on behalf of
the Sponsor with regard to Trial related personal data.
Institution shall continue to be an independent data
controller of personal data processed by Institution with
respect to the treatment of the Trial Subject’s standard of
care medical records, however, in relation to the Sponsor,
who determines the purposes and means of personal data
processing through this Agreement and Protocol,
Institution is the processor. The Institution and the
Sponsor have concluded Standard Contractual Clauses,
Module 4. 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. In addition, the Institution and
Principal Investigator shall comply with the following
provisions:

10.1 Authorization to Use and Disclose Health
Information. 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, CRO
and other persons and entities designated by Sponsor
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 approved by
Sponsor, IEC and/or RA (if applicable).

10.2 Use of Trial Subject Personal Data. Institution

Poskytovatel a hlavni zkouSejici nahldsi kdykoliv
poruseni ICH GCP, poruseni protokolu, zdvazna poruSeni
nafizeni (EU) ¢. 536/2014, a ddle nezddouci pithody
a/nebo zavazné nezadouci prihody subjekti klinického
hodnoceni v souladu s pokyny protokolu a platnymi
zékony.

10. Ochrana osobnich ddajii a soukromi. Strany jsou si
védomy spole¢ného cile zabezpeceni vSech osobnich
udaji a zachovani jejich duvérnosti a ochrany pred
neopravnénym zvefejnénim. Zadavatel je nezdvislym
spravcem udajii, pokud jde o zpracovani osobnich udaji
obsazenych v osobnich tdajich souvisejicich s klinickym
hodnocenim, které poskytovatel hldsi zadavateli nebo
spolecnosti  CRO. Spole¢nost CRO vystupuje jako
zpracovatel ddajii vyhradn€ jménem zadavatele, pokud
jde o osobni ddaje souvisejici s klinickym hodnocenim.
Poskytovatel bude i nadidle nezdvislym spravcem
osobnich udajl zpracovdvanych poskytovatelem, pokud
jde o naklddani se standardnimi zdravotnimi z4znamy
subjektu klinického hodnoceni, ovsem vici zadavateli,
ktery touto smlouvou a protokolem urCuje ucely a
prostiedky zpracovani osobnich udaji, je poskytovatel
zpracovatelem. Poskytovatel a zadavatel uzavreli
Standardni Smluvni Dolozky, Modul 4. Strany prohlasuji
a zaruCuji, Ze budou dodrZovat vsSechna ustanoveni
platnych zdkond upravujicich davérnost, ochranu
soukromi a zabezpeCeni téchto osobnich tdaju. Déle
budou poskytovatel a hlavni zkouSejici dodrzovat
ndsledujici ujednani:

10.1. Opravnéni pouzivat a sdélovat zdravotni
informace. Poskytovatel a hlavni zkouSejici

poskytnou  kazdému subjektu  klinického
hodnoceni piislusné ozndmeni o ochrané

osobnich tidajt a od kazdého subjektu klinického
hodnoceni ziskaji v souladu s platnymi zdkony
pisemny souhlas k poskytnuti osobnich udaju,
ktery poskytovateli a hlavnimu zkouSejicimu
umozni poskytnout zadavateli, spole¢nosti CRO
a dalS§im osobdm a subjektim urcenym
zadavatelem piistup k vyplnénym formulaitm
zaznamd  subjekti  hodnoceni  (,,CRF*),
zdrojovym dokumentim a vSem dal$im
informacim poZadovanych dle protokolu. Neni-
li tento souhlas uzavien jako soucast formulare
informovaného souhlasu, poskytovatel a hlavni
zkouSejici pouZiji pouze souhlas, ktery je
schvalen zadavatelem, NEK a/nebo kontrolnim
ufadem (pokud je to vhodné).

10.2. Pouziti osobnich tudaja subjektu klinického
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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.

10.3 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. 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 Payee.

10.4 Personal Data of the Principal Investigator, the
Research Staff and other employees/contractors of the
Institution or of the Principal Investigator and
Personal Data of Sponsor’'s and 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, the CRO and
other third parties involved in the conduct of the
Trial. 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
Agreement. The Institution and Principal
Investigator shall provide the information
reasonably requested by Sponsor and/or CRO and
shall authorize the processing 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

hodnoceni. Poskytovatel a hlavni zkousejici
budou pouzivat osobni idaje ziskané od subjektl
klinického hodnoceni v souvislosti s klinickym
hodnocenim a nebudou je pouZivat pro Zadné
jiné tcely, nez které jsou uvedeny v protokolu, a
s takovymi ddaji budou naklddat v souladu s
platnymi zakony.

10.3. Zptistupnéni osobnich tdaji subjektu klinického
hodnoceni. Poskytovatel a hlavni zkouSejici
nepiedlozi osobni udaje spolecnosti CRO ani
zadavateli, pokud to neni nutné ke splnéni
poZadavkii  protokolu nebo pro  ucely
monitorovani nebo hlaseni nezadoucich piihod
nebo ve vztahu kndroku nebo fizeni
vznesenému  ¢i  zahdjenému  subjektem
klinického hodnoceni ve spojeni s klinickym
hodnocenim. V takovych piipadech zptistupnéni
budou poskytovatel a hlavni zkouSejici
dodrzovat princip ,,minimalizace udaja“ pii
zachovdni diivérnosti, mimo jiné vcetné
nasledujiciho pfikladu: skutec¢né jména subjektl
klinického hodnoceni nebudou zahrnuta na
Zadnych fakturdch k platbAm piedloZenych
prijemcem plateb.

10.4. Osobni udaje hlavniho zkousSejiciho,
vyzkumného personalu a dal$ich zaméstnancu /
smluvnich partneru poskytovatele nebo hlavniho
zkouSejictho a osobni tddaje zaméstnancu /
smluvnich partnert zadavatele a spolecnosti

CRO.
a. Pred zahdjenim a v pribéhu klinického
hodnoceni mohou byt poskytovatel, hlavni

zkousSejici, vyzkumny persondl a dal$i zaméstnanci
/ smluvni partnefi poskytovatele nebo hlavniho
zkousejicitho vyzvani, aby poskytli osobni tidaje o
hlavnim zkousSejicim, vyzkumném persondlu a
dalSich zaméstnancich / smluvnich partnerech
poskytovatele nebo  hlavnitho  zkousejiciho
zadavateli, spolecnosti CRO a dalSim tfetim
strandim zapojenym do provadéni klinického
hodnoceni. Takové osobni idaje mohou zahrnovat
jména, kontaktni informace, pracovni zkusenosti a
profesni  kvalifikace, publikace, Zivotopisy,
vzdélani a/nebo informace o platbach hrazenych
dle této smlouvy. Poskytovatel nebo hlavni
zkouSejici musi poskytnout informace divodné
pozadované zadavatelem a/nebo spole¢nosti CRO
a musi schvdlit zpracovani a uchovani urcitych
osobnich 1daji o hlavnim zkouSejicim,
vyzkumném persondlu a dalSich zaméstnancich /
smluvnich partnerech poskytovatele nebo hlavniho
zkou§ejictho v rozsahu piipustném platnymi
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Applicable Law for the following purposes:
(1) the conduct of clinical trials;

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

(3) compliance with legal and regulatory
requirements;

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

(5) compilation of performance metrics;

(6) storage in databases to facilitate the
selection of investigators for future clinical
trials; and

(7) anti-corruption compliance.

As required by the Sponsor or CRO, Institution or
Principal Investigator shall give an appropriate
privacy notice and/or obtain consent from the
Research Staff and other employees/contractors of
the Institution or of the Principal Investigator for
the processing of their personal data under
Applicable Law.

b. Institution and the Principal Investigator shall
process personal data relating to Sponsor’s and
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 identifying Sponsor’s and CRO’s
employees/contractors to a third party without the
prior written consent of Sponsor or CRO, as
applicable.

c. Each Party warrants that it will take technical
and organizational measures against unauthorized
or unlawful processing, accidental loss,
destruction, and/or damage of personal data from
another Party.

10.5 Personal Data Breach. Institution shall notify
Sponsor, in the manner specified in the Agreement,
within twenty-four (24) hours of discovery of a
suspected personal data breach related to the

zakony, a to pro nasledujici ucely:
(1) provadeéni klinickych hodnocent;

(2) ovéteni ze strany statnich nebo kontrolnich
uradid, zadavatele, spolecnosti CRO a jejich
zastupcu a ptidruzenych osob;

(3) dodrZzovani zakonnych a regulatornich
pozadavki;

(4) zvetejnéni \% databazi
www.clinicaltrials.gov a dalSich internetovych
strankach a/nebo databazich, které slouZzi
srovnatelnému ucelu;

(5) kompilace metrik vykonu;

(6) uchovani v databazich k usnadnéni vybéru
zkousejicich pro budouci klinickd hodnoceni; a

(7) dodrzovani protikorup¢nich predpis.

Jak je vyZadovano zadavatelem nebo spolecnosti
CRO, poskytovatel nebo hlavni zkousejici musi
poskytnout ndlezité ozndmeni o ochran¢ osobnich
udajii a/nebo ziskat potiebny souhlas od
vyzkumného personalu a dalSich zameéstnanct /
smluvnich partnerti poskytovatele nebo hlavniho
zkousejiciho ke zpracovani jejich osobnich udaji
dle platnych zakont.

b. Poskytovatel a hlavni zkouSejici budou
zpracovavat osobni udaje vztahujici se na
zaméstnance / smluvni partnery zadavatele nebo
spole¢nosti CRO pouze v rozsahu a zptisobem,
které jsou nezbytné pro naplnéni ucelu této
smlouvy. Poskytovatel a hlavni zkousSejici tyto
osobni udaje identifikujici zaméstnance / smluvni
partnery zadavatele a spolecnosti CRO bez
ptedchoziho pisemného souhlasu zadavatele nebo
spolec¢nosti CRO, jak se vztahuje, nepiedd Zadné
treti strané.

c. Kazdd smluvni strana zarucuje, Ze pfijme
technicki a  organizacni  opatfeni  proti
neoprdvnénému nebo nezdkonnému zpracovani,
nahodné ztraté, zniceni a/nebo poskozeni osobnich
udaju druhé strany.

10.5 Poruseni ochrany osobnich tddaji. Poskytovatel
informuje zadavatele zplsobem stanovenym ve
smlouvé do dvaceti ¢tyt (24) hodin od zjisténi
podezieni na poruseni ochrany osobnich udaji v
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processing of personal data under the Agreement. In
the course of notification, Institution will provide, as
feasible, sufficient information for the Sponsor to
assess the incident and make any required notification
to any government authority within the timeline
required by Applicable Law. The Sponsor and
Institution will jointly decide on the basis of all
available information and Applicable Law if the
incident will be considered personal data breach and
arrange for notification to data subjects, government
authorities, and other third parties if required by
Applicable Law. Where the Sponsor and Institution
decide that notification is required by Applicable
Law, Institution shall be responsible for providing
such notification, which shall be provided to Sponsor
for review and approval prior to delivery to data
subjects, government authorities or other third parties.

10.6 Transfer of Personal Data. Institution shall only
transfer personal data outside the European Economic
Area, Switzerland in accordance with Trial related
instructional documents provided by Sponsor or
CRO. If requested by Sponsor, Institution shall enter
into an agreement with Sponsor governing such
transfer, including, but not limited to the EU Standard
Contractual Clauses, unless another adequacy
mechanism for the transfer exists. Personal data is
transferred to the United Kingdom in accordance with
the Commission Implementing Decision of 28 June
2021 pursuant to Regulation (EU) 2016/679 of the
European Parliament and of the Council on the
adequate protection of personal data in the United
Kingdom and the Commission Implementing
Decision of 28 June 2021 pursuant to Directive (EU)
2016/680 of the European Parliament and of the
Council on the adequate protection of personal data in
the United Kingdom.

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

11.1 Definition. Except as specified below,
confidential information (“Confidential Information™)
includes all information provided by or on behalf of
Sponsor or CRO, or developed for Sponsor or CRO,
Inventions (hereinafter defined) and all data collected
during the Trial, including without limitation Trial
data, results and analyses thereof,, 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 and/or Principal Investigator directly or

souvislosti se zpracovanim osobnich udajt podle této
smlouvy. V pribéhu ozndmeni poskytne poskytovatel,
jak je to mozné, dostate¢né informace zadavateli, aby
vyhodnotil incident a ucinil veSkerd poZadovana
ozndmeni jakémukoli vlddnimu organu ve lhaté
stanovené platnymi zdkony. Zadavatel a poskytovatel
spole¢né rozhodnou na zdkladé vSech dostupnych
informaci a platnych zdkonti, bude-li incident
povazovan za poruseni ochrany osobnich udaji a
zatridi oznameni subjekttim tdajl, vladnim orgdniim a
jinym tfetim strandm, pokud to vyZaduji platné
zakony. Pokud zadavatel a poskytovatel rozhodne, Ze
ozndmeni je vyZadovdno platnymi zdkony,
poskytovatel je odpovédné za poskytnuti takového
ozndmeni, které bude =zadavateli poskytnuto ke
kontrole a schvaleni pfed doru¢enim subjektiim tdaju,
vladnim organim nebo jinym tetim stranam.

10.6 Pienos osobnich tdajii. Poskytovatel pienasi
osobni ddaje mimo Evropsky hospodéisky prostor a
Svycarsko v souladu s instruktaznimi dokumenty
tykajicimi se klinického hodnoceni, které poskytl
zadavatel nebo spole¢nost CRO. Pokud to zadavatel
poZaduje, uzavie poskytovatel se zadavatelem
smlouvu o tomto pfevodu, mimo jiné vcetné
standardnich smluvnich ustanoveni EU, pokud pro
pfenos neexistuje jiny mechanismus
adekvatnostiOsobni udaje se do Velké Britani
predavaji dle provadéciho rozhodnuti Komise ze dne
28. cervna 2021 podle natfizeni Evropského
parlamentu a Rady (EU) 2016/679 o odpovidajici
ochran¢ osobnich tdajive Spojeném kralovstvi
a provadéciho rozhodnuti Komise ze dne 28. ¢ervna
2021 podle smérnice Evropského parlamentu a Rady
(EU) 2016/680 o odpovidajici ochran€¢ osobnich
udajt

ve Spojeném kralovstvi.

11. Dtvérné informace. V pribéhu klinického hodnoceni
mohou poskytovatel a hlavni zkouSejici ziskdvat nebo
vytvafet informace, které jsou divérnymi informacemi
spolecnosti CRO, zadavatele nebo jeho piidruzené strany.

11.1. Definice. S vyjimkou niZe uvedenych omezeni
zahrnuji ~ divérné  informace (,,dGvérné
informace*) vSechny informace poskytnuté
zadavatelem nebo spole¢nosti CRO ¢i jejich
jménem nebo vytvorfené pro zadavatele nebo pro
spolecnost CRO, vyndlezy (definované niZe) a
vSechny tddaje  shromdzdéné v prubéhu
klinického hodnoceni, zahrnujici zejména ddaje
klinického hodnocenti a jejich analyzy, vysledky,
zpravy, technické a ekonomické informace,
existenci podminek této smlouvy o klinickém
hodnoceni nebo jinych smluv uzavienych se
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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
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 expressly
authorized in this Agreement, nor may Institution or
Principal  Investigator  disclose = Confidential
Information to any third party except as expressly
authorized in this Agreement or as required by
Applicable Law. Required disclosure of Confidential
Information to the IEC and/or RA, and publication of
a redacted version of this Agreement strictly in
accordance with the provisions of Section 32 are
specifically authorized. The Institution and Principal
Investigator agrees not to reveal Confidential
Information to third parties, other than those Research
Staff, agents, local service providers and/or
contractors with a need to know directly involved in
conducting the Trial or services in support of the Trial.
Institution and Principal Investigator shall ensure that
prior to any disclosure of Confidential Information to
any such recipients are subject to similar
confidentiality obligations no less onerous than those
in this Agreement. Institution and Principal
Investigator shall be responsible for the unauthorized
use and/or disclosure of Confidential Information by
Research Staff, agents, local service providers and/or
contractors, and will use commercially reasonable
efforts assist Sponsor in mitigating any such
unauthorized use and/or disclosure.

zadavatelem nebo spole¢nosti CRO,
komercializaci a strategii klinického hodnocent,
obchodni tajemstvi a know-how piedané
zadavatelem poskytovateli a/nebo hlavnimu
zkousejicimu piimo nebo nepiimo, v pisemné,
elektronické, ustni nebo obrazové formé, nebo
vzniklé v rdmci této smlouvy.

11.2. Vyjimky. Dutvérné informace nezahrnuji
informace, které jizZ byly vefejné ptistupné pred
jejich predanim zadavateli nebo spolecnosti
CRO, staly se vefejn¢ piistupnymi v prubéhu
trvani tohoto zdvazku divérnosti jinym
zpiisobem neZ porusenim této smlouvy
poskytovatelem nebo hlavnim zkousejicim, jsou
jiz zndmy poskytovateli nebo hlavnimu
zkouSejicimu v okamzZiku jejich piedani a
nepodléhaji zdvazkiim divérnosti nebo je
poskytovatel nebo hlavni zkousejici ziskali bez
zavazkl daveérnosti od tieti strany, kterda ma
zakonné pravo na jejich zverejnéni.

11.3.Z4vazky zachovdni divérnosti informaci. Bez
pfedchoziho pisemného schvileni zadavatele
nesmi poskytovatel a hlavni zkousejici pouZzivat
davérné informace pro jakékoliv jiné tcely, nez
k jakym ho vyslovné opraviiuje tato smlouva, a
nesmi je sd€lovat tfetim strandm kromé piipadi,
ke kterym ho vyslovn¢ opraviiuje tato smlouva
nebo které jsou vyZadovany platnymi zdkony.
Zvetejnéni divérnych informaci vyZadana NEK
a/nebo RU a zvefejnéni redigované verze této
smlouvy striktné v souladu s ustanovenimi bodu
32 jsou vyslovné schvilena. Poskytovatel a
hlavni zkouSejici se zavazuji, Ze davérné
informace nebudou sdélovany tfetim strandm s
vyjimkou vyzkumného persondlu, zastupct,
mistnich poskytovatelt sluZzeb a/nebo smluvnich
partnerd, kteff je potiebuji znat a kteff se pfimo
podili na provadéni klinického hodnoceni nebo
na sluZbédch na podporu klinického hodnoceni.
Poskytovatel a hlavni zkousejici zajisti, aby pied
jakymkoli zpfistupnénim duvérnych informaci
takovym pifjemcim byly uloZeny podobné
povinnosti mlcenlivosti, které nejsou méné
piisné nez povinnosti uvedené v této smlouve.
Poskytovatel a hlavni zkouSejici odpovidaji za
neoprdvnéné  pouZiti a/nebo  zvefejnéni
divérnych informaci vyzkumnym pracovnikem,
zastupci, mistnimi poskytovateli sluzeb a/nebo
smluvnimi partnery, pfi¢emz vynaloZi pfimefené
obchodni tsili, aby zadavateli pomohl zmirnit
takové neopravnéné pouZiti a/nebo zvetejnéni.

11.4 Disclosure Required by Applicable Law. If 11.4. Sdé€leni duvé€rnych informaci vyZadované
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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: (i) 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; (ii) discloses only that
Confidential Information required to comply with the
legal requirement; and (iii) 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 and Biological
Samples (hereinafter defined) analysis data, these
obligations of nonuse and nondisclosure survive
termination of this Agreement and continue for a
period of ten (10) 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.

12. Trial Data, Biological Samples, and Records.

12.1Trial 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, data excerpts and
summaries (collectively, “Trial Data”). The
Sponsor shall own the Trial Data, regardless of
the form in which it is recorded or maintained,
whether this be physical or electronic. However,
the Sponsor shall not have any rights to possess

plathymi zdkony. Jestlize je =ze zdkona
vyzadovano sdéleni divérnych informaci nad
rdmec toho, co je vyslovné schvéleno v této
smlouvé, takové sdéleni neptedstavuje poruseni
smlouvy, pokud o ném poskytovatel a hlavni
zkousejici: (i) pisemné informuji zadavatele v co
moZné nejvEét§im predstihu, aby zadavatel mohl
podniknout zdkonné kroky k ochrané¢ svych
davérnych informaci; (ii) sdéli pouze duvérné
informace nutné ke splnéni zdkonného
pozadavku; a (iii) zachovd davérnost téchto
davérnych informaci ve vztahu ke v§em ostatnim
tfetim stranam.

11.5. Platnost zdvazkd po ukonceni smlouvy. Tyto
zavazky nepouzivat a nezvefejiiovat didvérné
informace, s vyjimkou udaji o klinickém
hodnocenf a idaji z analyz biologickych vzork
(definovanych nizZe), zlistanou v platnosti deset
(10) let po ukonceni této smlouvy. Povolené
pouziti a zvefejnéni udaji o klinickém
hodnocent je popsano v bod¢ 15 (Publikace) této
smlouvy.

11.6. Vraceni davérnych informaci. Pokud o to
zadavatel nebo spole¢nost CRO pisemné pozada,
poskytovatel a hlavni zkouSejici na ndklady
zadavatele vrati vSechny duivérné informace s
vyjimkou informaci, které musi podle platnych
zakoni zustat ve zdravotnickém zafizeni.
Poskytovatel a hlavni zkousSejici si vS§ak mohou
ponechat jednu archivni kopii divérnych
informaci vyhradnég za ic¢elem stanoveni rozsahu
povinnosti v rdmci této smlouvy.

12. Udaje klinického hodnoceni, biologické vzorky a
zdznamy.

12.1.Udaje  klinického  hodnoceni. V prabéhu
klinického hodnoceni mohou poskytovatel a
hlavni zkouSejici shromaZzd’'ovat a pfeddvat
urcitd data zadavateli nebo jeho zastupci, jak je
uvedeno v protokolu. Pati{ sem formuldie CRF
(nebo jejich ekvivalent) nebo elektronické
zaznamy udaju a déle vSechny dal$i dokumenty
a materidly vytvofené pro klinické hodnocent,
které musi byt piedloZeny zadavateli nebo jeho
zéstupci, napf. rentgenové snimky, snimky
magnetické rezonance (,MR*) nebo jiné typy
zdravotnich snimku, elektrokardiogram
(,,EKG"), elektroencefalografie (,,EEG®) nebo
jiné typy zdznamu nebo vytiskl vySetieni, idaje,
excerpta z idaju a souhrny udaju (spolec¢né jako
,udaje klinického hodnoceni*). Zadavatel je
vlastnikem uddajii klinického hodnoceni bez
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the physical medical records of the Trial
Subjects. The physical medical records shall
remain the property of the Institution and shall be
retained in accordance with Applicable
Laws.Institution and Principal Investigator will
ensure accurate and timely collection (5 business
days), recording, and submission of Trial Data.
For clarity, Trial Data does not include Trial
Subject original medical records.

a. Ownership of Trial Data. Subject to Institution’s
and/or Principal Investigator’s right to publish any
Trial Data as set forth herein and the non-exclusive
license that permits certain uses set forth in the
following paragraph, 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 non-commercial
research or educational purposes. “Non-
commercial research” as used in this paragraph
means research performed without direct funding
or support of or partnership with a for-profit
organization/entity.

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 physical medical records.
These documents and information are the
exclusive property of the Institution.

12.2 Biological Samples. If so specified in the

Protocol, Institution and Principal Investigator
may collect and provide to 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.

a)

b)

c)

12.2. Biologické vzorky.

ohledu na to, v jaké formé€ jsou zaznamendny
nebo uchovavdny, at uz ve fyzické, nebo
elektronické podobé&. Zadavatel v§ak nem4 Zddna
prava vlastnit fyzické 1€kai'ské zdznamy subjekti
hodnoceni. Fyzické 1€katské zdznamy zlstavaji
majetkem poskytovatele a jsou uchovdvany v
souladu s platnymi pravnimi pfedpisy.
Poskytovatel a hlavni zkousSejici zajisti pfesné a
vCasné shromaZdovani (5 pracovnich dni),
zaznamendni a predkladani ddaji klinického
hodnoceni. Pro piehlednost, tidaje klinického
hodnoceni nezahrnuji piivodni 1ékatské zdznamy
subjektu klinického hodnoceni.

Vlastnictvi  1udaju  klinického  hodnoceni.
S vyhradou priva poskytovatele a/nebo hlavniho
zkousejictho na publikaci udaji klinického
hodnocenf dle této smlouvy a nevyhradni licenci,
ktera povoluje nékterd pouziti, jak je stanoveno
v ndsledujicim odstavci je vyhradnim vlastnikem
vSech udaju klinického hodnoceni zadavatel.

Nevyhradni  licence. @ Zadavatel  udé&luje
poskytovateli a  hlavnimu  zkouSejicimu
nevyhradni bezplatnou licenci bez prdva na
udélovani dil¢ich licenci na pouZivani udaji
klinického hodnoceni pro interni nekomeréni
vyzkumné nebo vzdelavaci tcely. ,,Nekomer¢ni
vyzkum* ve smyslu tohoto odstavce znamena
vyzkum provadény bez piimého financovani,
podpory ¢i partnerstvi ze strany ziskové
organizace/subjektu.

Zdravotni zdznamy. Zdravotni zdznamy subjekti
klinického hodnoceni, které se nepredkladaji
zadavateli, mohou obsahovat n&které stejné
informace, jaké jsou obsazeny v tdajich
klinického hodnoceni. Zadavatel si necini
vlastnicky narok na tyto fyzické Ié€katské
zdznamy. Tyto dokumenty a informace jsou ve
vyhradnim vlastnictvi Poskytovatele.

Poskytovatel a hlavni
zkousejici mohou shromazd’ovat a poskytovat
zadavateli nebo osobé jim urcené biologické
vzorky (,,biologické vzorky*), pokud tak stanovi
protokol, se souhlasem subjektt klinického
hodnoceni.

a. Pouziti. Poskytovatel a hlavni zkouSejici
nepouziji biologické vzorky odebrané
podle  protokolu  Zidnym  jinym
zpusobem nebo pro zadny jiny ucel, nez
jak je uvedeno v protokolu.

PI:

Doc Name: SYNH CZE 4 Parties CTA (CRO/SPN) V1.6 160ct2023 | Doc Final: 13/Nov/2025

Institution: Fakultni nemocnice Hradec Krélové | ADARx Pharmaceuticals, Inc. | ADX-324-301

14736




Confidential | Duvérné

b. Sample Data. Sponsor or its designees
will test Biological Samples as described
in the Protocol. Unless otherwise
specified in the Protocol, Sponsor will
not provide the results of such tests
(“Sample Data”) to the Institution or
Principal Investigator or Trial Subject.
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, for the longest of:
(1) twenty five (25) years after termination of the
Trial unless Sponsor requests, in writing, for a
longer archiving period. In advance of 6 months
before the end of the archiving period, the
Sponsor shall notify the Institution that it insists
on further archiving and shall pay the associated
costs. In the event that the Sponsor does not
communicate a request for further archiving
within the above-mentioned period, the
Institution is entitled to properly destroy all
archived documents of the Trial. Institution and
Principal Investigator further agree to permit
Sponsor to ensure that the records are retained for
a longer period if necessary, at Sponsor’s
expense, under an arrangement that protects the
confidentiality of the records (e.g., secure off-site
storage).

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); (ii) examine and inspect the
facilities and other activities relating to the Trial
or the IEC; and (iii) observe the conduct of the
Trial.

b. Vysledky vzorkli. Zadavatel nebo osoba
jim uréend provede testy biologickych
vzorkll, jak je uvedeno v protokolu.
Pokud protokol neuvadi jinak, zadavatel
neposkytne vysledky téchto testi
(,,vysledky vzorkt“) poskytovateli nebo
hlavnimu zkouSejicimu nebo subjektu
klinického hodnoceni. S vysledky
vzorkli bude nakladdno stejné jako s
udaji klinického hodnoceni, a proto
jestlize zadavatel poskytne vysledky
vzorkli poskytovateli nebo hlavnimu
zkouS$ejicimu, budou se na tyto udaje
vztahovat povolené zplsoby pouziti
udajii klinického hodnoceni, jak jsou
uvedeny v této smlouvé.

12.3. Zaznamy. Poskytovatel a hlavni zkousejici

uchovaji vSechny zdznamy a dokumenty
klinického hodnoceni za skladovacich podminek
podporujicich jejich stabilitu a ochranu po dobu
(i) dvaceti péti (25) let po ukonceni klinického
hodnoceni (pokud zadavatel pisemné nepozada o
delsi archivaci). Zadavatel v predstihu 6 mésicl
pfed koncem archivacniho obdobi oznami
Poskytovateli, Ze trvd na dal$i archivaci a uhradi
ndklady s tim spojené. V piipad¢, Ze ve shora
uvedené lhuté Zadavatel nesd€li pozadavek na
dalsi archivaci, je Poskytovatel opravnén
k likvidaci vSech archivovanych dokumentl
klinického hodnoceni. Poskytovatel a hlavni
zkousejici se ddle zavazuji, Ze zadavateli na jeho
ndklady umozni zajistit v pfipadé potieby
tschovu na del$i obdobi asmluvné sjednat
ochranu divérnosti zdznamil (napf. bezpecnym
uloZenim mimo misto provddéni hodnoceni).

13. Kontroly a audity.

13.1. Pfistup. Na zdklad¢ pfimétené Zzadosti bude

zadavateli, opravnénym zastupcim zadavatele
a/nebo opravnénym zéstupcim RU b&hem a po
skonfeni  klinického  hodnoceni  b&hem
standardni pracovni doby umoznéno: (i) nahliZet
do vSech CRF a dal§ich zaznamt klinického
hodnoceni (v€etné zadznamu subjektti klinického
hodnoceni a zdravotnich zaznamu, formulafa
informovaného souhlasu subjekti klinického
hodnoceni, zaznamu pfijeti a manipulace s
hodnocenym lé€ivym piipravkem a srovndvacim
Iékem) a pofizovat jejich kopie; (ii) prohliZet a
kontrolovat zafizeni a dal$i ¢innosti souvisejici s
klinickym hodnocenim nebo NEK; a
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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;
(i1) provide Sponsor and CRO with a copy of any
communications sent by such persons; and
(iii) provide Sponsor 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 ensure the full cooperation of
the Research Staff and IEC 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 or other use or
analysis of the Sponsor Drug (authorized or not)
results in any invention or discovery whether
patentable or not (“Invention”), Institution and
Principal Investigator will promptly inform
Sponsor and CRO in writing. Institution and
Principal Investigator will assign and hereby do
assign, all interest 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. Sponsor grants Institution and
Principal Investigator a royalty free non-exclusive
license, with no right to sublicense to use any
Inventions for the performance of their obligations
under this Agreement and for Trial Subject care.
Institution and Principal Investigator will, prior to
using the services of any Research Staff, agents,
local service providers and/or contractors, ensure
that such Research Staff, agents, local service
providers and/or contractors have assigned and will

(iii) sledovat provadéni klinického hodnoceni.

13.2.Ozndmeni. = Poskytovatel  a/nebo  hlavni
zkousejici jsou povinni: (i) co nejdiive uvédomit
zadavatele a spolecnost CRO o pokusu nebo
74dosti statniho dfadu, RU nebo jinych osob o
inspekci nebo kontaktovdani poskytovatele,
hlavniho  zkouSejictho nebo vyzkumného
persondlu ve véci klinického hodnoceni; (ii)
poskytnout zadavateli a spolecnosti CRO kopie
veskerych sdéleni zaslanych témito osobami; a
(iii) poskytnout zadavateli piileZitost podilet se
na jakychkoliv navrhovanych nebo
uskute¢nénych odpoveédich podanych hlavnim
zkousejicim nebo poskytovatelem na takova
sdélen{ a vynaloZit pfiméfené usili, aby mohl byt
zadavatel pfitomen nebo zastoupen pfi takové
navstéve.
13.3. Spolupridce. Poskytovatel a hlavni zkouSejici
zajisti plnou spolupraci vyzkumného personalu a
¢lentd NEK pfi takové kontrole a v€asny piistup
k ptisluSnym zdznamim a ddajim. Poskytovatel
a/nebo hlavni zkouSejici musi bez odkladu feSit
jakékoliv nesrovnalosti shledané v tdajich
klinického hodnoceni a zdravotnich zdznamech
subjektd klinického hodnoceni.

14. Vyndlezy. Jestlize vysledkem provadeéni klinického
hodnoceni nebo jiného pouZiti nebo analyzy
hodnoceného piipravku zadavatele (at’ jiZ schvéaleného, ¢i
nikoliv) bude vyndlez nebo objev, patentovatelny Cci
nikoli (,,vynélez*), poskytovatel a hlavni zkouSejici o tom
okamzit¢ pisemné informuji zadavatele a spoleCnost
CRO. Poskytovatel a hlavni zkouSejici postoupi a timto
postupuje veSkeré naroky ktomuto vyndlezu na
zadavatele bez jakychkoliv dal§ich zavazkii nebo dhrad
kromé téch, které zarucCuje tato smlouva. Poskytovatel a
hlavni zkousSejici poskytnou zadavateli na ndklady
zadavatele pfiméfenou pomoc pfi podavani patentovych
prihlasek ve vztahu k vyndlezu a jejich uplatnovani.
Zadavatel udéluje poskytovateli a hlavnimu zkouSejicimu
nevyhradni bezplatnou licenci bez prava na ud¢lovani
dil¢ich licenci na pouZivani veskerych vyndlezii pro
plnéni svych povinnosti podle této smlouvy a pro péci
poskytovanou subjektu hodnoceni. Poskytovatel a hlavni
zkousSejici pted vyuZitim sluZeb jakychkoliv vyzkumnych
pracovnikil, zdstupcti, mistnich poskytovateld sluzeb
a/nebo smluvnich partnerti zajisti, aby tito vyzkumni
pracovnici, zdstupci, mistni poskytovatelé sluZzeb a/nebo
smluvni partnefi postoupili a timto postupuji jakykoli

assign any actual or potential interest in Inventions | skuteny nebo potencidlni podil na vyndlezech
to Sponsor. zadavateli.
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15. Publications. Sponsor does not object to publication
by Institution or Principal Investigator of a summary 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; provided such publication occurs more than one
year after completion or termination of the Trial at the
Institution. To ensure against inadvertent disclosure of
Confidential Information or unprotected Inventions,
Institution and Principal Investigator will provide
Sponsor an opportunity to review at least ninety (90) days
prior any proposed publication or other type of disclosure
before it is submitted or otherwise disclosed. If in the
Sponsor’s judgment, publication or presentation at a
given time would hinder the Sponsor’s development of
the Sponsor Drug, the Principal Investigator will modify
the publication or presentation schedules to reasonably
address Sponsor’s development. The Institution and/or
Principal Investigator further agrees to delete information
identified by CRO or the Sponsor as Confidential
Information, prior to submitting such manuscript and/or
abstract for publication or presentation, or defer
publication or presentation of such manuscript and/or
abstract at the request of the Sponsor, to permit the filing
of any desired patent applications by the Sponsor. If part
of a multi-center Trial, Institution and 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 eighteen
(18) 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. Irrespective of the
outcome of a Trial, within one year from the end of Trial
in all EU member states concerned, the Sponsor shall
submit to the EU database a summary of the results of the
Trial and lay summary unless specified otherwise in
Protocol for justified scientific reasons.

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.

15. Publikace. Zadavatel nema ndmitek proti publikaci
souhrnu vysledki klinického hodnoceni poskytovatelem
nebo hlavnim zkouSejicim na zdkladé¢ informaci
shromédzdénych nebo vytvofenych poskytovatelem nebo
hlavnim zkouSejicim bez ohledu na to, zda jsou vysledky
piiznivé pro hodnoceny 1é¢ivy piipravek nebo ne. A to za
podminky , Ze k této publikaci dojde po uplynuti jednoho
roku po dokonéeni nebo ukonceni klinického hodnoceni
ve zdravotnickém zafizeni. Na ochranu proti
nedmyslnému zvefejnéni duvérnych informaci nebo
nechranénych vyndlezli poskytnou poskytovatel a hlavni
zkousSejici zadavateli piileZitost nejméné devadesit (90)
dni pfedem zkontrolovat vSechny navrhované publikace
nebo jiné typy zvefejnéni pted jejich odeslanim nebo
jinym zvefejnénim. Pokud by podle ndzoru zadavatele
publikace nebo prezentace v daném case branily
zadavateli ve vyvoji hodnoceného 1éCivého piipravku,
hlavni  zkouSejici provede odpovidajici udpravu
harmonogrami publikace nebo prezentace, pficemz
zohledni vyvoj zadavatele. Poskytovatel a/nebo hlavni
zkousejici dile souhlasi s tim, Ze pfed piedloZenim
takového rukopisu a/nebo abstraktu k publikaci nebo
prezentaci odstrani informace oznacené spole¢nosti CRO
nebo zadavatelem jako duivérné informace, nebo na
zédost zadavatele odloZi publikaci nebo prezentaci
takového rukopisu a/nebo abstraktu, aby umoZnil
zadavateli podat pozadované patentové ptihlasky. Jestlize
se jednd o soucdst multicentrické studie, poskytovatel a
hlavni zkouSejici se zavazuji, Ze prvni publikace bude
spoleCnou publikaci vSech pracovist klinického
hodnoceni. Hlavni zkousSejici mize odmitnout ucast ve
spole¢né publikaci nebo jeho uvedeni jako autora. Jestlize
do osmnacti (18) mésict od skonceni nebo pred¢asného
ukonceni klinického hodnoceni na vSech zicastnénych
pracovistich klinického hodnoceni nebude piedloZen
spole¢ny rukopis pro publikaci, mohou poskytovatel
a/nebo hlavni zkousejici pfi dodrZzeni dalSich pozadavkl
této smlouvy publikovat samostatné. Bez ohledu na
vysledek klinického hodnoceni zadavatel do jednoho
roku od ukonceni klinického hodnoceni zada ve vSech
dotéenych clenskych stitech do databdze EU souhrn
vysledki klinického hodnoceni a laické shrnuti, pokud
neni v protokolu z opravnénych védeckych duvodi
stanoveno jinak.

16. Publicita. Z4dnd ze stran nepouZije jméno druhé
strany ani Zddného zjejich zaméstnanci pro ucely
reklamy a propagace bez pisemného svoleni druhé strany.
Zadavatel si vSak rezervuje pravo uvést hlavniho
zkouSejictho a poskytovatel v souvislosti s uvedenim
protokolu v databance klinickych hodnoceni Narodnich
institutt  zdravi (NIH), jinych vefejné dostupnych
seznamech klinickych hodnoceni nebo jinych sluzbach ¢i
mechanismech ndboru pacientd.
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17. Indemnification by Sponsor. 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 negligent design
of the (i)Trial, or (ii) the specifications of the Protocol.
Trial Subject Injury means a physical injury (including
death) or drug-related psychiatric event caused by
administration 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 (“Trial Subject Injury”). 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:
(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. If so
requested by Sponsor, Institution and Principal
Investigator agree to authorize Sponsor to carry out
the sole management of defense of an indemnified
claim.

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 OdSkodnéni zadavatelem. Zadavatel souhlasi s
odskodnénim, obhajobou nebo twhradou nakladi na
obhajobu a ochranou (,,0odSkodnéni*) zkousSejicich
klinického hodnoceni, poskytovatele, v némz se klinické
hodnoceni provadi, jeho pfedstavitelli, zastupci a
zamgstnancti a NEK a/nebo RU, kterd klinické hodnoceni
schvidlila (souhrnné ,,odSkodnéné strany*‘) vii€i veSkerym
narokiim vznesenym tfeti stranou ohledn¢ $kod, ndkladd,
odpovédnosti a/nebo vydajii souvisejicich s djmou
subjektu klinického hodnoceni (definovano niZe),
nedbalym uspotadanim (i) klinického hodnoceni nebo (ii)
specifikacemi protokolu klinického hodnoceni. Ujma
subjektu klinického hodnoceni znamena télesnou djmu
(vCetné smrti) nebo léCivem vyvolanou psychiatrickou
udélost zptisobenou poddavanim hodnoceného 1é¢ivého
piipravku poZadovaného protokolem, které by subjekt
klinického hodnoceni pravdépodobné neutrpél, kdyby se
klinického hodnoceni neucastnil (,,4jma subjektu
hodnoceni*). Zadavatel se dédle zavazuje, Ze uhradi
poskytovateli a/nebo hlavnimu zkousejicimu skute¢né
naklady diagnostickych postupti a 1ékarské péce nezbytné
k 1é€bé Ujmy subjektu klinického hodnoceni.
Poskytovatel a hlavni zkouSejici se zavazuji, Ze
poskytnou nebo zajisti okamzitou diagnézu a 1é¢bu Gjmy
subjektu klinického hodnoceni. Poskytovatel a hlavni
zkousSejici se ddle zavazuji, Ze o takové Gjmée subjektu
hodnoceni okamzité uvédomi zadavatele.

17.1 Vyjimky. Ztéto dohody o odSkodnéni jsou
vynaty veskeré naroky na uhradu $kod vzniklych (a)
nedodrZovanim protokolu nebo pisemnych pokyni
zadavatele odSkodnénou stranou; (b) nedodrZzovanim
platnych zakonl odSkodnénou stranou; nebo (c)
nedbalosti nebo umysln¢ protipravnim jednanim
odskodnéné strany.

17.2 Oznameni a spoluprace. Poskytovatel a hlavni
zkousejici se zavazuji, Ze zadavateli okamZité oznami
jakékoli naroky podléhajici odSkodnéni a budou s nim
plné spolupracovat na jejich feSeni. Pokud o to
zadavatel pozad4, poskytovatel a hlavni zkouSejici se
zavazuji, 7Ze zadavateli pfenechaji vyhradni vedeni
obhajoby ndroku podléhajictho odSkodnéni.

17.3 Narovnidni nebo kompromis. Narovniani nebo
kompromisni feSeni naroku podléhajictho odSkodnéni
nebude pro zadavatele zdvazné bez jeho predchoziho
pisemného souhlasu. Tento souhlas s narovnanim
nebo kompromisnim feSenim nebude zadavatel
nepiiméfené odpirat. Zadna ze stran neuzné pochybeni
jménem druhé strany bez jejiho pisemného souhlasu.
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17.4 Limit of Liability of CRO. Institution and
Principal Investigator 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
or failure to comply with applicable law.

17.5 Limit of Liability of Sponsor. IN NO EVENT
WILL SPONSOR BE LIABLE TO INSTITUTION
OR PRINCIPAL INVESTIGATOR FOR ANY
INDIRECT, SPECIAL, INCIDENTAL,
EXEMPLARY, PUNITIVE OR CONSEQUENTIAL
DAMAGES IN CONNECTION WITH OR
RELATED TO THIS AGREEMENT (INCLUDING
LOSS OF PROFITS, USE, DATA, OR OTHER
ECONOMIC ADVANTAGE), HOWSOEVER
ARISING, INCLUDING STRICT LIABILITY,
TORT OR ANY OTHER THEORY, EVEN IF
SPONSOR HAS BEEN PREVIOUSLY ADVISED
OF THE POSSIBILITY OF SUCH DAMAGE.

18. Termination.

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

a. IEC 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.

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.

c. Early Termination of Trial. If the Trial is
terminated early as described below, the
Agreement will terminate after receipt
by Sponsor or CRO of all relevant
Protocol-required data, Trial documents

17.4 Omezeni odpovédnosti _spolec¢nosti  CRO.
Poskytovatel a hlavni zkousSejici souhlasi s tim, Ze
spolecnost CRO  vyslovné odmitd jakoukoli
odpovédnost v souvislosti s hodnocenym 1é¢ivym
piipravkem nebo protokolem s vyjimkou pfipadt, kdy
odpovédnost vznikne na zdklad€¢ nedbalého jednani,
opomenuti nebo umyslného protipravniho jednani
spole¢nosti CRO nebo nedodrZeni platnych pravnich
predpist.

17.5 Omezeni odpovédnosti zadavatele.
ZADAVATELI ZA ZADNYCH OKOLNOSTI
NEVZNIKA VUCI HLAVNIMU ZKOUSEJICIMU
ODPOVEDNOST ZA JAKEKOLI NEPRIME,
ZVLASTNI, NAHODNE, EXEMPLARNI,
SANKCNI NEBO NASLEDNE SKODY SPOJENE
S TOUTO SMLOUVOU NEBO V SOUVISLOSTI S
Ni (VCETNE ZTRATY ZISKU, UZITi, DAT NEBO
JINYCH EKONOMICKYCH VYHOD), AT UZ
VZNIKLY JAKKOLI, VCETNE OBJEKTIVNI
ODPOVEDNOSTI, DELIKTNI ODPOVEDNOSTI
NEBO MIMOZAVAZKOVEHO VZTAHU, NEBO
JINE ODPOVEDNOSTI. A TO I V PRIPADE, ZE
BYL ZADAVATEL NA MOZNOST VZNIKU
TAKOVE SKODY PREDEM UPOZORNEN.

18. Ukondéeni platnosti smlouvy.

18.1 Podminky ukoncéeni platnosti smlouvy. Platnost
této smlouvy skonci, jakmile nastane kterdkoliv z
ndsledujicich udalosti:

a) Zamitnuti ze strany NEK a/nebo RU. JestliZe bez
zavinéni  poskytovatele = nebo  hlavniho
zkousejictho  nebude  klinické  hodnoceni
zahdjeno z divodu zamitnuti ze strany NEK
a/nebo RU, kterdkoliv ze stran miZe s okamZitou
platnosti ukoncit tuto smlouvu.

b) Ukonceni klinického hodnoceni. Pro tcely 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 spolec¢nost CRO obdrzi vSechny
udaje vyZadované protokolem, dokumentaci
klinického hodnoceni a biologické vzorky a obé
smluvni strany vyrovnaji vzdjemné platebni
zavazky.

c¢) PredCasné ukonceni klinického hodnoceni.
Jestlize dojde ve smyslu didle uvedeném
k pfed¢asnému ukonceni klinického hodnocent,
platnost této smlouvy skonci poté, co zadavatel
nebo spole¢nost CRO obdrzi vSechny tdaje
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and Biological Samples and receipt of all
payments due to either Party.

(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 or Suspension of
Trial by Sponsor . Sponsor further reserves the
right to terminate or suspend 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;
unauthorized disclosures or uses of the Sponsor
Drug or Trial Data; 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
Sponsor Drug or Comparator Drug.

(3) Immediate Termination of Trial by
Institution and/or Principal Investigator.
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
protect the health of Trial Subjects.

(4) Institution, CRO and Sponsor may also
terminate this Agreement with immediate
effect upon written notice to the other party if
the Principal Investigator withdraws from this
Agreement, becomes unavailable or terminates
his/her employment relationship with the
Institution, and despite the best efforts of the
Institution, it is not possible to find an adequate

vyzadované protokolem, dokumentaci
klinického hodnoceni a biologické vzorky a obé
smluvni strany vyrovnaji vzdjemné platebni
zavazky.

(1) Ukonceni klinického hodnoceni vypovédi.
Zadavatel si  vyhrazuje pravo klinické
hodnoceni z jakéhokoliv divodu ukoncit po
podani pisemné vypovédi s vypoveédni Thiitou v
délce tticeti (30) dnid zaslané poskytovateli a
hlavnimu zkousSejicimu. Poskytovatel a hlavni
zkousejici souhlasi s tim, Ze po pfijeti takové
vypovédi  okamzit¢  ukonéi  provadéni
klinického hodnoceni v rozsahu, ktery je
Iékatsky pfijatelny, a to u vSech subjektl
hodnoceni.

(2) Okamzité ukonceni nebo pozastaveni
klinického hodnoceni zadavatelem. Zadavatel
si vyhrazuje prdvo pisemnou vypoveédi
poskytovateli a hlavnimu zkouSejicimu klinické
hodnoceni okamzité ukoncit nebo pozastavit z
divodd, jako jsou nedostatecné rychlé
zatazovani subjektll klinického hodnoceni k
naplnéni cilii klinického hodnoceni, podstatné
neschvdlené odchylky od protokolu nebo
pozadavkiT  na  vykazovani,  okolnosti,
neschvilené  zvefejnéni nebo  pouziti
hodnoceného 1éCivého piipravku ¢i tdaji
klinického hodnoceni, které podle ndzoru
zadavatele predstavuji nebezpeci pro zdravi
nebo pohodu subjekti klinického hodnoceni
nebo opatfeni kontrolniho tdfadu ve vztahu ke
klinickému hodnoceni, hodnocenému 1é¢ivému
ptipravku nebo srovnavaciho 1éku.

(3) Okamzité ukonceni klinického hodnoceni
poskytovatelem a/nebo hlavnim zkouSejicim.
Poskytovatel a/nebo hlavni zkouSejici si
vyhrazuji pravo pisemnou vypovedi zadavateli
a/nebo spolecnosti CRO ukoncit klinické
hodnoceni s okamZitou platnosti, pokud to
pozaduje NEK a/nebo RU nebo pokud je
ukonéeni nutné k ochrané zdravi subjekt
klinického hodnoceni.

(4) Poskytovatel a Zadavatel mohou také
ukoncit tuto smlouvu s okamzitou Gc¢innosti na
zakladé pisemné vypovédi druhé stran€, pokud
hlavni zkouSejici odstoupi od této smlouvy,
pfestane byt k dispozici nebo ukonéi svij
pracovnépravni vztah s Poskytovatelem, a i
pfes vynaloZeni maximadlnitho usili ze strany
Poskytovatele neni moZzno v piiméfené lhute
nalézt odpovidajici ndhradu, kterd by byla
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compensation that would be acceptable to the
Sponsor within a reasonable period of time.

18.2 Payment upon Termination. If the Trial is
terminated early in accordance with this Agreement,
Sponsor or CRO 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 CRO
will reimburse Payee 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
CREFs. Unless instructed otherwise by Sponsor or as
required by applicable law or regulation, Institution
will destroy any unused Sponsor Drug or Comparator
Drug, as applicable, at Sponsor’s reasonable expense.

19. Insurance.

19.1 Institution is insured for medical professional
liability the routine provision of healthcare, in
accordance with 8§45 Sec.2 letter n) of Act of
Healthcare services. This insurance also covers the
Institution’s employees, including the Principal
Invesigator.

19.2 Sponsor will secure and maintain in full force
and effect liability insurance in favour of Sponsor and
Principal Investigator in accordance with Sec. 58(2)
of the Pharmaceuticals Law.

20. Debarment, Exclusion, Licensure and Response.
Institution and Principal Investigator represent that
neither they nor any Research Staff are restricted or
prevented under any healthcare or medicines law from
taking part in clinical research activities and the
Institution and Principal Investigator will not knowingly
use in any capacity the services of any person who is so
restricted or prevented under any such laws with respect

pfijatelnd i pro Zadavatele.

18.2. Platba pfi ukonceni. Jestlize dojde k predasnému
ukonceni klinického hodnoceni v souladu s touto
smlouvou, zaplati zadavatel nebo spole¢nost CRO
posledni platbu rovnajici se dluZzné cdstce za jiz
provedenou prici az do dne tucinnosti ukonceni
smlouvy v souladu s pfilohou A, a to po odecteni jiz
vyplacenych castek. Platba pfi ukonceni bude
zahrnovat vSechny nezruSitelné vydaje fadné
vynalozené a predem schvilené zadavatelem, s
vyjimkou budoucich osobnich nakladd, v rozsahu, v
jakém nelze tyto ndklady pfiméten¢ omezit. Jestlize
klinické hodnoceni nebylo zahdjeno z divodu
odepreni souhlasu NEK a/nebo RU, zadavatel nebo
spolecnost CRO osoba proplati piijemci plateb
poplatky pro NEK a vSechny dalsi vylohy, které
zadavatel pisemné schvalil.

Vriceni materiald. Pokud zadavatel a/nebo
spole€nost CRO neudéli jiné pisemné pokyny,
poskytovatel a hlavni zkouSejici okamZit¢ na
naklady zadavatele vrati vSechny materidly
obdrZené od zadavatele a/nebo spole€nosti CRO pro
provadéni klinického hodnoceni, véetné formulait
CRF. Pokud zadavatel neurci jinak nebo pokud to
nevyzaduji platné zakony nebo pftedpisy,
Poskytovatel na ptiméfené ndklady zadavatele
zlikviduje veskery hodnoceny 1é¢ivy piipravek nebo
pripadné srovnavaci I1€k.

18.3.

19. Pojisténi.

19.1. Poskytovatel je pojiStén na bézné poskytovani
zdravotni péce dle § 45 odst. 2 pism. n zdkona o
zdravotnich sluzbach, v platném znénf, pficemz toto
pojisténi se vztahuje 1 na zaméstnance
poskytovatele véetné hlavniho zkousejiciho.

19.2. Zadavatel zajisti a bude udrzovat v plné platnosti a
ucinnosti  pojisténi odpovédnosti ve prospéch
poskytovatele a hlavniho zkousejiciho v souladu s §

58 odst. 2 zdkona o 1é¢ivech.

20. Zakaz c&innosti, vylouceni, lékaiské osvédceni a
reakce. Poskytovatel a hlavni zkousSejici prohlasuji, Ze
poskytovateli, vyzkumnému persondlu ani hlavnimu
zkousejicimu nebyla dle zadnych zdkond upravujicich
zdravotni péci ¢i léCivé piipravky omezena nebo
zakdzana tcast v klinickém vyzkumu a Ze poskytovatel a
hlavni zkousejici védomé nevyuZiji sluzby Zadné osoby,
které byly dle téchto zdkont tyto ¢innosti omezeny nebo
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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 and CRO if they become
aware of any such restriction or prevention being applied
to the Principal Investigator or any Research Staff.
Institution and Principal Investigator represent that they
and the Research Staff 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
that they have not violated any applicable anti-kickback
or false claims laws or regulations related to their conduct
of research that has not been disclosed to the Sponsor and
CRO. Institution and Principal Investigator will promptly
notify Sponsor and CRO if they become 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.

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, and/or CRO 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. 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.

zakdzany, pokud jde o sluzby poskytované dle této
smlouvy. V prabéhu trvani platnosti této smlouvy a jeden
(1) rok poté poskytovatel a hlavni zkouSejici bez odkladu
informuji zadavatele a spolecnost CRO, pokud se dozvi o
jakémkoliv takovém omezeni nebo zdkazu vztahujicimu
se na hlavniho zkouSejictho nebo jakykoliv vyzkumny
persondl. Poskytovatel a hlavni zkouSejici prohlasuji, Ze
oni samotni a ani vyzkumny persondl nebyli a nejsou
subjektem Z4dného vySetfovani ze strany statnich nebo
kontrolnich uradi, Zddného tdkonu vySetfovani, varovani
nebo vymahani, véetné statem naiizené dohody o firemni
integrité, a Ze neporu$ili zddné platné zdakony nebo
pfedpisy upravujici dplatky nebo neopravnéné ndroky v
souvislosti s provadénim vyzkumu, o ¢emZ by zadavatel
a spole¢nost CRO nebyl informovan. Poskytovatel a
hlavni zkousSejici bez odkladu informuje zadavatele a
spole¢nost CRO, pokud se dozvi o jakémkoliv takovém
opatfeni souvisejicim s dodrzovanim etickych, védeckych
nebo kontrolnich standardii provddéni vyzkumu tehdy,
pokud se tato opatieni vztahuji na uddlosti nebo ¢innosti,
které nastaly pfed nebo v pribéhu obdobi provadéni
klinického hodnoceni.

21. Postoupeni a delegovani. Smluvni strany souhlasi s
tim, Ze zadavatel miZe kdykoliv po pisemném ozndmeni
poskytovateli a hlavnimu zkouSejicimu pfevzit zdvazky a
prava spole¢nosti CRO nebo nahradit spole¢nost CRO
jinym nezavislym dodavatelem. Poskytovatel nebo hlavni
zkousejici nesmi bez ptredchoziho pisemného souhlasu
zadavatele a vyslovné dohody mezi poskytovatelem,
hlavnim zkouSejicim, spole¢nosti CRO a pfislusnym
novym postupnikem nebo subdodavatelem postoupit
nebo smluvné prevést jakdkoliv prava nebo povinnosti
vyplyvajici z této smlouvy. NeZ se hlavni zkouSejici
a/nebo poskytovatel prestehuji do nové lokality, musi
pfedem informovat zadavatele a/nebo spole¢nost CRO.
Tato smlouva je zdvaznid a je uzaviena ve prospéch
nasledniki a schvilenych nabyvatelil prav zadavatele.

22. Zékony proti uplatkatstvi a korupci. Poskytovatel a
hlavni zkouSejici berou na védomi, Ze jsou zadavatel a
spolecnost CRO védzani zdkony proti uplatkafstvi a
korupci. V této souvislosti je zakdzano, aby zaméstnanci,
zastupci, smluvni partnefi a/nebo zdstupci zadavatele a
spolecnosti CRO wucinili nebo nabidli platbu (nebo
cokoliv hodnotného), ptimo ¢i nepiimo, zaméstnanctim
nebo dfednikiim zahrani¢ni vlady, vefejné mezinarodni
organizace, politické strany nebo kandiddtim na
politickou funkci s cilem ziskat zakazku nebo si zajistit
nepatiicnou vyhodu. Poskytovatel a hlavni zkousSejici
zajisti, aby sami nebo jejich vedouci pracovnici,
zaméstnanci, spolupracovnici, feditelé, konzultanti,
zmocnénci, zastupci nebo subdodavatelé, neucinili tkon,
kterym by vznikla odpovédnost zadavatele nebo
spolec¢nosti CRO dle zdkoni proti uplatkafstvi a korupci.
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23. Survival of Obligations. Obligations relating to

Financial = Arrangements, Reporting  Obligations,
Personal Data Protection and Privacy, Confidential
Information, Records, Inspections and Audits,
Inventions,  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
nature and intent remains valid after the term of the
Agreement.

24. 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, except for
certain mutually agreeable changes in the Trial budget as
identified in Attachment A. 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 oOr
subsequent breach thereof, of any other term, provision
or condition of this Agreement whether of a same or
different nature.

25. 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.

26. Severance. In case any one or more of the provisions
of this Agreement should be invalid, illegal or
unenforceable in any respect, the validity, legality and
enforceability of the remaining provisions contained in
this Agreement shall not in any way be affected or
impaired.

27. Relationship of the Parties. The relationship of
Institution and Principal Investigator to CRO and
Sponsor is one of independent contractor and not one of
partnership, agent and principal, employee and employer,
joint venture, or otherwise. Sponsor and CRO agree not
to enter into any other agreement with any employee of
the Institution in connection with this Trial.

23. Platnost zdvazkd po ukonceni smlouvy. Povinnosti
tykajici se finan¢nich ujednéni, vykazovacich povinnosti,

ochrany osobnich tudaji a soukromi, ddvérnych
informaci, zaznaml, kontrol a auditi, vyndlezd,
publikaci, publicity, zdkazu ¢{innosti, vyloucend,

lékatrskych osvédceni a reakci a odSkodnéni zlstavaji v
platnosti i po ukonceni této smlouvy, stejn¢ jako dalsi
ustanoveni této smlouvy nebo jejich ptiloh, které diky
svému charakteru a zdméru po ukonceni smlouvy
zUstavaji naddle v platnosti.

24. Uplnd smlouva. Tato smlouva obsahuje tplné
ujednanf stran a k datu d¢innosti nahradi vSechny ostatni
smlouvy mezi smluvnimi stranami tykajici se daného
klinického hodnoceni. Tuto smlouvu Ize prodlouZit,
obnovit nebo jinak upravit pouze pisemnou formou
vyjadfujici vzdjemnou dohodu smluvnich stran, s
vyjimkou ur€itych vzdjemné odsouhlasenych zmén
rozpoc¢tu klinického hodnocent, jak je uvedeno v piiloze
A. 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
povazovéano ani vykldddno jako dalsi nebo pokracujici
vzdani se prava na dodrZeni takové podminky nebo
ustanoveni, ani jeho ptedchozi, souasné nebo nédsledné
poruseni, nebo vzdini se prava na dodrZeni jakékoli jiné
podminky nebo ustanoveni této smlouvy stejného nebo
odlisného charakteru.

25. Rozpor _ s piilohami. 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 zdleZitostech
a podminky a ustanoveni protokolu se uplatni na samotny
vyzkum a védecké otdzky, pokud nebude pisemnou
formou mezi smluvnimi stranami vyslovné¢ dohodnuto
jinak.

26. Oddélitelnost. V piipadé, zZe jedno nebo vice
ustanoveni této smlouvy bude neplatné, nezdkonné nebo
v jakémkoli ohledu nevymahatelné, platnost, zakonnost a
vymahatelnost zbyvajicich ustanoveni obsazenych v této
smlouvé tim nebude nikterak ovlivnéna ani narusena.

27. Vztah mezi stranami. Vztah poskytovatele a hlavniho
zkousejictho ke spolecnosti CRO a k zadavateli je
vztahem nezavislého dodavatele, nikoli vztahem
partnerského podniku, zmocnénce a zmocnitele,
zaméstnance a zamgéstnavatele, spolecného podniku a
podobné. Zadavatel a spole¢nost CRO se zavazuji, Ze
v souvislosti s timto klinickym hodnocenim neuzaviou
Zadnou jinou smlouvu sZiddnym zaméstnancem
poskytovatele.
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28. 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) and are 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 provided the affected Party informs the other
Parties, provides a description of the reason for the delay,
and provides a plan to mitigate the effects of the Force
Majeure. If the delay 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.

29. Governing Law, Dispute Resolution and Prevailing

28. Vy§& moc. Zadnd 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 vcetn€ vyS§i moci,
zasahl vlady, nehody, stavky, terorizmu, bioterorizmu,
vyluky nebo jiné formy protestnich akci zaméstnancii) a
okamZit¢ o ném uvédomi druhou stranu (,,vy$§i moc*).
Zésah vyssi moci nepfedstavuje poruSeni této smlouvy a
termin plnéni bude ptimétené odlozen, a to za podminky,
Ze postiZzena strana informuje ostatni strany, popiSe diivod
zpozdéni a predloZi plan na zmirnéni dopadi vyssi moci.
Pokud zpozdéni trva vice neZ tficet (30) dni, strany
mohou zahdjit diskusi ve snaze zmirnit dopady jejitho
pusobeni a pokud je to moZné, dohodnout se na
alternativnich ujednénich, kterd mohou byt za danych

okolnosti pfimétena.

29. Rozhodné pravo, feseni spora a jazyk smlouvy. Tato

Language. This Agreement shall be governed by and
construed in accordance with the laws of Czech Republic,
without giving effect to conflict of law provisions. The
Parties agree that if any disputes arising out of the
Agreement cannot be settled amicably through
negotiations, the Czech Republic courts will have
exclusive jurisdiction.

This Agreement has been executed in English and Czech.
In the event of discrepancies between the language
versions, the Czech version shall prevail.

30. Publication of the Agreement. The Parties agree that
this Agreement shall be published in the public Register
of Contracts (“Contracts Registry”) to the extent as it is
required by Applicable Law and in particular Act No.
340/2015 Coll., as amended. Before execution of this
Agreement, CRO and/or Sponsor will prepare and
provide Institution via email with a redacted version of
the Agreement in PDF format (“Redacted Agreement”),
having removed any information which in CRO’s or
Sponsor’s reasonable opinion constitutes CRO or
Sponsor trade secret pursuant to Section 504 of Act No.
89/2012 Coll., the Civil Code. The Sponsor considers the
following information in particular to be its trade secrets:
a summary of payments and the planned number of
evaluated subjects at a given site, the names and functions
of persons authorised to sign Agreements except for
statutory representatives. Such information is not
standard public domain or available in the relevant
business circles and is competitively significant to the
Sponsor. The disclosure of such personal data and trade
secrets could, therefore, be detrimental to the Parties. The
Institution is obliged to obtain the consent of the Sponsor
before publishing the redacted Agreement beyond the

smlouva fidi a je vykldddna podle zdkonii Ceské
republiky bez moZnosti uplatnéni kolizich norem.
Smluvni strany se dohodly, Ze pokud se ptipadné spory
vyplyvajici ze smlouvy nepodaii urovnat smirnou cestou
jedndnim, budou mit vyluénou pravomoc soudy Ceské

republiky.
Tato smlouva byla vyhotovena v anglickém a ceském
jazyce. V piipadé nesrovnalosti mezi jazykovymi

verzemi ma pfednost eska verze.

30. Uvefejnéni smlouvy. Smluvni strany se dohodly, Ze
tato smlouva bude uvetejnéna ve vefejném registru smluv
(’registr smluv”) v rozsahu, v jakém je to pozadovano
platnymi zdkony, zejména zdkonem ¢&. 340/2015 Sb., ve
znéni pozdgjSich predpist. Pfed podpisem této smlouvy
spolecnost CRO a/nebo zadavatel pfipravi a zasle
emailem poskytovateli upravenou verzi smlouvy ve
formatu PDF (“upravend smlouva”), kde budou
znecitelnény jakékoliv informace, které dle divodného
minéni spole¢nosti CRO nebo zadavatele predstavuji
obchodn{ tajemstvi spole¢nosti CRO nebo zadavatele dle
ust. § 504 zakona ¢. 89/2012 Sb., ob¢anského zakoniku.
Zadavatel povazuje za své obchodni tajemstvi nasledujici
informace: ptehled plateb a planovany pocet subjektii
hodnoceni na daném pracoviSti, jména a funkce
povéfenych osob k podpisu smluv vyjma statutdrnich
zastupct. Tyto informace jsou béZné nedostupné vefejné
¢i v piisluSnych obchodnich kruzich a pro Zadavatele
konkuren¢né vyznamné. Uvefejnéni takovych osobnich
udaji a obchodnich tajemstvi by tak mohlo poskodit
zajmy Zadavatele. Poskytovatel je povinen ziskat souhlas
Zadavatele pted uvefejnénim redigované smlouvy nad
rdmec upraveného textu ze strany Zadavatele.
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scope of the redacted text by the Sponsor. The Institution
shall ensure publication of the Redacted Agreement into
the Contracts Registry within five (5) days after the date
of last signature of the Agreement and shall inform the
CRO about the publication at e-mail address:
I s soon as s
reasonably practicable but not later than within seven (7)
days after the date of last signature of the Agreement.

31. The Parties acknowledge that the initiation visit and
delivery of the Sponsor Drug will not take place until the
final document is published in the register of contracts.

The anticipated total amount to be paid to Institution
under this Agreement is CZK 527,135.00.

Estimated number of enrolled Trial Subjects:|Jj

Expected duration of clinical trial:|||||| GGcGc—_

32. 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:

ADARx Pharmaceuticals, Inc.
5871 Oberlin Dr., Suite 200
San Diego, CA, 92121, USA

Attention: Legal
Email: legalnotices @adarx.com

With a copy to / Kopie pro:

Syneos Health, LL.C

1030 Sync Street

Morrisville, North Carolina, 27560, USA

Attention / K rukdm: Site Contracts Department
Institution / Poskytovatel:

Fakultni nemocnice Hradec Kralové
Sokolska 581

Attention / K rukam:

Telephone / Telefon: _
Email / E-mail: | N

Principal Investigator / Hlavni zkouSejici:

Fakultni nemocnice nemocnice Hradec Kralové

Poskytovatel zajisti uvefejnéni upravené smlouvy v
registru smluv béhem péti (5) dnti ode dne posledniho
podpisu smlouvy a bude spole¢nost CRO informovat o
uvefejnéni na emailové adrese:

co nejdiive, ale
nejpozdéji do sedmi (7) dnti od data posledniho podpisu
smlouvy.

31. Smluvni strany berou na v&domi, Ze nedojde k
ptipravku do okamziku uvetejnéni konec¢ného dokumentu
v registru smluv.

Predpokladana celkova ¢astka, ktera bude poskytovateli
uhrazena dle této smlouvy, ¢ini 527,135.00 K¢
Predpokladany pocet zarazenych subjektd klinického
hodnoceniJl}

Piedpoklddana doba trvani klinického hodnoceni: [JJj

32. Ozndmeni. VSechna ozndmeni pozadovand touto
smlouvou musi byt u¢inéna v pisemné formé¢ a budou
povaZzovéna za dorucend pii osobnim doruceni, pfi zaslani
kuryrem s doru¢enim do druhého dne nebo doporu¢enym
dopisem na nize uvedené adresy stim, Ze vSechny
urgentni zaleZitosti, jako napf. zprdvy o bezpecnosti,
budou okamZzit¢ nahldSeny po telefonu a potvrzeny
pisemn¢:

Re / Véc: Project Code / Kéd projektu: |l (‘Project Code” /. kéd projektu®)

500 05 Hradec Kralové - Novy Hradec Krilové, Czech Republic / Ceska republika
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Ustav klinické imunologie a alergologie
Sokolskd 581

Telephone / Telefon:

Email / E-mail : |

In case of any changes in the address, name,
subordination, or other identifying information,
the Party to the Agreement shall notify the other
Party on the fact in writing, no further amendments
to this Agreement are required.

33. Financial Disclosure. The Institution and/or Principal
Investigator shall complete and return to CRO or the
Sponsor in a timely manner, financial certification or
disclosure forms, as applicable, provided to the
Institution and/or Principal Investigator by CRO or the
Sponsor. The Institution and/or Principal Investigator
shall also complete and return to CRO or the Sponsor, all
disclosure updates, as so instructed by CRO or the
Sponsor, for the duration of the Trial, and for one year
thereafter. The Institution and/or Principal Investigator
shall ensure that all sub investigators, performing a Trial-
related function shall complete and return all financial
certification/disclosure forms as described in this
Section.

34. Counterparts and Signatures. Where this Agreement
is executed through the use of an electronic or digital
signature, Parties agree that: (i) their electronic or digital
signature has same effect as a handwritten signature; (ii)
signature by electronic or digital means is permitted
under Applicable Law for the execution of the
Agreement, in particular Act No. 297/2016 Coll., on
services creating trust for electronic transactions; (iii) the
electronic or digital signature platform used to generate
such signature meets the requirements under Applicable
Law for creating a valid advanced electronic or digital
signature; and (iv) Institution and/or Principal
Investigator shall provide to CRO and/or to Sponsor any
further  necessary  certification or  supporting
documentation around their electronically generated
signatures in compliance with this Section.

[SIGNATURE PAGE FOLLOWS]

500 05 Hradec Kralové - Novy Hradec Kralové, Czech Republic / Ceska republika

V piipadé zmény adresy, ndzvu, podiizenosti nebo
jinych identifikacnich ddaji ozndmi smluvni strana
tuto skutenost druhé smluvni strané pisemné, dalsi
zmény této smlouvy se nevyZzaduji.

33. Poskytovani finan¢nich informaci. Poskytovatel
a/nebo hlavni zkouSejici vyplni a vcéas odevzdaji
spole¢nosti CRO nebo zadavateli formulate s finan¢nimi
vykazy nebo informacemi, které poskytovateli a/nebo
hlavnimu zkousSejicimu poskytne spolecnost CRO nebo
zadavatel. Poskytovatel a/nebo hlavni zkousSejici rovnéz
vyplni a vrati spolecnosti CRO nebo zadavateli vSechny
aktualizované informace podle pokynt spole¢nosti CRO
nebo zadavatele po dobu trvani klinického hodnoceni a
jeden rok poté. Poskytovatel a/nebo hlavni zkouSejici
zajisti, aby vSichni spoluzkousejici, ktefi vykondvaji
funkci souvisejici s klinickym hodnocenim, vyplnili a
odevzdali  vSechny  formuléfe s financnimi
vykazy/informacemi, jak je popsdno v tomto bodé.

34. Vyhotoveni a podpisy. Pokud byla tato smlouva
podepsana za pouziti elektronického nebo digitdlniho
podpisu, smluvni stranysouhlasi s tim, Ze: (i) jejich
elektronicky nebo digitdlni podpis ma stejné tcinky jako
vlastnoru¢ni podpis, (ii) podpis elektronickymi nebo
digitdlnimi prostiedky je dovolen platnymi zdkony pro
podpis smlouvy, zejména zdkonem ¢. 297/2016 Sb., o
sluzbach vytvarejicich diveéru pro elektronické transakce,
(iii) platforma elektronického nebo digitdlntho podpisu
pouzitd k vygenerovani takového podpisu spliuje
pozadavky platnych zdkoni pro vytvoreni platného
zaruceného elektronického nebo digitalntho podpisu, a
(iv) poskytovatel a/nebo hlavni zkouSejici poskytnou
spole¢nosti CRO a/nebo zadavateli jakoukoliv dalsi
nezbytnou certifikaci nebo podpltrnou dokumentaci
tykajici se jejich podpist elektronicky vygenerovanych v
souladu s timto bodem.

[NASLEDUJE STRANA S PODPISY]
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| Agreed to and accepted: | Souhlasim a prijimam:
SPONSOR / ZADAVATEL INSTITUTION / POSKYTOVATEL
Signature / Podpis Signature / Podpis

MUDr. Ales Herman, Ph.D.

Printed Name / Jméno (hilkovym pismem)

President and CEO / Prezident a CEO

Printed Name / Jméno (hillkovym pismem)

Director / feditel

Title / Pozice
2.12.2025

Title / Pozice
12.12.2025

Date / Datum

CRO

Date / Datum

PRINCIPAL INVESTIGATOR / HLAVNI
ZKOUSEJICI

Signature / Podpis

Printed Name / Jméno (hillkovym pismem)

Signature / Podpis

Printed Name / Jméno (hiilkovym pismem)

Manager SSU & Regulatory Principal Investigator / Hlavni zkousejici
Title / Pozice Title / Pozice
22.11.2025 10. 12. 2025
Date / Datum Date / Datum
PI: Institution: Fakultni nemocnice Hradec Krélové | ADARx Pharmaceuticals, Inc. | ADX-324-301

Doc Name: SYNH CZE 4 Parties CTA (CRO/SPN) V1.6 160ct2023 | Doc Final: 13/Nov/2025 27136



Confidential | Duvérné

ATTACHMENT A
PAYMENT TERMS

A-1. General Terms. All payments for this Trial will be
administered by CRO on behalf of Sponsor in accordance
with this Attachment A and Attachment B. Payee 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. Payments will be made
for completed visits and treatment related costs in
accordance with Attachment B, unless otherwise noted in
the Agreement. Invoices will be paid by Sponsor through
CRO via electronic fund transfer or wire transfer as soon
as practicable upon receipt of invoices but no later than
forty five (45) calendar days of receipt of an undisputed
invoice. Monitoring will occur based on site enrollment
and completion of data entry. All queries must be
resolved within five (5) business days of receipt by
Institution and/or Principal Investigator any time during
the Trial. Payee must submit any final invoices within
thirty (30) 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. The Parties have agreed that if the
invoicing documents were sent by the Sponsor/CRO in
December, they must be sent no later than December 15
of the current year.

The pharmacy will be included in the invoicing
documents prepared by the Sponsor in regular mode as a
site. The amounts for the pharmacy will be indicated by
the word PHARMACY or listed in a separate list of
payments for the pharmacy.

Payments for mass-produced medicinal products (HVLP)
provided from the pharmacy's stock at the request of the
Sponsor for the Trial will be invoiced once a month. The

PRILOHA A
PLATEBNI PODMINKY

A-1. VSeobecné podminky. VSechny platby za toto
klinické hodnoceni bude spravovat CRO jménem
zadavatele v souladu s touto pifilohou A a piilohou B. Za
fddn¢ zatazené subjekty klinického hodnoceni bude
pifjemci plateb vyplacena odména v souladu s piilohou
B. Tato ¢4stka predstavuje plnou thradu za préci, kterou
poskytovatel a hlavni zkouSejici odvedou, vcetné
veskerych praci a péce uvedenych v protokolu klinického
hodnocenti, spolecné se vSemi reZijnimi a
administrativnimi  sluzbami. Za subjekty klinického
hodnoceni zatazené do klinického hodnoceni v rozporu s
protokolem nebude vyplacena zddnd odména.

A-2. Platebni podminky. Platby za kazdy subjekt
klinického hodnoceni budou hrazeny Cctvrtletné na
zéklad¢ udaju z CRF zadanych poskytovatelem a/nebo
hlavnim  zkouSejicim ziskanych pii navsStévach
zatazenych subjektt klinického hodnoceni. Platby budou
provedeny za ndklady na dokon&ené navstévy a lé€bu v
souladu s piilohou B, nestanovi-li smlouva odliSn¢.
Faktury budou uhrazeny zadavatelem prostfednictvim
spole¢nostiCRO prostfednictvim elektronického pfevodu
finan¢nich prostfedktl nebo penéZnim prevodem, jakmile
to bude mozné po obdrZeni faktur, nejpozdeji vSak do
Ctyficeti péti (45) kalendarnich dnt od obdrzeni nesporné
faktury. Bude proveden monitoring porovndvajici
zatazovani na pracovisti a vyplnovani udaji. Veskeré
dotazy musi byt vyfeSeny do péti (5) pracovnich dnti poté,
co je poskytovatel a/nebo hlavni zkousejici obdrzi, a to
kdykoliv béhem klinického hodnoceni. Piijemce plateb je
povinen predlozit zaveére¢né faktury ve lhite triceti (30)
kalendafnich dnti po navstévé pro ukonceni klinického
hodnoceni ve zdravotnickém zafizeni. Faktury pftijaté
pozdéji nebudou proplaceny. Piijemce plateb mize ve
Ihtteé Sedesati (60) kalendarnich dnd po datu navstévy pro
ukonéeni klinického hodnoceni ve zdravotnickém
zafizeni rozporovat neshody v platbach nebo chybéjici
platby. Smluvni strany se dohodly, Ze pokud by byly
podklady k fakturaci zasilany zadavatelem/spolecnosti
CRO v prosinci, je tfeba je zaslat nejpozdé€ji do 15.
prosince béZzného roku.

Lékarna bude zahrnuta do podkladi k fakturaci
vyhotovovanych zadavatelem v pravidelném reZimu jako
centrum. Céstky pro lékdrnu budou oznaGovany slovem
PHARMACY, popiipadé uvedeny v samostatném vyctu
plateb pro 1ékarnu.

Platby za hromadné vyrdbéné 1é¢ivé piipravky (HVLP)
poskytované ze zasob 1ékarny na pozadani zadavatele do
klinického hodnoceni, se budou fakturovat jedenkrdt
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basis for invoicing to the Finance and Analysis
Department will be the dispensing slips from the Mediox
pharmacy system, with the current date, the current price
of HVLP in the valid price regime, marked with the
protocol number and the name of the principal
investigator and the patient number and the patient's visit
number.

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. “Invoiceable” Trial Related Costs. Payee will be
paid for invoiceable Trial related costs that are
pre-approved by Sponsor, if and as listed in Attachment
B (budget item(s) with cost amount “INVOICE”). To
request payment for such costs, Payee will remit an
itemized invoice to CRO with documentation and
receipts substantiating the expenses. Any such Trial
related costs will be invoiced only in the amount actually
incurred with no mark-up. Payee will not receive any
payments for costs 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.

A-5. Final Payment. At the conclusion of the Trial, all
CRFs and Trial-related documents will be promptly 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 destroyed or as otherwise instructed
by Sponsor; and all close out issues are resolved, and
procedures completed, including final IEC and/or RA
notification, if applicable. All outstanding queries that
affect the Final Payment must be resolved within five (5)
business days of receipt by Institution and/or Principal
Investigator. Sponsor or CRO will perform final
reconciliation of all payments made to date against total
amount due and Sponsor through CRO 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 CRO.

mésicné. Podkladem pro fakturaci na Oddéleni financi a
analyz budou vydejky z Iékarenského systému Mediox, s
aktudlnim datem, s aktudlni cenou HVLP v platném
cenovém rezimu, oznacené Cislem protokolu a jménem
hlavniho zkousejiciho a ¢islem pacienta a ¢islem vizity
pacienta.

A-3. Platby pfefakturované na zadavatele. Platby splatné
dle této smlouvy jsou platby prefakturované na
zadavatele a budou zaslany az poté, co spole¢nost CRO
tyto platby obdrZi od zadavatele. Spole¢nost CRO nenese
Z4adnou odpovédnost za neuhrazeni platby v pfipadé, Ze
potfebné finance zadavatel vcas spolecnosti CRO
neposkytl.

A-4.  Fakturovatelné“ ndklady souvisejici s klinickym
hodnocenim. Pifijemci plateb budou uhrazeny
fakturovatelné  ndklady  souvisejici s klinickym
hodnocenim, pokud existuji a jak jsou uvedenyv piiloze
B (rozpoctovd(é) polozka(y) svysi nakladid
FAKTURA®). Zadost o thradu takovych nékladi
pifjemce plateb poda spole¢nosti CRO formou faktury s
uvedenim jednotlivych poloZek a podloZené dokumentaci
a doklady dokladajici vydaje. Jakékoliv tyto ndklady
souvisejici s klinickym hodnocenim budou fakturovany
pouze ve skute¢né vynaloZzenych ¢astkdch bez navyseni.
Pfijemce plateb neobdrzi Zadné platby za naklady, u
nichz ptijemce plateb neptedlozi kopii skutecné faktury
nebo jinou dokumentaci jasné odtvodnujici, Zze vydaje
byly skutecné, ptimétené a ovefitelné z hlediska Castky
predkladané k nihrade¢.

A-5. Zavérecnd platba. Pii ukonceni klinického
hodnoceni budou zadavateli okamzit¢ ptredlozeny ke
kontrole vSechny formuldfe CRF a dokumenty
souvisejici s klinickym hodnocenim. Zavére¢nd platba
(;,zav€reCna platba”) bude uhrazena, jakmile: budou
vyplnény a ptfedany vSechny formulate CRF, budou
uspokojivé zodpovezeny dotazy tykajici se udajt, budou
zniCeny vSechny hodnocené 1é¢ivé piipravky, nebo s nimi
bude naloZeno dle jinych pokynt zadavatele, budou
vyieSeny vSechny problémy s ukonceni klinického
hodnoceni a dokonCeny vSechny postupy, vcetné
zévéreéného oznameni NEK a/nebo RU, pokud je to
relevantni. VSechny nevyfeSené dotazy, které ovliviuji
zavére¢nou platbu, musi byt vyfeSeny ve lhaté péti (5)
pracovnich dnti po jejich obdrZeni poskytovatelem a/nebo
hlavnim zkouSejicim. Zadavatel nebo spole€nost CRO
provedou  kone¢né  odsouhlaseni vSech  dosud
vyplacenych plateb s celkovou dluznou castkou a
zadavatel prostfednictvim spolecnosti CRO bez odkladu
zaplati poskytovateli piipadné neuhrazené castky.
Pifjemce plateb bez odkladu ve lhaté tficeti (30)

kalendafnich dnGi po ozndmeni zadavatele nebo
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A-6. Taxes.

(1) Payments shown in Attachment B do not include
Value Added Tax (“VAT”). All cross border
payments will not be subject to VAT under reversed
chargetax shift according to Applicable Law. If this is
the case, 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. 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
Trial Subject who fails to meet the screening visit criteria
and is thus not eligible for enrollment into the Trial
(“Screen Failure”). Screen Failures will be reimbursed, as
outlined in Attachment B.

A-8. Necessary Procedures and Unexpected Trial
Related Costs. Payee will be reimbursed for valid
necessary visits and procedures, and Unexpected Trial
Related Costs not covered under Attachment B without
the need for an amendment to the Agreement in case the
below conditions are met. 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 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. In addition, Payee may
be paid for reasonable and unexpected Trial related costs
upon prior written approval from Sponsor, and based on
an itemized invoice with documentation and receipts
substantiating the expenses as actually incurred.

spolecnosti  CRO  vyplati zadavateli  jakékoliv
neopravnéné platby nebo preplatky dfive uhrazené
pifjemci plateb.

A-6. Dané.

(1) Platby uvedené v pfiloze B jsou uvedeny bez dang
z ptidané hodnoty (,,DPH®). VSechny pfeshrani¢ni
datiové platby nebudou podléhat DPH na zdkladg
ptenesené danové povinnosti / presunu zdanéni dle
platnych zdkonii. V tomto piipad¢ piijemce plateb
DPH na faktufe nepfiCte, pricemz v souladu s
platnymi zdkony je na faktufe tfeba uvést poZadovany
text.

(2) Ptijemce plateb potvrzuje a zavazuje se, Ze ponese
vyhradni odpovédnost za piipadné platby vSech
piispévkll a dani uvalenych piisluSnym vladdnim
organem na odmeény vypldcené piijemci plateb dle
této smlouvy. Spolecnost CRO nebo zadavatel
neponesou odpovédnost za provadéni srdzek nebo
placeni takovych poZadovanych ptispévkt nebo dani.
Pii{jemce platby piebird plnou odpovédnost za
vykazovani vSech pfijatych plateb dle této smlouvy
ptislusSnym finan¢nim dfadim v souladu s platnymi
zékony.

A-7. NetspéSny  screening.  Pfipad  neuspésného
screeningu se vztahuje na subjekt klinického hodnocent,
ktery nesplni kritéria screeningové navstévy, a tudiz neni
zpusobily k zatazeni do klinického hodnoceni (,,Piipad
nedspéSného  screeningu®). Pripady neudspésného
screeningu budou uhrazeny v souladu s pfilohou B.

A-8. Nutné postupy a neolekavané ndklady souvisejici
s klinickym hodnocenim. Pifjemci plateb bude
poskytnuta dhrada za platné nutné navstévy a postupy
aneocekdvané  naklady  souvisejici s klinickym
hodnocenim, které nejsou zahrnuty v piiloze B bez
nutnosti doplnéni slouvy v pfipadé, Ze budou splnény
nasledujici podminky. Uhrada za postup nutny z hlediska
bezpecnosti subjektu hodnoceni bude provedena v
jednotkové cen¢ odsouhlasené v piiloze B, je-li uvedena,
nebo neuvadi-li pfiloha B jednotkovou cenu, pak budou
pifjemci plateb uhrazeny skute¢né naklady, které vznikly
poskytovateli a hlavnimu zkouSejicimu, pfic¢emZ bude
nutné vystavit samostatnou fakturu podloZenou
dokumentaci dokladajici nutnost provést Iékaisky tikon.
V ptipadech, kdy to bude mozné, je tfeba ziskat pfedchozi
pisemny souhlas zadavatele nebo spole¢nosti CRO,
pokud tim nebude naruSena integrita klinického
hodnoceni nebo dotcena bezpecnost subjektu klinického
hodnoceni, pficemZ v takovém pifipad€ bude zadavatel
informovén, jakmile to bude ndsledné¢ mozné. Kromé
toho mohou byt pifjemci platby zaplaceny za pfiméiené
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A-9. Payee. The payments will be made to the following
Payee and address (“Payee”):

a neocekdvané ndklady souvisejici s klinickym
hodnocenim po predchozim pisemném souhlasu
zadavatele a na zdkladé faktury rozepsané na jednotlivé
polozky s dokumentaci a tuctenkami doklddajicimi
skute¢né vzniklé vydaje.

A-9. Piijemce  plateb. Platby budou uhrazeny
nasledujicimu pfijemci a na niZe uvedenou adresu
(“prijemce plateb”):

Payee Name / Jméno piijemce plateb:

Fakultni nemocnice Hradec Kralové

Payee Address / Adresa piijemce plateb:

§okolské 581, 500 05 Hradec Krédlové — Novy Hradec Kréalové,
Ceska republika / Czech Republic

Payee Tax Identification Number / Datiové
identifika¢ni ¢islo pfijemce plateb:

Payee Contact Email address / Kontaktni e-
mailov4 adresa piijemce plateb:

Payee Contact Person / Kontaktni osoba
piijemce plateb:

CZ00179906

Payee Bank Account Details / Bankovni
spojeni piijemce plateb:

Bank Name / Ndzev banky:

Ceska narodni banka

Bank Address / Adresa banky:

Na Piikopé 864/28 115 03 Praha 1 , Cesk4 republika / Czech

Republic
Bank Account Number / Cislo Gétu: 24639511/0710
IBAN Number / Cislo IBAN: CZ23 0710 0000 0000 2463 9511
SWIFT Code / Kéd SWIFT: CNBACZPP

Variable symbol / Variabilni symbol:

Invoice number / Cislo faktury

In case of changes in the Payee’s bank account details,
Payee is obliged to inform CRO in writing via the CRO
payment authorization form (“PAF”). Parties agree that
in case of changes in bank details which do not involve a
change of Payee or change of country location of bank
account, no amendment to this Agreement shall be
required.

A-10. Invoices. All invoices must be issued to the
following as instructed in English:

Syneos Health UK Limited

Attn.: Investigator Payment Department
Farnborough Business Park

1 Pinehurst Road

Farnborough

Hampshire

GU14 7BF, UK

VAT: GB806650142

Re / Véc: Project Code / Kéd projektu: || Gz

All invoices and payment related queries -including the
Project Code- must be sent to:

V piipad¢ zmén v bankovnim spojeni pfijemce plateb je
ptijemce plateb povinen pisemné informovat spolecnost
CRO prostiednictvim tzv. payment authorization form
spole¢nosti CRO (“PAF”). Smluvn{ strany se dohodly, Ze
v piipadé zmén bankovnich ddaji, které nezahrnuji
zménu piijemce plateb nebo zménu zemeé mista
bankovniho Gctu, se dodatek k této smlouvé nevyzaduje.

A-10. Faktury. VSechny faktury musi byt vystaveny
v anglictin€ podle pokynt na niZe uvedenou adresu:

Vsechny faktury a dotazy tykajici se plateb — v¢etné kodu
projektu — musi byt zaslany na:
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In case hard copy invoices need to be processed, they
must be sent to the CRO address stated in this Section.

Each invoice must contain: (1) Sponsor’s name,
(2) Protocol number, (3) Project Code, (4) Principal
Investigator’s name, (5) site number, (6) Payee contact
telephone number and email address, (7) Payee Bank
Account Details, (8) a summary of the reimbursement to
be made in compliance with the Attachment B, (9) if the
Payee is VAT registered, the Payee VAT registration
number and (10) for cross border tax payments: (i) the
CRO VAT number and (ii) the note “VAT is zero rated
under “reversed charge”, as applicable.

For the avoidance of doubt, Payee is solely responsible
for issuing all Trial related invoices under this Agreement
in accordance with Applicable Laws, based on local tax
requirements.

A-11. Sponsor acknowledges that if it does not pay the
properly issued invoice on time and such invoice is not in
dispute, the Institution is legally entitled to legal interest
for late payment in accordance with § 1970 of Act No.
89/2012 Coll., Civil Code, as amended.

If the invoicing address or VAT number changes, the
Sponsor/CRO is obliged to immediately inform the
Institution:

Pokud je tfeba zpracovat faktury v papirové podobé¢, musi
byt zaslany na adresu spole¢nosti CRO uvedenou v tomto
bodé¢.

Kazda faktura musi uvadét: (1) ndzev =zadavatele,
(2) cislo protokolu, (3) kéd projektu, (4) jméno hlavniho
zkousejicitho, (5) ¢islo centra, (6) kontaktni telefonni
¢islo a e-mailovou adresu piijemce plateb, (7) Bankovni
spojeni piijemce plateb, (8) shrnuti plateb poZadovanych
v souladu s pfilohou B, (9) pokud je pfijemce platby
platcem DPH, pak danové identifikacni Cislo pifjemce
plateb , a (10) pro pfeshrani¢ni danové platby: (i) dafiové
identifika¢ni ¢islo spole¢nosti CROa (ii) poznidmku
»DPH s nulovou sazbou na zdklad¢ pfenesené datiové
povinnosti, pokud je to relevantni.

Aby se predeSlo pochybnostem, piijemce platby je
vyhradné¢ odpovédny za vystaveni vSech faktur
souvisejicich s klinickym hodnocenim podle této
smlouvy v souladu s platnymi zdkony na zakladé
mistnich dafiovych pozadavki.

A-11. Zadavatel bere na védomi, Ze pokud neuhradi
fadn¢ vystavenou fakturu vcas, md poskytovatel ze
zékona ndrok na zdkonné uroky z prodleni v souladu s §
1970 zdkona ¢. 89/2012 Sb., obcansky zdkonik,
v platném znéni.

Pokud dojde ke zméné fakturaéni adresy nebo DIC, je
zadavatel/spolecnost CRO  povinen  neprodlené
informovat poskytovatele:
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ATTACHMENT B PRILOHA B

FINANCIAL ARRANGEMENTS WORKSHEET ZAZNAM FINANCNIHO UJEDNANI
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