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CLINICAL TRIAL AGREEMENT
Protocol # XPro1595-AD-02

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

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, established under the
Companies Act 2006 as in force in England and Wales,
company number: 4428083, represented by xxx under a
power of attorney (“CRO”)

and

Fakultni nemocnice u sv. Anny v Brné [St. Anne's
University Hospital in Brno], with a place of business
at Pekarska 664/53, 602 00 Brno, Czech Republic,
Company ID No.: 00159816, represented by Ing.
Vlastimil Vajdak, CEO (“Institution’)

and

xxx, located at xxx, Czech Republic, an employee and
staff physician at the 1st Neurology Clinic of the
Institution (“Principal Investigator™).

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

BACKGROUND

By separate agreement, INmune Bio Inc., with a
principal place of business at 225 NE Mizner Blvd., Suite
640, Boca Raton, FL 33432, USA, xxx (“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, 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.

Sponsor wishes to support a clinical trial with Sponsor
Drug (hereinafter defined) XProl595, encoded
XProl1595-AD-02 entitled “A Randomized, Placebo-

SMLOUVA O KLINICKEM HODNOCENI
Protokol ¢islo XPro1595-AD-02

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 G¢innosti*) se uzavira
mezi

spolecnosti Syneos Health UK Limited, se sidlem ve
Velké Britanii na adrese Farnborough Business Park, 1
Pinehurst Road, Farnborough, Hampshire, GU14 7BF,
Spojené  kralovstvi,  zalozena  podle  zakona
o spole¢nostech z roku 2006 pro Anglii a Wales s ¢islem
spolecnosti 4428083, zastoupena xxx na zakladé plné
moci (,,CRO%)

a

Fakultni nemocnice usv. Anny v Brné, se sidlem
Pekaiska 664/53, 602 00 Brno, Ceska republika,
ICO: 00159816, zastoupena Ing. Vlastimilem Vajdakem,
teditelem (,,zdravotnické zatizeni*)

a

xxx, bytem xxx, Ceska republika, zaméstnankyné
zdravotnického zatizeni a Iékarka I. Neurologické kliniky
(,,hlavni zkousejici®).

»Smluvni strana“ znamena rovnocenné spole¢nost CRO,
zdravotnické zafizeni nebo hlavniho zkousejiciho a
smluvni strany* znamenaji v§echny z nich.

VYCHODISKA

Samostatnou smlouvou spole¢nost INmune Bio Inc., se
sidlem 225 NE Mizner Blvd., Suite 640, Boca Raton, FL
33432, USA, xxx, xxX(,,zadavatel) povéfila spolecnost
Syneos Health, LLC, smluvni vyzkumnou organizaci se
sidlem ve Spojenych statech na adrese 1030 Sync Street,
Morrisville, North Carolina, 27560, USA, plsobici jako
nezavisly smluvni dodavatel, aby jednala jménem
zadavatele pro TUcely prevodu urcitych zavazka
plynoucich z této smlouvy, pficemz uvedené zavazky
zahrnuji zejména vyjednani a uzavieni smlouvy a
spravovani plateb za sluzby provadéné a popsané nize.

Zadavatel si pteje podpofit klinické hodnoceni
hodnoceného 1écivého piipravku (definovaného nize)
XPro1595 s kéodovym oznadenim XProl595-AD-02
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Controlled, Double-Blind Study of XProl595 in
Patients with Early Alzheimer’s Disease with
Biomarkers of Inflammation” (“Protocol”) to be
conducted at Institution (“Trial”) to involve patients
participating in the Trial (“Trial Subjects”).

The Parties agree as follows:

1. Investigators and Research Staff.

1.1 Principal Investigator. The Principal Investigator,
being an employee of the Institution, will be
responsible for the direction of the Trial in accordance
with Applicable Law (hereinafter defined) and
Institution policies. The Trial will be conducted under
the supervision of the Principal Investigator at L.
Neurologicka Kklinika (Ist Neurology Clinic) of
Fakultni nemocnice u sv. Anny v Brné, Pekaiska
664/53, 602 00 Brno, 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 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. Per ICH E6 R2, sections
4.2.5 and 4.2.6, as the 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.

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

nazvanym ,,Randomizované, placebem kontrolované,
dvojité zaslepené klinické hodnoceni léku Xpro1595 u
pacientii s ¢asnou Alzheimerovou nemoci
s pritomnosti biomarkerd zanétu® (,,protokol®), které
bude provadéno ve zdravotnickém zafizeni (,,klinické
hodnoceni®) a budou do né&j zafazeni pacienti (,,subjekty
klinického hodnoceni).

Strany se dohodly takto:

1. ZkouSejici a vyzkumny personal.

1.1 Hlavni zkousSejici. Hlavni zkousSejici jako
zaméstnanec  zdravotnického  zafizeni  bude
odpovédny za vedeni klinického hodnoceni v souladu
s platnymi zakony (definovanymi nize) a ptredpisy
zdravotnického zafizeni. Klinické hodnoceni bude
provadéno pod vedenim hlavniho zkousejiciho na I.
neurologické Kklinice Fakultni nemocnice u sv.
Anny v Brné, Pekaiska 664/53, 602 00 Brno, Ceska
republika. Zdravotnické zafizeni potvrzuje, Ze jak
zdravotnické zatizeni, tak i hlavni zkousSejici maji
opravnéni, jsou registrovani nebo jsou jinak
kvalifikovani a zplsobili podle mistnich zakont,
predpisti, zasad nebo spravnich pozadavki k
provadéni klinického hodnoceni a pozadovanych
¢innosti souvisejicich s klinickym hodnocenim a ze
budovy a prostory, kde ma byt klinické hodnoceni
provadéno, jsou vhodné pro provadéni klinického
hodnoceni v souladu s pozadavky platnych pravnich
predpist.

1.2 Spoluzkousejici a vyzkumny persondl. Hlavni
zkousejici miize delegovat povinnosti a odpovédnosti
na  spoluzkouSejici ¢ vyzkumny  personal
(spoluzkousejici a vyzkumny personal, souhrnné
»vyzkumny personal”), ktery mulze zahrnovat
zaméstnance nebo konzultanty zdravotnického
zatizeni ¢i smluvni dodavatele tieti strany, a to
pouze v rozsahu povoleném platnymi zakony, kterymi
se fidi realizace klinického hodnoceni dle nize
uvedeného popisu. Dle predpisu ICH E6 R2, casti
4.2.5 a 4.2.6, je hlavni zkousejici zodpovédny za
dohled nad vyzkumnym personalem, bude zajist'ovat,
aby pii provadéni klinického hodnoceni asistovaly
pouze fadné kvalifikované a vyskolené osoby, a zajisti
bezuhonnost v ramci vykonavani povinnosti a funkci
souvisejicich s klinickym hodnocenim a integritu
udaju (definovanych nize) vytvorenych vyzkumnym
personalem v souvislosti s klinickym hodnocenim.

1.3 Povinnosti zdravotnického zafizeni a hlavniho

zkouSejiciho. Zdravotnické zafizeni a hlavni
zkouSejici zajisti, aby byl vyzkumny personal

informovéan o veskerych podminkéach této smlouvy
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activities they perform. Institution and Principal
Investigator will assume all those responsibilities
assigned under relevant 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 wuse, Act No. 378/2007 Coll.,, on
Pharmaceuticals, as amended (“Pharmaceuticals
Law”), Decree No. 226/2008 Coll., on Good Clinical
Practice and Detailed Conditions of Clinical Trials on
Medicinal Products, 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, as
amended, and Act No. 372/2011 Coll., on Healthcare
Services and conditions for their provision, as
amended; as well as all relevant applicable and
effective 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
including Regulation (EU) 2016/679 of the European
Parlament and of the Council of 27 April 2016 on the
protection of natural persons with regard to the
processing of personal data and on the free movement
of such data, and repealing Directive 95/46/EC —
GDPR (collectively “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 or CRO
may terminate this Agreement in accordance with the
termination provisions below.

2. Protocol. Institution and Principal Investigator will
conduct the Trial in accordance with the Protocol

platnych pro vykonavané ¢innosti a souhlasil s nimi.
Zdravotnické zafizeni a hlavni zkousSejici prevezme
vSechny povinnosti vyplyvajici z ptislusnych platnych
zakonu, predpist, pokynl a norem, vcetné¢ zejména
vSech platnych pokyni a standardi Mezinarodni
konference pro harmonizaci spravné klinické praxe
(International Council for Harmonization Good
Clinical Practice, ICH GCP) a Helsinské Deklarace
Svétové 1ékaiské asociace ,Etické zasady pro
lékatsky vyzkum za Gc¢asti lidskych subjektia* (2013),
Natizeni Evropského parlamentu a Rady (EU) ¢.
536/2014 ze dne 16. dubna 2014 o klinickych
hodnocenich humannich 1é¢ivych piipravki, zékona
¢. 378/2007 Sb., o lécivech, ve znéni pozd¢jsich
predpist (,,zakon o 1é¢ivech), vyhlasky ¢. 226/2008
Sb., o spravné klinické praxi a bliz§ich podminkach
klinického hodnoceni 1éCivych pfiipravkl, ve znéni
pozdgjSich ptedpist, vyhlasky ¢. 86/2008 Sb., o
stanoveni zasad spravné laboratorni praxe v oblasti
1é¢iv, ve znéni pozdgjsich predpist, vyhlasky ¢.
84/2008 Sb., o spravné lékarenské praxi, blizSich
podminkach zachazeni s 1éCivy v lékarnach,
zdravotnickych zatizenich a u dal§ich provozovatelii a
zafizeni vydavajicich lécivé pripravky, ve znéni
pozdéjsich piedpisi a zakona ¢&. 372/2011 Sb., o
zdravotnich  sluzbach a  podminkach jejich
poskytovani, ve znéni pozdéjSich piedpist; a také
vSech prislusnych platnych a ucinnych zakonti a
pokynd upravuyjicich klinickd hodnoceni 1é¢ivych
ptipravkd, vSech platnych zdkonti upravujicich lidska
prava, legislativy upravujici dodavky 1€k, legislativy
upravujici otazky vzorki tkadn€ a biologickych vzork,
a vSech platnych zakonl tykajicich se zachovani
divérnosti, ochrany osobnich udaji a bezpecnosti
informaci o subjektu hodnoceni, vcetné¢ nafizeni
Evropského parlamentu a Rady (EU) 2016/679 ze dne
27. dubna 2016 o ochrang fyzickych osob
v souvislosti se zpracovanim osobnich udaji a o
volném pohybu téchto udaji a o zruseni smérnice
95/46/ES (,,GDPR*) (dale spolecné jen,platné
zakony*).

1.4 Zakaz zastupovani. Zdravotnické zafizeni a hlavni
zkouSejici nesmi postoupit provadéni klinického
hodnoceni na jiného zkousejicitho bez predchoziho
pisemného schvaleni zadavatele. Néahradni hlavni
zkousejici bude muset vyjadfit souhlas s podminkami
této smlouvy v pisemném dokumentu. V piipadé, Ze
zadavatel neschvali nahradniho hlavniho
zkousejiciho, miize zadavatel nebo spole¢nost CRO
v souladu s dale uvedenymi podminkami ukonceni
platnosti smlouvy smlouvu ukoncit.

2. Protokol. Zdravotnické zafizeni a hlavni zkousejici
povedou Kklinické hodnoceni v souladu s protokolem

PI: xxx | Institution: Fakultni nemocnice u Sv. Anny v Brné¢ (FNUSA) | INmune Bio Inc. | XPro1595-AD-02
Doc Name: SYNH CZE Tripartite CTA (CRO) V1.6 10Aug2022 | Doc Final: 12/Jun/2024 3/48




Confidential | Divérné

(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. The
Parties acknowledge that Protocol Amendments are
also subject to approval by the responsible
Independent Ethics Committee (“IEC”) andr
Regulatory Authority - the State Institute for Drug
Control (“RA”). Sponsor may issue a written
instruction to deviate from the Protocol on an
emergency basis for the safety of the Trial Subjects.
Sponsor and/or CRO 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
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

(v€etné vSech nize definovanych dodatki k protokolu),
pisemnymi pokyny spole¢nosti CRO/zadavatele a
platnymi zékony.

2.1 Dodatky. Protokol se muZze upravovat pouze
formou pisemného dodatku (,,dodatek k protokolu®)
podepsaného zadavatelem a hlavnim zkousejicim.
Strany jsou si védomy skute¢nosti, ze dodatky k
protokolu musi schvalit také ptislusna nezavisla eticka
komise (,,NEK*) a regulacni ufad — Statni ustav pro
kontrolu 1é¢iv (,RU%). V akutnim piipadé k zajisténi
bezpecnosti mize zadavatel vydat pisemny pokyn k
odchyleni se od protokolu. Zadavatel a/nebo CRO
informuji odpovédnou NEK a RU co nejdiive, v
kazdém pripadé vSak nejpozdéji pét (5) pracovnich
dnl po uplatnéni odchylky. Kazda akutni odchylka
musi byt nasledné zachycena v pisemném dodatku k
protokolu.

2.2 Akutni odchylky/urgentni bezpecnostni opatieni.
Jestlize hlavni zkousSejici dojde k zaveru, Ze je nutné
se v akutnim pfipadé k zachovani bezpecnosti
subjektt klinického hodnoceni odchylit od protokolu,
nebo zajisti vhodna urgentni bezpecnostni opatieni na
ochranu subjektii klinického hodnoceni, zdravotnické
zafizeni a/nebo hlavni zkousejici uvédomi zadavatele
a piislusnou NEK a/nebo RU co nejrychleji a bez
prodleni, v kazdém ptipadé nejpozdéji do péti (5)
pracovnich dnl po uplatnéni této odchylky. Hlavni
zkousejici bez zbytecného odkladu pisemné uvédomi
zadavatele, spolecnost CRO, ptislusnou NEK a/nebo
RU a zdravotnické zafizeni o viech zménach, které
vyznamn¢ ovliviiuji provadéni klinického hodnoceni
nebo zvysSuji riziko pro subjekty klinického
hodnoceni.

3.NEK a RU. Smluvni strany zajisti, ze klinické
hodnoceni bude zahajeno az po schvaleni klinického
hodnoceni a formulafe informovaného souhlasu, které
jsou v souladu s platnymi zékony, nezavislou 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 [éCivy ptipravek. Zadavatel poskytne
zdravotnickému zafizeni a hlavnimu zkouSejicimu
dostatecné mnozstvi hodnoceného 1éCivého piipravku
(,,hodnoceny 1écivy ptipravek™) k provedeni klinického
hodnoceni. Pokud to pozaduje protokol a pokud neni
dohodnuto jinak, zadavatel rovnéz zdarma poskytne
placebo nebo srovnavaci 1€k (,,srovnavaci 1ék).

Zadavatel doda hodnoceny 1éCivy ptipravek do 1ékarny
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pharmacy. Principal Investigator shall use and administer
the Sponsor Drug in accordance with the Protocol and
Applicable Law, directly from the Institution’s pharmacy.

4.1 Custody and Dispensing. Institution and Principal
Investigator will adhere to Applicable Law requiring
traceability, careful custody and dispensing of
Sponsor Drug or Comparator Drug, as well as
appropriate documentation of such activities.
Institution shall appoint two appropriately qualified
and experienced pharmacists, who hold wvalid
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
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/its designee 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

zdravotnického zatizeni. Hlavni zkouSejici pouzije a
poda hodnoceny 1é¢ivy piipravek v souladu s protokolem
a platnymi zédkony pifimo z lékarny zdravotnického
zafizeni.

4.1 Uchovavani a vydavani 1éku. Zdravotnické
zatizeni a hlavni zkousSejici musi dodrzovat platné
zakony vyzadujici sledovatelnost, peclivé uchovavani
a vydavani hodnoceného 1éc¢ivého piipravku nebo
srovnavaciho 1éku, vcetné patiicné dokumentace
téchto Cinnosti. Zdravotnické zafizeni jmenuje dva
Iékarniky s odpovidajici kvalifikaci a zkuSenostmi,
kteti jsou drziteli platnych osvédceni pro vykon
povoléni a ktefi budou zodpovédni za manipulaci s
hodnocenym 1é¢ivym piipravkem a za vedeni uplnych
zdznami o ném. Po jmenovani téchto Iékarnika
oznami zdravotnické zafizeni a/nebo hlavni zkousejici
zadavateli a/nebo  spolecnosti CRO  jména
jmenovanych spolu s pfislusnymi kontaktnimi udaji.

4.2 Kontrola. Zdravotnické zafizeni a hlavni
zkousejici musi vykonavat dostatecnou kontrolu nad
zasobami hodnoceného 1é¢ivého piipravku a
srovnavaciho 1éku a nepodd ani nevyda piipravek
osobé, ktera neni ucastnikem klinického hodnoceni, a
neumozni pfistup k pfipravku nikomu s vyjimkou
vyzkumného personalu klinického hodnoceni.

4.3 Pouziti. Zdravotnické zatizeni a hlavni zkousejici
budou pouzivat hodnoceny 1é¢ivy pripravek nebo
srovnavaci lék pouze zplisobem uvedenym v
protokolu. Jakékoliv jiné pouziti hodnoceného
lécivého  pripravku nebo srovnavaciho Iéku
predstavuje zavazné poruseni této smlouvy.

4.4 Vlastnictvi hodnoceného [é¢ivého pripravku.
Hodnoceny I€Civy piipravek je a zlstava vlastnictvim
zadavatele. Zadavatel neudé€luje zdravotnickému
zafizeni ani hlavnimu zkousejicimu zadna vyslovna
ani predpokladand prava duSevniho vlastnictvi k
hodnocenému 1é¢ivému pripravku nebo k jakymkoliv
metoddm vyroby nebo pouzivani hodnoceného
1é¢ivého pripravku,.

4.5 Platba za hodnoceny I1éCivy ptipravek nebo
srovnavaci 1€k. Zdravotnické zafizeni a hlavni
zkousejici nebudou subjektiim klinického hodnoceni
ani platcim tretich stran UCtovat zadné cCastky za
hodnoceny 1é¢ivy piipravek nebo srovnavaci 1ék ani
za jakékoliv sluzby, které mu podle této smlouvy
proplaci zadavatel nebo spole¢nost CRO/jeji zastupce.

5. Finanéni ujednani. Odmeéna za sluzby poskytované dle
této smlouvy bude vyplacena prostiednictvim thrad v
souladu s ptilohou A (platebni podminky) a ptilohou B
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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 Payees (hereinafter defined) have been paid for
the performance of the Trial, neither CRO nor Sponsor
shall have any further obligation or liability whatsoever
to pay Principal Investigator or Institution.

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 legal
regulations 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 in this
article.

7. Trial Subject Enrollment. Institution and Principal
Investigator have agreed to enroll Trial Subjects in the

(zdznam finan¢niho ujednani). VSechny strany berou na
védomi, ze Castky uvedené v priloze B predstavuji
spravedlivou trzni hodnotu sluzeb poskytovanych
zdravotnickym zafizenim a hlavnim zkouSejicim pfi
provadéni klinického hodnoceni dle jejich nejlepsiho
védomi. VsSechny castky zahrnuji vSechny pifimé,
nepfimé, rezijni a dal$i naklady, vcetné nakladii na
laboratorni a pomocné sluzby a ztistanou pevné po dobu
trvani klinického hodnoceni, pokud se strany pisemné
nedohodnou jinak. Zdravotnické zatizeni ani hlavni
zkousejici nebudou piimo ani nepiimo vyzadovat ani
pfijimat odménu od subjektii klinického hodnoceni nebo
platci tretich stran za materidly, 1écbu nebo sluzby
vyzadované podle protokolu a poskytnuté nebo zaplacené
zadavatelem nebo spolecnosti CRO/jejim zastupcem,
véetn¢ zejména hodnoceného 1éCivého pfipravku,
srovnavaciho 1éku, screeningu subjektti klinického
hodnoceni, infuzi, sluzeb 1ékatti a sester, diagnostickych
testdl a podavani hodnoceného 1é¢ivého pripravku a/nebo
srovnavaciho 1éku. Jakmile bude pfijemciim plateb
(definovanym nize) uhrazeno provadéni klinického
hodnoceni, spole¢nost CRO ani zadavatel nebudou dale
jakymkoliv zplsobem povinni ¢i odpovédni za platby
hlavnimu zkousejicimu nebo zdravotnickému zatizeni.

6. Vykazovaci povinnosti. Hlavni zkouSejici bere na
védomi, Ze rizné zakony, zakoniky, ptedpisy, smérnice
a/nebo odvétvové pozadavky (spolecné dale jen ,,zakony
o vykazovani“) vyzaduji, aby nékteré spolecnosti ve
farmaceutickém/zdravotnim odvétvi zvefejilovaly a
vykazovaly informace o provedenych platbach a
uzavienych smlouvach se zdravotnickymi odborniky
nebo jinymi osobami ¢i subjekty vykonavajicimi ¢innosti
v uréitych zemich. V souladu s tim bere pii platnosti
téchto zékont o vykazovani hlavni zkousejici na védomi
a souhlasi, Ze informace, zejména: (i) jméno, adresa,
kvalifikace a lékaiské specializace, registracni Cislo,
(i1) informace tykajici se smlouvy a (iii) informace o
vSech platbach nebo vyhodach (v hotovosti nebo v
naturaliich) vyplacenych hlavnimu zkousejicimu dle této
smlouvy mohou byt spole¢nosti CRO sdéleny zadavateli
a/nebo prislusnému odpovédnému ufadu ke zvetejnéni
téchto informaci v souladu s pfislusnymi zakony o
vykazovani. Pravo hlavniho zkousejiciho odmitnout
shromazd’'ovani Udaji a zpracovani udaji dle platnych
pravnich predpisti o ochrané osobnich udaji se nemusi
vztahovat na prfipady, kdy zvefejiovaci povinnost
vyplyva ze zdkonného pozadavku. Uzavteni této smlouvy
slouzi jako souhlas hlavniho zkousejictho se
shromazd’ovanim, zpracovavanim a zvetejiiovanim tidaji
uvedenych v této smlouvé pro ucely zminéné v tomto
¢lanku.

7. Zatazeni subjekti klinického hodnoceni. Zdravotnické
zafizeni a hlavni zkousSejici se dohodli zafadit subjekty
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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 multi-center Trial has been achieved, if applicable,
based on a written notification to the Institution and the
Principal investigator.

8. Informed Consent. Principal Investigator shall ensure
that the ICF provided by CRO and/or Sponsor and
approved by Sponsor, IEC and/or RA is signed on behalf
of each Trial Subject before the first Trial related
procedure starts for the Trial Subject, whereby Sponsor is
responsible for its compliance with the applicable
regulatory requirements.

9. Reporting Adverse Events and ICH GCP Breaches.

klinického hodnoceni do klinického hodnoceni v souladu
s protokolem a souhlasy NEK a/nebo RU. Po dosazeni
celkového poctu subjektt potfebného pro provadeéni
multicentrického klinického hodnoceni mtze zadavatel
zastavit dalSi zafazovani subjektt do klinického
hodnoceni, a to na zakladé¢ pisemného oznameni
Zdravotnickému zafizeni a Hlavnimu zkousejicimu.

8. Informovany souhlas. Hlavni zkouSejici je povinen
zajistit, ze pred zahajenim prvnich postupit klinického
hodnoceni u subjektu klinického hodnoceni bude jménem
kazdého subjektu klinického hodnoceni podepsan
formulai informovaného souhlasu poskytnuty CRO
a/nebo zadavatelem a schvaleny zadavatelem, NEK
a/nebo RU, pii¢emz zadavatel odpovida za jeho soulad s
platnymi pravnimi predpisy..

9. HlaSeni nezddoucich pithod a poruseni 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 and Effective Legal Regulations.

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. The Parties represent and warrant
that they will comply with the provisions of Applicable
and Effective Legal Regulations 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 through the document which has been
provided by the Sponsor and approved by Sponsor,
IEC and/or RA, whereby Sponsor is responsible for its
compliance  with the applicable regulatory
requirements and obtain a written privacy
authorization from each Trial Subject, complying with

Zdravotnické zafizeni a hlavni zkouSejici nahlasi
kdykoliv poruseni ICH GCP, poruseni protokolu,
zavaznd poruSeni nafizeni (EU) €. 536/2014, a dale
nezadouci piihody a/mebo zdvazné nezadouci piihody
subjektt  klinického hodnoceni v souladu s pokyny
protokolu a platnymi a u¢innymi pravnimi predpisy.

10. Ochrana osobnich udaji a soukromi. Strany jsou si
védomy spole¢ného cile zabezpeceni vSech osobnich
udajii a zachovani jejich divémosti a ochrany pied
neopravnénym zvefejnénim. Zadavatel je samostatnym
spravcem udajl, pokud jde o zpracovani osobnich tdaji
obsazenych v osobnich udajich souvisejicich s klinickym
hodnocenim, které zdravotnické zafizeni hlasi zadavateli
nebo spolecnosti CRO. Spole¢nost CRO vystupuje jako
zpracovatel udaji vyhradné jménem zadavatele, pokud
jde o osobni udaje souvisejici s klinickym hodnocenim.
Zdravotnické zatizeni bude 1 nadale samostatnym
spravcem osobnich udaju zpracovavanych
zdravotnickym zafizenim, pokud jde o nakladani se
standardnimi zdravotnimi zaznamy subjektu klinického
hodnoceni. Strany prohlasuji a zarucuji, Ze budou
dodrzovat vsSechna ustanoveni platnych a ucinnych
pravnich pfedpist upravujicich divérnost, ochranu
soukromi a zabezpeceni téchto osobnich udaji. Dale
budou zdravotnické zafizeni a hlavni zkouSejici
dodrzovat nasledujici ujednani:

10.1 Opravnéni pouzivat a sdélovat zdravotni
informace. Zdravotnické zatizeni a hlavni zkousejici
poskytnou kazdému subjektu klinického hodnoceni
prislusné oznameni o zpracovani osobnich udaji a to
prostfednictvim dokumentu poskytnutého
zadavatelem a schvaleného zadavatelem, NEK a/nebo
kontrolnim Ufadem, pficemz zadavatel odpovida za
jeho soulad s pravnimi pfedpiy a od kazdého subjektu
klinického hodnoceni ziskaji v souladu s platnymi
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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. The privacy notice may be
incorporated into the ICF or handled as a separate
document.

10.2 Use of Trial Subject Personal Data. Institution
and Principal Investigator will use the personal data
obtained from the Trial Subjects in connection with
the Trial for no purposes other than outlined in the
Protocol and shall manage such personal data in
accordance with Applicable Law.

10.3 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

zakony pisemny souhlas se zpracovanim osobnich
udajt, ktery zdravotnickému zafizeni a hlavnimu
zkousejicimu  umozni  poskytnout  zadavateli,
spole¢nosti CRO a dal$im osobam a subjektim
urCenym  zadavatelem pfistup k vyplnénym
formulaiim zaznamd subjektti hodnoceni (,,CRF®),
zdrojovym dokumentim a vSem dal§im informacim
pozadovanych dle protokolu. Oznameni o zpracovani
osobnich udaji mize byt zaclenéno do ICF nebo miize
byt samostatnym dokumentem.

10.2 Pouziti osobnich udaji subjektu klinického
hodnoceni. Zdravotnické zatfizeni a hlavni zkousejic

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

10.3 Zpftistupnéni osobnich idaji subjektu klinického
hodnoceni. Zdravotnické zatizeni a hlavni zkousejici

nepiedlozi osobni tUdaje spolec¢nosti CRO ani
zadavateli, pokud to neni nutné ke splnéni pozadavkii
protokolu nebo pro ucely monitorovani nebo hlaseni
nezadoucich piihod nebo ve vztahu k naroku nebo

fizeni vznesenému ¢&i  zahajenému  subjektem
klinického hodnoceni ve spojeni s klinickym

hodnocenim. V takovych pfipadech zptistupnéni
budou zdravotnické zafizeni a hlavni zkouSejici
dodrzovat princip ,,minimalizace idaja* pti zachovani
divérnosti, mimo jiné véetné nasledujiciho prikladu:
skutena jména subjektll klinického hodnoceni
nebudou zahrnuta na zadnych fakturach k platbam
predlozenych piijemci plateb.

10.4 Osobni udaje hlavniho zkousejiciho,
vyzkumného persondlu a dalSich zaméstnancu /

Institution or of the Principal Investigator and

smluvnich partnerd zdravotnického zafizeni nebo

Personal Data of Sponsor’s and CRO’s

hlavniho zkouS$ejiciho a osobni tidaje zaméstnancu /

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,

smluvnich partnerd zadavatele a spole¢nosti CRO.

a. Pfed zahijenim a v prubéhu klinického
hodnoceni mohou byt zdravotnické zafizeni,
hlavni zkousSejici, vyzkumny persondl a dalsi
zaméstnanci / smluvni partnefi zdravotnického
zafizeni nebo hlavniho zkousejiciho vyzvani, aby
poskytli osobni udaje o hlavnim zkousejicim,
vyzkumném personalu a dalSich zaméstnancich /
smluvnich partnerech zdravotnického zafizeni
nebo hlavniho zkousejiciho zadavateli, spolecnosti
CRO a dalsim tfetim stranam zapojenym do
provadéni klinického hodnoceni. Takové osobni
udaje  mohou zahrnovat jména, Kkontaktni
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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
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
based on the Privacy notice/consent form provided
by Sponsor, who is responsible for its compliance
with legal regulations, 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

informace, pracovni zkuSenosti a profesni
kvalifikace, publikace, zZivotopisy, vzdélani a/nebo
informace o platbach hrazenych dle této smlouvy.
Zdravotnické zatizeni nebo hlavni zkousSejici musi
poskytnout informace divodn¢ pozadované
zadavatelem a/nebo spolecnosti CRO a musi
schvalit zpracovani a uchovani uréitych osobnich
udaji o hlavnim zkouSejicim, vyzkumném
personalu a dalSich zaméstnancich / smluvnich
partnerech zdravotnického zatizeni nebo hlavniho
zkousejictho v rozsahu piipustném platnymi
zakony, a to pro nasledujici ucely:

(1) provadéni klinickych hodnoceni;

(2) ovéteni ze strany statnich nebo kontrolnich
uradd, zadavatele, spolecnosti CRO a jejich
zastupcll a pridruzenych osob;

(3) dodrzovani zakonnych a regulatornich
pozadavk;

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

(5) kompilace metrik vykonu;

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

(7) dodrzovani protikorupénich predpisti.

Jak je vyzadovano zadavatelem nebo spolecnosti
CRO, zdravotnické zafizeni nebo hlavni
zkousejici musi poskytnout nalezité oznameni o
ochrané osobnich udaju a ziskat potfebny souhlas
od vyzkumného persondlu a dal$ich zaméstnanct
/ smluvnich partnerti zdravotnického zafizeni nebo
hlavniho zkousejictho ke zpracovani jejich
osobnich udajt dle platnych zdkond. na zakladé
Oznameni o zpracovani osobnich tdaji/formulate
souhlasu, poskytnutého  sponzorem, ktery
odpovida za jeho soulad s pranimi piedpisy.

b. Zdravotnické zafizeni a hlavni zkousejici budou
zpracovavat osobni udaje vztahujici se na
zaméstnance / smluvni partnery zadavatele nebo
spole¢nosti CRO pouze v rozsahu a zplsobem,
které jsou nezbytné pro naplnéni ucelu této
smlouvy. Zdravotnické zatizeni a hlavni zkousSejici
tyto osobni udaje identifikujici zaméstnance /
smluvni partnery zadavatele a spole¢nosti CRO
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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 and Sponsor
shall notify each other, in the manner specified in the
Agreement, within twenty-four (24) hours of
discovery of a suspected personal data breach related
to the processing of personal data under the
Agreement. In the course of notification, Institution
and Sponsor will provide, as feasible, sufficient
information to each other to assess the incident and
make any required notification to any government
authority within the timeline required by Applicable
Law. The Sponsor as a personal data controller will
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.

10.6 Transfer of Personal Data. Institution shall only
transfer personal data outside the European Economic
Area, Switzerland or the United Kingdom in
accordance with Trial related instructional documents
provided by Sponsor or CRO. The EU Standard
Contractual Clauses, are an integral part of this
Agreement, as its Appendix D.

10.7 The Parties and Sponsor undertake to assist one
another with resolution of any major issues arising
over the course of performance of the Agreement in
connection with personal data protection. The
obligation to provide assistance shall also apply to
effective assistance in the event of an inspection by
the supervisory authority, handling Trial Subject
requests and possible complaints and notification of
security incidents. The same shall apply in the event
of a legal dispute relating to personal data protection
or privacy.

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.

bez predchoziho pisemného souhlasu zadavatele
nebo spolecnosti CRO, jak se vztahuje, nepieda
7adné treti strané.

c. Kazdd smluvni strana zarucuje, Ze piijme
technickA a  organizani  opatfeni  proti
neopravnénému nebo nezakonnému zpracovani,
nahodné ztrate, zniCeni a/nebo poskozeni osobnich
udajt druhé strany.

10.5 Poruseni ochrany osobnich idaji. Zdravotnické
zatizeni a zadavatel se =zavazuji vzijemné se
informovat zptisobem stanovenym ve smlouveé do
dvaceti ¢tyf (24) hodin od zjisténi podezieni na
poruseni ochrany osobnich udaji v souvislosti se
zpracovanim osobnich udaji podle této smlouvy. V
pribéhu oznameni si zdravotnické zafizenia
zadavatel, poskytnou vzijemné, jak je to mozné,
dostatecné informace k vyhodnoceni incidentu a
ucinéni  veSkerych  pozadovanych  oznameni
jakémukoli vladnimu organu ve lhit¢ stanovené
platnymi zakony. Zadavatel jako spravce osobnich
udaji  rozhodne na =zakladé vSech dostupnych
informaci a platnych zakonl, bude-li incident
povazovan za poruseni ochrany osobnich udaju a
zafidi ozndmeni subjekttim udajt, vladnim organtim a
jinym tfetim strandm, pokud to vyZzaduji platné
zakony.

10.6 Pfenos osobnich tdaji. Zdravotnické zatizeni
prenasi osobni udaje mimo Evropsky hospodaisky
prostor, Svycarsko nebo Spojené kralovstvi pouze v
souladu s instruktaznimi dokumenty tykajicimi se
klinického hodnoceni, které poskytl zadavatel nebo
spole¢nost CRO. Nedilnou soucasti této smlouvy jsou
standardni smluvni dolozky EU, a to jako jeji pfiloha
D.

10.7 Smluvni strany a =zadavatel se zavazuji
k vzajemné soucinnosti a pomoci pfi feSeni vSech
podstatnych problémd, které mohou v ramci plnéni
smlouvy vzniknout v souvislosti s ochranou osobnich
udaji. Povinnost soucinnosti zahrnuje i1 efektivni
spolupraci v pfipadé kontroly ze strany dozorového
ufadu, vyfizovani zadosti a piipadnych stiznosti
pacientl, a oznamovani bezpecnostnich incidentu.
Totéz plati i v pfipadé soudniho sporu, ktery by se
tykal ochrany osobnich udajt ¢i soukromi.

11. Duvérné informace. V prubehu klinického hodnoceni
mohou zdravotnické zatizeni a hlavni zkousejici ziskavat
nebo vytvaret informace, které jsou diveérnymi
informacemi spole¢nosti CRO, zadavatele nebo jeho
pfidruzené strany.
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11.1 Definition. Except as specified below,
confidential information (“Confidential Information”)
includes all information provided by Sponsor or CRO,
or developed for Sponsor or CRO, Inventions
(hereinafter defined) and all data collected during the
Trial, including without limitation results, reports,
technical and economic information, the existence or
terms of this or other Trial agreements with the
Sponsor or CRO, commercialization and Trial
strategies, trade secrets and know-how disclosed by
Sponsor to Institution and/or Principal Investigator
directly or indirectly, whether in writing, electronic,
oral or visual transmission, or which is developed
under this Agreement.

11.2 Exclusions. Confidential Information does not
include information that is in the public domain prior
to disclosure by Sponsor or CRO; becomes part of the
public domain during the term of this confidentiality
obligation by any means other than breach of this
Agreement by Institution or Principal Investigator; is
already known to Institution or Principal Investigator
at the time of disclosure and is free of any obligations
of confidentiality; or is obtained by Institution or
Principal Investigator, free of any obligations of
confidentiality from a third party who has a lawful
right to disclose it.

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

11.1 Definice. S vyjimkou nize uvedenych omezeni
zahrnuji divérné informace (,,ddvérné informace®)
vSechny informace poskytnuté zadavatelem nebo
spole¢nosti CRO nebo vytvotrené pro zadavatele nebo
pro spole¢nost CRO, vynalezy (definované nize) a
vSechny udaje shromazdéné v pribéhu klinického
hodnoceni, zahrnujici zejména vysledky, zpravy,
technické a ekonomické informace, existenci
podminek této smlouvy o klinickém hodnoceni nebo
jinych smluv uzavienych se zadavatelem nebo
spoleénosti CRO, komercializaci a strategii
klinického hodnoceni, obchodni tajemstvi a know-
how ptedané zadavatelem zdravotnickému zatizeni
a/nebo hlavnimu zkousejicimu pfimo nebo nepiimo,
v pisemné, elektronické, ustni nebo obrazové formé,
nebo vzniklé v ramci této smlouvy.

11.2 Vyjimky. Dutvémé informace nezahrnuji
informace, které jiz byly vetejné ptistupné pred jejich
pfedanim zadavatelem nebo spolecnosti CRO, staly se
vefejné pristupnymi v prubéhu trvani tohoto zavazku
divérnosti jinym zpusobem nez poruSenim této
smlouvy zdravotnickym zafizenim nebo hlavnim
zkousejicim, jsou jiz zndmy zdravotnickému zafizeni
nebo hlavnimu zkouSejicimu v okamziku jejich
pfedani a nepodléhaji zavazklim divérnosti nebo je
zdravotnické zatizeni nebo hlavni zkousejici ziskali
bez zavazkd davérnosti od tieti strany, kterda ma
zakonné pravo na jejich zvetejnéni.

11.3 Zavazky zachovéni duvérnosti informaci. Bez
predchoziho pisemného schvaleni zadavatele nesmi
zdravotnické zafizeni a hlavni zkouSejici pouzivat
divérné informace pro jakékoliv jiné ucely, nez k
jakym ho opraviiuje tato smlouva, a nesmi je sdélovat
ttetim stranam kromé ptipadd, ke kterym ho
opraviiuje tato smlouva nebo které jsou vyzadovany
platnymi zakony. Zvefejnéni divérnych informaci
vyzadana NEK a/nebo RU a zvefejnéni redigované
verze této smlouvy striktné v souladu s ustanovenimi
bodu 32 jsou vyslovné schvalena. Zdravotnické
zafizeni a hlavni zkouSejici se zavazuji, ze davérné
informace nebudou sdélovany tfetim stranam s
vyjimkou vyzkumného personalu, zastupci, mistnich
poskytovateld sluzeb a/nebo smluvnich partnert, ktefi
je potiebuji znat a ktefi se ptimo podili na provadéni
klinického hodnoceni nebo na sluzbach na podporu
klinického hodnoceni. Zdravotnické zatizeni a hlavni
zkousejici zajisti, aby ptred jakymkoli zpfistupnénim
divérnych informaci takovym piijemcim byly
ulozeny podobné povinnosti mléenlivosti, které
nejsou méné prisné nez povinnosti uvedené v této
smlouve.
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11.4 Disclosure Required by Applicable Law. If
disclosure of Confidential Information beyond that
expressly authorized in this Agreement is required by
Applicable Law, that disclosure does not constitute a
breach of this Agreement so long as Institution and
Principal Investigator: (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 CRO and Sponsor are required to maintain
confidentiality regarding information that the
Institution designates as confidential, and about the
information that is not marked as confidential, but
they may be considered confidential based on their
nature or the conditions that applied to their provision
or disclosure.

11.6 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.

11.7 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.
Even if it contains Trial data, the CRO and Sponsor
both acknowledge and agree that the Trial Subject’s
source medical documentation is the Institution’s
property and will remain so after the end of the Trial.

12. Trial Data, Biological Samples, and Records.

12.1 Trial Data. During the course of the Trial,
Institution and Principal Investigator will collect and
submit certain data to Sponsor or its agent, as
specified in the Protocol. This includes CRFs (or their
equivalent) or electronic data records, as well as any

11.4 Sdéleni davérnych informaci vyzadované
platnymi zakony. Jestlize je platnymi zakony
vyzadovano sdéleni divérnych informaci nad ramec
toho, co je vyslovné schvaleno v této smlouvée, takové
sd¢leni nepiedstavuje poruseni smlouvy, pokud o ném
zdravotnické zafizeni a hlavni zkousejici: (i) pisemné
informuji zadavatele v co mozna nejvétsim piedstihu,
aby zadavatel mohl podniknout zakonné kroky
k ochrané svych divérnych informaci; (ii) sdéli pouze
divérné informace nutné ke splnéni zakonného
pozadavku; a (iii) =zachova divérnost téchto
divérnych informaci ve vztahu ke vSem ostatnim
tretim stranam.

11.5 CRO i zadavatel jsou povini zachovavat
mlcenlivost o informacich které zdravotnické zatizeni
oznaci jako divérné, a o téch informacich, které sice
jako davérné nejsou oznaceny, ale mohou byt
povazovany za davérné na zaklad¢ jejich povahy ¢i
podminek, které se vztahovaly k jejich poskytnuti ¢i
zptistupnéni.

11.6 Platnost zdvazki po ukonceni smlouvy. Tyto
zdvazky mnepouzivat a nezvefejniovat daveérné
informace, s vyjimkou udajt o klinickém hodnoceni a
udaju z analyz biologickych vzorkii (definovanych
nize), zlstanou v platnosti deset (10) let po ukonceni
této smlouvy. Povolené pouziti a zvefejnéni tidaji o
klinickém hodnoceni je popsano
v bodé¢ 15 (Publikace) této smlouvy.

11.7 Vraceni duvérnych informaci. Pokud o to
zadavatel nebo spolecnost CRO pisemné pozada,
zdravotnické zafizeni a hlavni zkousejici na naklady
zadavatele vrati vSechny divémé informace s
vyjimkou informaci, které musi podle platnych
zdkont  zistat ve  zdravotnickém  zafizeni.
Zdravotnické zatfizeni a hlavni zkousSejici si vSak
mohou ponechat jednu archivni kopii divémych
informaci vyhradné za ucelem stanoveni rozsahu
povinnosti v ramci této smlouvy. Zadavatel i CRO
berou na védomi a souhlasi, Ze zdrojova zdravotnicka
dokumentace subjektu studie je a i po ukonceni
klinického hodnoceni zustava majetkem
zdravotnického zafizeni, piestoze obsahuje udaje
klinického hodnoceni.

12. Udaje klinického hodnoceni, biologické vzorky a
zdznamy.

12.1 Udaje  klinického  hodnoceni. ~ V prib&hu
klinického hodnoceni mohou zdravotnické zatizeni a
hlavni zkousejici shromazd’ovat a predavat urcita data
zadavateli nebo jeho zastupci, jak je uvedeno v
protokolu. Patfi sem formuldfe CRF (nebo jejich
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other documents or materials created for the Trial and
required to be submitted to Sponsor or its agent, such
as X-ray, magnetic resonance imaging (“MRI”), or
other types of medical images, electrocardiogram
(“ECG”), electroencephalography (“EEG”), or other
types of tracings or printouts, or data summaries
(collectively, “Trial Data”). Institution and Principal
Investigator will ensure accurate and timely
collection, recording, and submission of Trial Data.

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

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

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

12.2 Biological Samples. If so specified in the
Protocol and if in compliance with Applicable Law
and the Trial Subject’s Informed Consent, 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.

b. Sample Data. Sponsor or its designees will test
Biological Samples as described in the Protocol..
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. However, this does not

ekvivalent) nebo elektronické zdznamy daji a dale
vSechny dal$i dokumenty a materidly vytvofené pro
klinické hodnoceni, které musi byt piedlozeny
zadavateli nebo jeho zastupci, napf. rentgenové
snimky, snimky magnetické rezonance (,,MR*) nebo
jiné typy zdravotnich snimki, elektrokardiogram
(,,LEKG"), elektroencefalografie (,,EEG™) nebo jiné
typy zaznamul nebo vytiskll vySetfeni nebo souhrny
udaju (spolecné jako ,,0daje klinického hodnoceni®).
Zdravotnické zafizeni a hlavni zkouSejici zajisti
presné a vcasné shromazd’ovani, zaznamenani a
predkladani udaja klinického hodnoceni.

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

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

b. Nevyhradni  licence. @ Zadavatel = udéluje
zdravotnickému zafizeni a hlavnimu zkousejicimu
nevyhradni bezplatnou licenci bez prava na
udélovani dil¢ich licenci na pouzivani udaja
klinického hodnoceni pro interni nekomeréni
vyzkumné nebo vzdélavaci ucely.

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

12.2 Biologické vzorky. Zdravotnické zafizeni a
hlavni zkousejici mohou shromazd’'ovat a poskytovat
zadavateli nebo osob¢ jim urcené biologické vzorky
(,,biologické vzorky*), pokud tak stanovi protokol a
pokud je to vsouladu splatnymi zakony a

informovanym souhlasem subjektu klinického
hodnoceni.
a. Pouziti. Zdravotnické zafizeni a hlavni

zkousejici nepouziji biologické vzorky odebrané
podle protokolu zadnym jinym zptisobem nebo pro
zadny jiny ucel, nezZ jak je uvedeno v protokolu.

b. Vysledky vzorkd. Zadavatel nebo osoba jim
uréena provede testy biologickych vzorki, jak je
uvedeno v protokolu. S vysledky vzorkti bude
nakladano stejné¢ jako s 1daji klinického
hodnoceni, a proto jestlize zadavatel poskytne
vysledky vzorkl zdravotnickému zafizeni nebo
hlavnimu zkouSejicimu, budou se na tyto udaje
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13.

apply to the Trial Subject’s source medical
documentation owned by the Institution.

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: (i) twenty
five (25) years after termination of the Trial unless
Sponsor authorizes, in writing, earlier destruction; or
(i) as otherwise required by Applicable Law.
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). For the
avoidance of doubt, the Parties state that this provision
does not apply to the Trial Subject’s source medical
documentation.

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:
(1) 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);
(i1) examine and inspect the facilities and other
activities relating to the Trial or the IEC; and
(iii) observe the conduct of the Trial.

13.2 The  Sponsor/CRO shall be obliged, either
themselves or via their authorized representatives, to
notify the Institution, via the Clinical Trials Center, of
the scheduled date of the initiation visit and the
termination visit, the audit, and of the date of
commencement and termination of patient
recruitment, via email sent to trials.icrc@fnusa.cz
The Sponsor or CRO undertake to perform the above
visits during the Institution’s normal working hours,
upon prior arrangement with the Principal Investigator
or an authorized representative of the Institution. The
Sponsor and CRO hereby agree that, if necessary,
another authorized representative of the Institution
may attend such visits, in addition to the Principal
Investigator.

vztahovat povolené zplisoby pouziti udaji
klinického hodnoceni, jak jsou uvedeny v této
smlouvé; to se vSak nevztahuje na zdravotnickou
dokumentaci, ktera je  ve  vlastnictvi
zdravotnického zatizeni.

12.3 Zaznamy. Zdravotnické zafizeni a hlavni
zkousejici uchovaji vSechny zaznamy a dokumenty
klinického hodnoceni za skladovacich podminek
podporujicich jejich stabilitu a ochranu po dobu (i)
dvaceti péti (25) let po ukonceni klinického hodnoceni
nebo (ii) po dobu pozadovanou platnymi zédkony, dle
toho, co je delSi. Zdravotnické zafizeni a hlavni
zkousejici se dale zavazuji, ze zadavateli na jeho
naklady umozni zajistit v ptipadé€ potieby uschovu na
delsi obdobi a smluvné sjednat ochranu ddvérnosti
zdznamu (napt. bezpe¢nym uloZzenim mimo misto
provadéni hodnoceni). Pro vylouceni pochybnosti
smluvni strany konstatuji, Ze toto ustanoveni se netyka
zdravotnické dokumentace subjektu hodnoceni.

13. Kontroly a audity.

13.1 Piistup. Na zakladé pitimétené zadosti bude
zadavateli, opravnénym zastupcim zadavatele a/nebo
opravnénym zastupcim RU b&hem a po skonéeni
klinického hodnoceni béhem standardni pracovni
doby umoznéno: (i) nahlizet do vSech CRF a dalsich
zdaznamu klinického hodnoceni (vCetné zaznami
subjekti  klinického hodnoceni a zdravotnich
zaznaml, formulait informovaného souhlasu
subjektti klinického hodnoceni, zdznamt pfijeti a
manipulace s hodnocenym 1é¢ivym pfipravkem a
srovnavacim lékem) a pofizovat jejich kopie;
(i) prohliZzet a kontrolovat zafizeni a dalsi ¢innosti
souvisejici s klinickym hodnocenim nebo NEK; a
(ii1) sledovat provadéni klinického hodnoceni.

13.2 Zadavatel/CRO sami nebo prostiednictvim
svych povéfenych zastupci budou informovat
zdravotnické  zafizeni  prostfednictvim  Centra
ukoncovaci navstévy, auditu a dale o datu zahajeni a
ukonceni néboru pacientli prostfednictvim emailu
zaslaného na adresu trials.icrc@fnusa.cz. Zadavatel
nebo CRO jsou dale povinni provadét vyse uvedené
navstévy v beézné pracovni dobé zdravotnického
zafizeni po  predchozi domluvé s hlavnim
zkouSejicim, ptipadné povéfenym pracovnikem
zdravotnického zafizeni. Zadavatel/CRO souhlasi, Ze
se téchto navstév bude v piipadé potieby Ucastnit
kromé hlavniho zkouSejictho i dalsi povéfeny
pracovnik zdravotnického zatizeni.
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13.3 Notice. Institution and/or Principal Investigator
shall: (i) inform Sponsor and CRO as soon as
practicable of any effort or request by the government,
the RA or other persons to inspect or contact the
Institution, Principal Investigator or Research Staff
with regard to the Trial; (ii) provide Sponsor and CRO
with a copy of any communications sent by such
persons; and (iii) provide Sponsor 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.

13.4 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 results in any
invention or discovery whether patentable or not
(“Invention”), Institution and Principal Investigator will
promptly inform Sponsor and CRO Institution and
Principal Investigator will 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 Inventions for internal research
or educational purposes.

15. Publications. Sponsor does not object to publication
by Institution or Principal Investigator of the results of the
Trial based on information collected or generated by
Institution and Principal Investigator, whether or not the
results are favorable to the Sponsor Drug. However, to
ensure against inadvertent disclosure of Confidential
Information or unprotected Inventions, Institution and
Principal Investigator will provide Sponsor an
opportunity to review at least sixty (60) 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 shall consider modifying

13.3 Oznameni. Zdravotnické zafizeni a/nebo hlavni
zkousejici jsou povinni: (i) co nejdiive uvédomit
zadavatele a spolecnost CRO o pokusu nebo zadosti
statniho Gfadu, RU nebo jinych osob o inspekci nebo
kontaktovani zdravotnického zafizeni, hlavniho
zkousejiciho nebo vyzkumného persondlu ve véci
klinického hodnoceni; (ii) poskytnout zadavateli a
spolec¢nosti CRO kopie veskerych sd€leni zaslanych
témito osobami; a (iii)) poskytnout zadavateli
prilezitost podilet se na jakychkoliv navrhovanych
nebo uskute¢nénych odpovédich podanych hlavnim
zkousejicim nebo zdravotnickym zafizenim na takova
sdéleni a vynalozit pfimétené usili, aby mohl byt
zadavatel pfitomen nebo zastoupen pii takové
navsteve.

13.4 Spoluprace. Zdravotnické zafizeni a hlavni
zkousSejici zajisti plnou spolupraci vyzkumného
persondlu a ¢lentt NEK pfi takové kontrole a vEasny
pristup k pfislusnym zaznamim a udajim.
Zdravotnické zatizeni a/nebo hlavni zkousejici musi
bez odkladu fesit jakékoliv nesrovnalosti shledané v
udajich  klinického hodnoceni a zdravotnich
zaznamech subjektt klinického hodnoceni.

14. Vynalezy. Jestlize vysledkem provadéni klinického
hodnoceni bude vynalez nebo objev, patentovatelny ¢i
nikoli (,,vynalez), zdravotnické zafizeni a hlavni
zkousejici o tom okamzit¢ informuji zadavatele a
spoleCnost CRO. Zdravotnické =zafizeni a hlavni
zkousejici postoupi veskeré naroky k tomuto vynalezu na
zadavatele bez jakychkoliv dal$ich zadvazki nebo uhrad
kromé téch, které zarucuje tato smlouva. Zdravotnické
zafizeni a hlavni zkousSejici poskytnou zadavateli na
naklady zadavatele pfiméfenou pomoc pii podavani
patentovych piihlaSek ve vztahu k vynalezu a jejich
uplatiiovéani. Zadavatel ud€luje zdravotnickému zatizeni
a hlavnimu zkousejicimu nevyhradni bezplatnou licenci
bez prava na udélovani dil¢ich licenci na pouZivani
vynalezl pro interni vyzkumné nebo vzdélavaci tcely.

15. Publikace. Zadavatel nema namitek proti publikaci
vysledkt klinického hodnoceni zdravotnickym zatizenim
nebo hlavnim zkouSejicim na zakladé informaci
shromazdénych nebo vytvofenych zdravotnickym
zafizenim nebo hlavnim zkouSejicim bez ohledu na to,
zda jsou vysledky pfiznivé pro hodnoceny 1éCivy
ptipravek nebo ne. Na ochranu proti neumyslnému
zvetejnéni duveérnych informaci nebo nechranénych
vynalezii poskytnou zdravotnické zafizeni a hlavni
zkousejici zadavateli pilezitost nejméné Sedesat (60) dni
pfedem zkontrolovat v§echny navrhované publikace nebo
jiné typy zvetejnéni pred jejich odeslanim nebo jinym
zvetejnénim. Pokud by podle nazoru zadavatele
publikace nebo prezentace v daném cCase branily
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the publication or presentation schedules accordingly.
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 a joint manuscript has not been submitted
for publication within twelve (12) months of completion
or termination of the Trial at all participating Trial sites,
Institution and/or Principal Investigator are free to
publish separately, subject to the other requirements of
this Agreement. 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.

17. Indemnification.Sponsor agrees to indemnify, defend
or cover costs of defense for, and hold harmless
(“Indemnify”) the Trial investigators; any institution at
which the Trial is conducted, its officers, agents, and
employees; and the IEC and/or RA that approved the
Trial (collectively, “Indemnified Parties”) against any
claim filed by a third party for damages, costs, liabilities
and/or expenses arising out of a Trial Subject Injury
(hereinafter defined), the design of the Trial, or the
specifications of the Protocol. Trial Subject Injury means
a physical injury or drug-related psychiatric event caused
by administration or use of the Sponsor Drug required by
the Protocol or by performing any other procedure
required by 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 diagnosis and medical treatment of
any Trial Subject Injury without undue delay. Institution

zadavateli ve vyvoji hodnoceného 1éCivého pripravku,
hlavni  zkouSejici  zvazi  odpovidajici  Upravu
harmonogramt publikace nebo prezentace. Zdravotnické
zafizeni a/nebo hlavni zkousejici dale souhlasi s tim, Ze
pted ptedlozenim takového rukopisu a/nebo abstraktu k
publikaci nebo prezentaci odstrani informace oznacené
spole¢nosti CRO nebo =zadavatelem jako divérné
informace, nebo na zadost zadavatele odlozi publikaci
nebo prezentaci takového rukopisu a/nebo abstraktu, aby
umoznil zadavateli podat pozadované patentové
prihlasky. Jestlize do dvanacti (12) mésicii od skonéeni
nebo ptred¢asného ukonceni klinického hodnoceni na
vSech zucastnénych pracovistich klinického hodnoceni
nebude predlozen spole¢ny rukopis pro publikaci, mohou
zdravotnické zatizeni a/nebo hlavni zkouSejici pfi
dodrzeni dalSich pozadavkil této smlouvy publikovat
samostatné. Bez ohledu na vysledek klinického
hodnoceni zadavatel do jednoho roku od ukonceni
klinického hodnoceni zada ve vsech dotcenych ¢lenskych
statech do databaze EU souhrn vysledkii klinického
hodnoceni a laické shrnuti, pokud neni v protokolu z
opravnénych védeckych divodi stanoveno jinak.

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

17. Odskodnéni. Zadavatel souhlasi s odSkodnénim,
obhajobou nebo uhradou ndkladii na obhajobu a
ochranou (,,odskodnéni®) zkousejicich klinického
hodnoceni, zdravotnického zafizeni, v némz se klinické
hodnoceni provadi, jeho predstavitelli, zastupcii a
zaméstnancd a NEK a/mebo RU, ktera klinické
hodnoceni schvalila (souhrnné ,,0dskodnéné strany*)
vici veskerym narokiim vznesenym tieti stranou ohledné
§kod, nakladt, odpovédnosti a/nebo vydaji souvisejicich
sujmou subjektu klinického hodnoceni (definovano
nize), usporadanim klinického hodnoceni nebo
specifikacemi protokolu klinického hodnoceni. Ujma
subjektu klinického hodnoceni znamena télesnou Gjmu
nebo 1éCivem vyvolanou psychiatrickou udalost
zpusobenou podavanim nebo pouzivanim hodnoceného
1é¢ivého ptipravku pozadovaného protokolem, nebo
provedenim jakéhokoliv jiného postupu vyZadovaného
protokolem, které by subjekt klinického hodnoceni
pravdépodobné neutrpél, kdyby se klinického hodnoceni
neucastnil (,,0jma subjektu hodnoceni). Zadavatel se
dale zavazuje, Ze uhradi zdravotnickému zatizeni a/nebo
hlavnimu zkous$ejicimu skuteéné naklady diagnostickych
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postupt a 1ékafské péce nezbytné k 1é¢bé ujmy subjektu
klinického hodnoceni. Zdravotnické zafizeni a hlavni
zkousejici se zavazuji, ze poskytnou nebo zajisti
diagnézu a 1écbu Ujmy subjektu klinického hodnoceni
bez zbytecného odkladu. Zdravotnické zatizeni a hlavni
zkousejici se dale zavazuji, Ze o takové jmé subjektu
hodnoceni uvédomi zadavatele bez zbyte¢ného odkladu.

and Principal Investigator further agree to notify Sponsor
of any Trial Subject Injury without undue delay.

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.

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

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

18. Termination.

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

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

b. Trial Completion. For purposes of this
Agreement, the Trial is considered complete after

17.1 Vyjimky. Ztéto dohody o odskodnéni jsou
vynaty veskeré naroky na thradu $kod vzniklych (a)
nedodrzovanim protokolu nebo pisemnych pokyni
zadavatele odskodnénou stranou; (b) nedodrzovanim
platnych zakont odSkodnénou stranou; nebo (c)
nedbalosti nebo umyslné protipravnim jednanim
odskodnéné strany.

17.2 Oznameni a spolupréce. Zdravotnické zafizeni a
hlavni zkousSejici se zavazuji, Ze zadavateli okamzité
oznami jakékoli naroky podléhajici odskodnéni a
budou s nim plné spolupracovat na jejich feSeni.

17.3 Narovnani nebo kompromis. Narovnani nebo
kompromisni feSeni naroku subjektu hodnoceni
podléhajiciho odskodnéni nebude pro zadavatele
zavazné bez jeho ptredchoziho pisemného souhlasu.
Tento souhlas s narovnanim nebo kompromisnim
fesenim nebude zadavatel nepiimétend odpirat. Zadna
ze smluvnich stran neuzna pochybeni jménem druhé
strany bez jejiho pisemného souhlasu.

17.4 Omezeni odpovédnosti _spolecnosti  CRO.
Smluvni strany souhlasi s tim, ze spole¢nost CRO
vyslovné odmita jakoukoli odpovédnost v souvislosti
s hodnocenym 1é¢ivym piipravkem nebo protokolem
s vyjimkou pfipadl, kdy odpovédnost vznikne na
zakladé nedbalého jednani, opomenuti nebo
umyslného protipravniho jednani spolecnosti CRO.

18. Ukonceni platnosti smlouvy.

18.1 Podminky ukonéeni platnosti smlouvy. Platnost
této smlouvy skonéi, jakmile nastane kterakoliv z

nasledujicich udalosti:

a. Zamitnuti ze strany NEK a/nebo RU. Jestlize
bez zavinéni zdravotnického zafizeni nebo
hlavniho zkousejiciho nebude klinické hodnoceni
zahdjeno z divodu zamitnuti ze strany NEK
a/nebo RU, kterdkoliv ze stran miZe s okamZitou
platnosti ukong¢it tuto smlouvu pisemnou vypovéedi
ucinnou ke dni jejiho doruceni ostatnim smluvnim
stranam.

b. Ukonceni klinického hodnoceni. Pro ucely této
smlouvy je klinické hodnoceni povazovano za
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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 and Biological Samples and receipt of
all payments due to either Party.

(1) Termination of Trial upon Notice. Sponsor
and/or CRO reserves the right to terminate the
Trial for any reason following submission of
written notice with a period of thirty (30)
calendar days from the date of service to the last
Party 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 and/or CRO. Sponsor and/or
CRO 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; 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

dokoncené po uzavieni vSech  Cinnosti
vyzadovanych protokolem pro vSechny zafazené
subjekty klinického hodnoceni a pot¢, co zadavatel
nebo spolecnost CRO obdrzi vsechny tudaje
vyzadované protokolem, dokumentaci klinického
hodnoceni a biologické vzorky a ob¢€ smluvni
strany vyrovnaji vzajemné platebni zavazky.

c. Pred¢asné ukonceni klinického hodnoceni.
Jestlize dojde ve smyslu dale uvedeném
k ptfedéasnému ukonceni klinického hodnoceni,
platnost této smlouvy skonéi poté, co zadavatel
nebo spolecnost CRO obdrzi vsechny tudaje
vyzadované protokolem, dokumentaci klinického
hodnoceni a biologické vzorky a ob€ smluvni
strany vyrovnaji vzdjemné platebni zavazky.

(1) Ukonceni klinického hodnoceni vypovédi.
Zadavatel a/nebo spole¢nost CRO si vyhrazuje
pravo klinické hodnoceni z jakéhokoliv diivodu
ukonCit po podani pisemné vypovédi s
vypovedni dobou v délce tficeti (30) dni ode
dne doruceni vypovédi posledni smluvni strané
zaslané zdravotnickému zafizeni a hlavnimu
zkousSejicimu. Zdravotnické zatizeni a hlavni
zkousejici souhlasi s tim, Ze po pfijeti takové
vypovédi  okamzit¢  ukonci  provadéni
klinického hodnoceni v rozsahu, ktery je
Iékaisky piijatelny, a to u vSech subjektl
hodnoceni.

(2) Okamzité ukonceni nebo pozastaveni
klinického hodnoceni zadavatelem a/nebo
spoleénosti CRO. Zadavatel a/nebo spole¢nost
CRO si vyhrazuje pravo pisemnou vypoveédi
zdravotnickému  zafizeni a  hlavnimu
zkousejicimu klinické hodnoceni okamzité
ukoncit nebo pozastavit z divodi, jako jsou
nedostateéné rychlé zarazovani subjektil
klinického hodnoceni k naplnéni cila
klinického hodnoceni, podstatné neschvalené
odchylky od protokolu nebo pozadavkii na
vykazovani, okolnosti, které podle nazoru
zadavatele predstavuji nebezpeci pro zdravi
nebo pohodu subjekti klinického hodnoceni
nebo opatieni kontrolniho Ufadu ve vztahu ke
klinickému hodnoceni, hodnocenému l1é¢ivému
ptipravku nebo srovnavaciho 1éku.

(3) Okamzité ukonéeni klinického hodnoceni
zdravotnickym zafizenim a/nebo hlavnim
zkouSejicim. Zdravotnické zafizeni a/nebo
hlavni zkousejici si vyhrazuji pravo pisemnou
vypovedi zadavateli a/nebo spolecnosti CRO
ukoncit klinické hodnoceni s okamzitou
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and/or RA or if such termination is required to
protect the health of Trial Subjects.

(4) If the Institution determines that is unable to
complete the Trial for an extended period of
time, as a result of an impediment beyond its
reasonable control, without this having a
negative impact on its main activity, i.e., the
provision of health care, it will promtly inform
Sponsor and shall provide the full description
of the hindering factors and will fully cooperate
with Sponsor in good faith to find a solution
acceptable to the Parties which at Sponsor’s
choice may include moving the Trial to another
institution and/or to terminate the Trial. The
postponement of the Trial or the termination of
the Trial according to this paragraph must take
place within 30 days of informing the Sponsor
about the impediment.

18.2 Payment upon Termination. If the Trial is
terminated early in accordance with this Agreement,
Sponsor or CROVits designee will provide a
termination payment equal to the amount owed for
work already performed up to and including the
effective date of termination, in accordance with
Attachment A, less payments already made. The
termination payment will include any non-cancelable
expenses, other than future personnel costs, so long as
they were properly incurred and prospectively
approved by Sponsor, and, only to the extent such
costs cannot reasonably be mitigated. If the Trial was
never initiated because of disapproval by the IEC
and/or RA, Sponsor or CRO/its designee 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 CRFs
and any Sponsor and/or CRO-supplied Equipment
(hereinafter defined). Institution will return and/or
destroy any unused Sponsor Drug or Comparator
Drug, as applicable, at Sponsor’s expense.

19. Insurance.

19.1 The Institution hereby represents and warrants

platnosti, pokud to pozaduje NEK a/nebo RU
nebo pokud je ukonéeni nutné k ochrané zdravi
subjektl klinického hodnoceni.

(4) Jestlize zdravotnické zafizeni zjisti, Ze v
disledku vzniku prekazky, jez nastala nezavisle
na jeho wvili, nebude dlouhodobé schopno
dokon¢it klinické hodnoceni, aniz by tim
nebyla negativné ovlivnéna jeho hlavni ¢innost,
kterou je poskytovani zdravotni péce,
neprodlené¢ informuje zadavatele a poskytne
uplny popis piekazejicich faktord a bude plné
spolupracovat se zadavatelem v dobr¢ vite, aby
nalezl feSeni pfijatelné pro strany, které podle
vybéru zadavatele miize zahrnovat presunuti
klinického hodnoceni do jiného zdravotnického
zafizeni  a/mebo  ukonceni  klinického
hodnoceni. K pfesunuti klinického hodnoceni
¢i ukonceni klinického hodnoceni dle tohoto
odstavce, musi dojit do 30 dnti od informovani
zadavatele o prekazce.

18.2 Platba  pti  ukonceni. Jestlize  dojde
k pfed¢asnému  ukonceni klinického hodnoceni
v souladu s touto smlouvou, zaplati zadavatel nebo
spole¢nost CRO/jeji  zastupce posledni platbu
rovnajici se dluzné ¢astce za jiz provedenou praci az
do dne ucinnosti ukonceni smlouvy v souladu
s prilohou A, a to po odecteni jiz vyplacenych castek.
Platba pii ukonceni bude zahrnovat vSechny
nezrusitelné vydaje fadn¢ vynalozené a predem
schvalené zadavatelem, s vyjimkou budoucich
osobnich nakladl, v rozsahu, v jakém nelze tyto
naklady primétené omezit. Jestlize klinické hodnoceni
nebylo zahajeno z divodu odepteni souhlasu NEK
a/nebo RU, zadavatel nebo spolenost CRO/ji uréend
osoba proplati piijemci plateb poplatky pro NEK a
vSechny dalsi vylohy, které zadavatel pisemné
schvalil.

18.3 Vraceni materialt. Pokud zadavatel a/nebo
spoleénost CRO neudéli jiné pisemné pokyny,
zdravotnické zatizeni a hlavni zkousSejici okamzité na
naklady zadavatele vrati vSechny materialy obdrzené
od zadavatele a/nebo spole¢nosti CRO pro provadéni
klinického hodnoceni, véetné formulait CRF a
veskerého vybaveni poskytnutého zadavatelem
a/nebo  spoleCnosti CRO (definované nize).
Zdravotnické zafizeni na naklady zadavatele vrati
a/nebo znici veskery hodnoceny 1é¢ivy pripravek nebo
ptipadné srovnavaci 1ék.

19. Pojisténi.

19.1 Zdravotnické zatizeni prohlasuje, ze ma dle § 45
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that it has taken out a liability insurance policy for the
Institution and for the Principal Investigator for health
damage caused during the provision of health care, in
accordance with section 45(2)(n) of Act No. 372/2011
on Medical Services. The said insurance policy has
been taken out to the extent required by law and does
not include insurance for health damage caused during
conduct of the Trial.

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 to the
best of their knowledge 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 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, to the best
of their knowledge, 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

odst. 2 pism. n) zakona ¢. 372/2011 Sb., o zdravotnich
sluzbach a podminkach jejich poskytovani, ve znéni
pozdé¢jsich predpist, uzavienu pojistnou smlouvu pro
zdravotnické zafizeni a hlavniho zkousejiciho na
pojisténi odpovédnosti za Skodu zplsobenou pfii
poskytovani zdravotni péce. Tato pojistna smlouva je
uzaviena v zakonem poZadovaném rozsahu a
neobsahuje pojisténi  odpovédnosti za Skodu
zpusobenou pii provadéni klinického hodnoceni.

19.2 Zadavatel zajisti a bude udrZzovat v plné platnosti
a ucinnosti pojisténi odpovédnosti ve prospéch
zadavatele a hlavniho zkousejiciho v souladu s § 58
odst. 2 zakona o 1é¢ivech.

20. Zékaz cCinnosti, vylouceni, 1ékatské osvédceni a
reakce. Zdravotnické zafizeni a hlavni zkousejici dle

svého nejlepsiho védomi prohlasuji, Ze zdravotnickému
zafizeni, vyzkumnému personalu ani hlavnimu
zkousejicimu nebyla dle Zadnych zakond upravujicich
zdravotni péci ¢€i 1écivé pripravky omezena nebo
zakdzana ucast v klinickém vyzkumu a ze zdravotnické
zafizeni a hlavni zkouSejici védomé nevyuziji sluzby
zadné osoby, které byly dle téchto zakont tyto Cinnosti
omezeny nebo zakazany, pokud jde o sluzby poskytované
dle této smlouvy. V prubehu trvani platnosti této smlouvy
a jeden (1) rok poté zdravotnické zafizeni a hlavni
zkousejici bez odkladu informuji zadavatele a spole¢nost
CRO, pokud se dozvi o jakémkoliv takovém omezeni
nebo zakazu vztahujicimu se na hlavniho zkousejiciho
nebo jakykoliv vyzkumny personal. Zdravotnické
zafizeni a hlavni zkousSejici prohlasuji, ze oni samotni a
dle nejlepsiho védomi ani vyzkumny persondl nebyli a
nejsou subjektem zadného vySetiovani ze strany statnich
nebo kontrolnich ufadt, zaddného tkonu vySetfovani,
varovani nebo vymahani, véetné statem natizené dohody
o firemni integrité, a Zze neporusili Zadné platné zakony
nebo predpisy upravujici uplatky nebo neopravnéné
naroky v souvislosti s provadénim vyzkumu, o ¢emz by
zadavatel a spolecnost CRO nebyl informovan.
Zdravotnické zafizeni a hlavni zkousSejici bez odkladu
informuje zadavatele a spole¢nost CRO, pokud se dozvi
o jakémkoliv takovém opatieni souvisejicim s
dodrzovanim etickych, védeckych nebo kontrolnich
standardi provadéni vyzkumu tehdy, pokud se tato
opatieni vztahuji na udalosti nebo ¢innosti, které nastaly
pfed nebo v prubéhu obdobi provadéni klinického
hodnoceni.

21. Postoupeni a delegovani. Smluvni strany souhlasi s
tim, ze zadavatel mize kdykoliv po pisemném oznameni
zdravotnickému zafizeni a hlavnimu zkouSejicimu
ptrevzit zavazky a prava spolec¢nosti CRO nebo nahradit
spoleCnost CRO jinym nezavislym dodavatelem.
Zdravotnické zafizeni nebo hlavni zkousejici nesmi bez
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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. This Agreement will bind and inure to the
benefit of the successors and permitted assigns of the
Sponsor.

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

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

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

25. Survival of Obligations. Obligations relating to
Financial Arrangements, 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.

26. Entire Agreement. This Agreement contains the
complete understanding of the Parties and will, as of the

predchoziho pisemného souhlasu zadavatele a vyslovné
dohody mezi zdravotnickym zafizenim, hlavnim
zkousejicim, spoleCnosti CRO a pfislusnym novym
postupnikem nebo subdodavatelem postoupit nebo
smluvné prevést jakakoliv prdva nebo povinnosti
vyplyvajici z této smlouvy. Tato smlouva je zdvazna a je
uzaviena ve prospéch nasledniki a schvalenych
nabyvateld prav zadavatele.

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

23. Zékony proti uplatkarstvi a korupci. Zdravotnické
zafizeni a hlavni zkousSejici berou na védomi, Ze jsou
zadavatel a spoleCnost CRO vazani zakony proti
uplatkatstvi a korupci. V této souvislosti je zakazéano, aby
zamé&stnanci, zastupci, smluvni partnefi a/nebo zastupci
zadavatele a spolecnosti CRO ucinili nebo nabidli platbu
(nebo cokoliv hodnotného), piimo ¢&i neptimo,
zaméstnanciim nebo ufedniktim zahranicni vlady, vetejné
mezinarodni  organizace, politické strany nebo
kandidatim na politickou funkci s cilem ziskat zakazku

nebo si zajistit nepatfiénou vyhodu. Zdravotnické
zafizeni a hlavni zkousejici zajisti, aby sami nebo jejich
vedouci pracovnici, zaméstnanci, spolupracovnici,
feditelé, konzultanti, zmocnénci, zastupci nebo

subdodavatelé, neucinili ukon, kterym by vznikla
odpovédnost zadavatele nebo spole¢nosti CRO dle
zakont proti uplatkafstvi a korupci.

24. Zadavatel jako obmyslend tieti strana. Strany této
smlouvy berou na védomi a souhlasi, ze zadavateli z této
smlouvy nalezi prospéch jako obmyslené tieti strané, a
souhlasi, aby zadavatel tato prava vymahal pfimo sam
nebo neptimo prostiednictvim spole¢nosti CRO.

25. Platnost zdvazkli po ukonceni smlouvy. Povinnosti
tykajici se finan¢nich ujednani, vykazovacich povinnosti,

ochrany osobnich udaji a soukromi, divérnych
informaci, zaznamu, kontrol a auditl, vynalezi,
publikaci, publicity, =zakazu Ccinnosti, vylouceni,

Iékatskych osvédceni a reakci a odSkodnéni ziistavaji v
platnosti i po ukonceni této smlouvy, stejné jako dalsi
ustanoveni této smlouvy nebo jejich ptiloh, které diky
svému charakteru a zdméru po ukonceni smlouvy
zustavaji nadale v platnosti.

26. Uplna _smlouva. Tato smlouva obsahuje uplné
ujednani stran a k datu Gc¢innosti nahradi v§echny ostatni
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Effective Date, supersede all other agreements between
the Parties concerning the specific Trial. This Agreement
may only be extended, renewed or otherwise amended in
writing, by the mutual consent of the Parties. No waiver
of any term, provision or condition of this Agreement, or
breach thereof, whether by conduct or otherwise, in any
one or more instances will be deemed to be or construed
as a further or continuing waiver of any such term,
provision or condition, or any prior, contemporaneous or
subsequent breach thereof, of any other term, provision
or condition of this Agreement whether of a same or
different nature.

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

28. 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.

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

30. 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; however, if it persists for more than
thirty (30) calendar days, then the Parties may enter into
discussions with a view to alleviating its effects and, if
possible, agreeing on such alternative arrangements as
may be reasonable in all of the circumstances.

31. Governing Law. This Agreement shall be governed
by and construed in accordance with the laws of the

smlouvy mezi smluvnimi stranami tykajici se daného
klinického hodnoceni. Tuto smlouvu lze prodlouzit,
obnovit nebo jinak upravit pouze pisemnou formou
vyjadiujici vzdjemnou dohodu smluvnich stran. Vzdani
se prava na dodrZeni jakékoli podminky nebo ustanoveni
této smlouvy, nebo jejich poruseni na zakladeé jednani ¢i
jinak v jednom ¢i vice ptipadech, nebude povazovano ani
vykladano jako dal$i nebo pokracujici vzdani se prava na
dodrzeni takové podminky nebo ustanoveni, ani jeho
predchozi, soucasné nebo nasledné poruseni, nebo vzdani
se prava na dodrzeni jakékoli jiné podminky nebo

ustanoveni této smlouvy stejného nebo odlisného
charakteru.
27. Rozpor s 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 zalezitostech
a podminky a ustanoveni protokolu se uplatni na samotny
vyzkum a védecké otazky, pokud nebude pisemnou
formou mezi smluvnimi stranami vyslovné dohodnuto
jinak.

28. Oddélitelnost. V ptipadé, ze jedno nebo vice
ustanoveni této smlouvy bude neplatné, nezakonné nebo
v jakémbkoli ohledu nevymahatelné, platnost, zakonnost a
vymahatelnost zbyvajicich ustanoveni obsazenych v této
smlouvé tim nebude nikterak ovlivnéna ani narusena.

29. Vztah mezi stranami. Vztah zdravotnického zafizeni
a hlavniho zkousejiciho ke spolec¢nosti CRO je vztahem
nezavislého dodavatele, nikoli vztahem partnerského
podniku, zmocnénce a zmocnitele, zaméstnance a
zameéstnavatele, spole¢ného podniku a podobné.

30. Vy$8i moc. Zadna ze smluvnich stran neponese
odpovédnost za opozdéné plnéni nebo neplnéni
povinnosti vyplyvajicich z této smlouvy, jestlize takové
zpozdéni ¢i neplnéni je disledkem okolnosti mimo jeji
pfimétenou kontrolu (kromé jiného vcetné vyssi moci,
zasaht vlady, nehody, stavky, terorizmu, bioterorizmu,
vyluky nebo jiné formy protestnich akci zaméstnanct) a
okamzité¢ o ném uvédomi druhou stranu (,,vy$§i moc*).
Zasah vys$i moci nepfedstavuje poruseni této smlouvy a
termin plnéni bude ptimétené odlozen. Jestlize vSak trva
vice nez tficet (30) dni, strany mohou zah4jit diskusi ve
snaze zmirnit dopady jejiho pisobeni a pokud je to
mozné, dohodnout se na alternativnich ujednanich, ktera
mohou byt za danych okolnosti pfimétena.

31. Rozhodné pravo. Tato smlouva fidi a je vykladana
podle zakonli Ceské republiky bez moznosti uplatnéni

Czech Republic, without giving effect to conflict of law | kolizich norem. V piipadé sporu mezi smluvnimi
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provisions. In the event of a dispute between the Parties,
the courts of the Czech Republic have jurisdiction.

32. 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. on the Register of Contracts, 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 personal data
and other information that is not subject to publication
and any information which in CRO’s or Sponsor’s
reasonable opinion constitutes CRO or Sponsor trade
secret. The Institution shall ensure publication of the
Redacted Agreement into the Contracts Registry within
thirty (30) days after the date of last signature of the
Agreement and shall inform the CRO about the
publication at e-mail address: xxx as soon as is
reasonably practicable but not later than within seven (7)
days after the date of publication.

The anticipated total amount to be paid to Institution
under this Agreement is 720,000.00 CZK.

33. 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:
INmune Bio Inc.

Attention: Legal
Telephone: xxx
Email: xxx

With a copy to / Kopie pro:

Syneos Health, LLC

1030 Sync Street

Morrisville, North Carolina, 27560, USA

Attention / K rukam: Site Contracts Department

Institution / Zdravotnické zatizeni:
Fakultni nemocnice u sv. Anny v Brné
Pekatska 664/53

602 00 Brno

Czech Republic / Ceska republika

stranami jsou k feSeni pfislusné soudy Ceské republiky.

32. Uvetejnéni smlouvy. Smluvni strany se dohodly, ze
tato smlouva bude uvefejnéna ve vefejném registru smluv
(’registr smluv”) v rozsahu, v jakém je to pozadovano
platnymi zakony, zejména zakonem ¢. 340/2015 Sb., o
registru smluv, ve znéni pozd¢jSich predpisid. Pred
podpisem této smlouvy spole¢nost CRO a/nebo zadavatel
pfipravi a zaSle emailem zdravotnickému zatizeni
upravenou verzi smlouvy ve formatu PDF (“upravena
smlouva”), kde budou znecitelnény osobni udaje a dalsi
informace, které nepodléhaji uvefejnéni a jakékoliv
informace, které dle divodného minéni spole¢nosti CRO
nebo zadavatele predstavuji obchodni tajemstvi
spole¢nosti CRO nebo zadavatele. Zdravotnické zafizeni
zajisti uvefejnéni upravené smlouvy v registru smluv
béhem tiiceti (30) dni ode dne posledniho podpisu
smlouvy a bude spole¢nost CRO informovat o uvefejnéni
na emailové adrese: xxx co nejdfive, ale nejpozdéji do
sedmi (7) dnl od data uvetejnéni.

Predpokladana  celkovd  Castka, kterd  bude
zdravotnickému zafizeni uhrazena dle této smlouvy, ¢ini
720,000.00 K¢.

33. Oznameni. Vsechna oznameni pozadovana touto
smlouvou musi byt uéinéna v pisemné formé a budou
povazovana za dorucend pii osobnim doruceni, pfi
zaslani kuryrem s doru¢enim do druhého dne nebo
doporuc¢enym dopisem na nize uvedené adresy s tim, Ze
vSechny urgentni zalezZitosti, jako napt. zpravy o
bezpecnosti, budou okamzité nahlaSeny po telefonu a
potvrzeny pisemné:

225 NE Mizner Blvd., Suite 640, Boca Raton, FL 33432, United States

Re / Véc: Project Code / Kod projektu: xxx (“Project Code” / ,,kdd projektu™)
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Attention / K rukdm: Centrum klinickych studii
Email / E-mail: xxx

Principal Investigator / Hlavni zkousSejici:
XXX

Czech Republic / Ceska republika
Telephone / Telefon: xxx

Email / E-mail: xxx

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.

34. 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.

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

36. Counterparts and Signatures. This Agreement has
been executed in three counterparts, one of which shall be
retained by each Party.

37. The parties hereby undertake not to enter into any
other agreement with either party’s employees in
connection with this Trial to be conducted at the
Institution.

38.In accordance with section 558(2) of Act No.
89/2012, the Civil Code, as amended, the Parties hereby
expressly rule out the application of commercial practices
in their legal relations connected with this Agreement.

39. The following Attachments also form an integral part
of the Agreement:
Attachment A — PAYMENT TERMS

V ptipadé zmény adresy, nazvu, podiizenosti nebo
jinych identifika¢nich udajii oznami smluvni strana
tuto skute¢nost druhé smluvni strané pisemné, dalsi
zmény této smlouvy se nevyzaduji.

34. Poskytovani financnich informaci. Zdravotnické
zafizeni a/nebo hlavni zkouSejici vyplni a véas odevzdaji

spole¢nosti CRO nebo zadavateli formulate s finan¢nimi
vykazy nebo informacemi, které zdravotnickému zatizeni
a/nebo hlavnimu zkousejicimu poskytne spoleénost CRO
nebo zadavatel. Zdravotnické zafizeni a/mebo hlavni
zkousejici rovné€z 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. Zdravotnické
zafizeni a/nebo hlavni zkousSejici zajisti, aby vSichni
spoluzkousejici, kteti vykonavaji funkci souvisejici
s klinickym hodnocenim, vyplnili a odevzdali vSechny
formulafe s finanénimi vykazy/informacemi, jak je
popsano v tomto bodé.

35. Rozhodny jazyk. Tato smlouva byla vyhotovena
v anglickém a ¢eském jazyce. V piipadé nesrovnalosti
mezi jazykovymi verzemi ma piednost ¢eska verze.

36. Vyhotoveni a podpisy. Tato smlouva je vyhotovena
ve tfech stejnopisech, znichz kazdd smluvni strana
obdrzi po jednom.

37. Smluvni strany se timto zavazuji, Ze v souvislosti
s timto klinickym hodnocenim u zdravotnického zatizeni
neuzaviou  zadnou  jinou smlouvu s Zzadnym
zaméstnancem druhé smluvni strany.

38. Smluvni strany timto v souladu s § 558 odst. 2 zakona
¢. 89/2012 Sb., obcanského zakoniku, ve znéni

pozdg€jsich  predpist, vyslovné vylucuji  pouziti
obchodnich zvyklosti ve svém pravnim styku

v souvislosti s touto smlouvou.

39. Nedilnou soucasti smlouvy jsou také tyto piilohy:
Piiloha A — PLATEBNI PODMINKY
Piiloha B — ZAZNAM FINANCN{HO UJEDNANI

Attachment B — FINANCIAL ARRANGEMENTS | Pfiloha C - POUZIVANI ZARIZENf, JEHO
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WORKSHEET

Attachment C — EQUIPMENT USE, OWNERSHIP &
DISPOSITION

Attachment D - STANDARD CONTRACTUAL
CLAUSES

[SIGNATURE PAGE FOLLOWS]

VLASTNICTVI A NAKLADANI SE ZARIZENIM
Ptiloha D — STANDARDN{ SMLUVNI DOLOZKY

[NASLEDUJE STRANA S PODPISY]
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| Agreed to and accepted: | Souhlasim a p¥ijimam:
CRO INSTITUTION / ZDRAVOTNICKE
ZARIZENI
Signature / Podpis Signature / Podpis
XXX Ing. Vlastimil Vajdak
Printed Name / Jméno (htilkovym pismem) Printed Name / Jméno (htilkovym pismem)
Manager SSU & Regulatory Director / feditel
Title / Pozice Title / Pozice
13. 6. 2024 17.6.2024
Date / Datum Date / Datum

PRINCIPAL INVESTIGATOR / HLAVNI
ZKOUSEJICi

Signature / Podpis

XXX

Printed Name / Jméno (hilkovym pismem)

Principal Investigator / Hlavni zkousSejici

Title / Pozice
14. 6. 2024

Date / Datum
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ATTACHMENT A
PAYMENT TERMS

A-1. General Terms. Payees 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 CRO via
electronic fund transfer or wire transfer as soon as
practicable upon receipt of invoices but no later than
thirty (30) calendar days of receipt of an undisputed
invoice. Monitoring will occur approximately every
three (3) to four (4) months 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 (60)
calendar days after receipt of the information of the close-
out visit of the Trial at the Institution. Any invoices
received thereafter may not be paid. Payee will have
sixty (60) calendar days after the date of the close-out
visit of the Trial at the Institution to dispute any payment
discrepancies or missing payments.

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

A-4. Additional Non-Procedural Costs or Trial Related

PRILOHA A
PLATEBNI PODMINKY

A-1. VSeobecné podminky. Za fadn¢ zatazené subjekty
klinického hodnoceni bude ptijemctim plateb vyplacena
odmeéna v souladu s ptilohou B. Tato ¢astka predstavuje
plnou uhradu za praci, kterou zdravotnické zatfizeni a
hlavni zkousejici odvedou, véetné veskerych praci a péce
uvedenych v protokolu klinického hodnoceni, spole¢né
se vSemi rezijnimi a administrativnimi sluzbami. Za
subjekty klinického hodnoceni zatazené do klinického
hodnoceni v rozporu s protokolem nebude vyplacena
zadna odména.

A-2. Platebni podminky. Platby =za kazdy subjekt
klinického hodnoceni budou hrazeny ¢&tvrtletné na
zaklade udaji z CRF zadanych zdravotnickym zafizenim
a/nebo hlavnim zkousejicim ziskanych pii néavstévach
zatazenych subjektd klinického hodnoceni. Platby budou
provedeny za naklady na dokoncené navstévy a 1écbu v
souladu s prilohou B, nestanovi-li smlouva odlisné.
Faktury ~ budou  uhrazeny  spolec¢nosti ~ CRO
prostiednictvim elektronického pievodu financnich
prostiedklt nebo penéznim pirevodem, jakmile to bude
mozné po obdrzeni faktur, nejpozde€ji vsak do tficeti 30)
kalendainich dnii od obdrzeni nesporné faktury. Ptiblizné
kazdé kazdé tii (3) aZ Ctyri (4) mésice bude proveden
monitoring porovnavajici zafazovani na pracovisti a
vyplnovani udaji. Veskeré dotazy musi byt vyfeseny do
péti (5) pracovnich dnti poté, co je zdravotnické zafizeni
a/nebo hlavni zkousejici obdrzi, a to kdykoliv béhem
klinického hodnoceni. Ptijemce plateb je povinen
predlozit zavérecné faktury ve Ihate tiiceti (60)
kalendainich dnti po obdrzeni informace o kondni
navstévy pro ukonceni klinického hodnoceni ve
zdravotnickém zatizeni. Faktury pfijaté pozdéji nebudou
proplaceny. Ptijemce plateb muiize ve lhiité Sedesati (60)
kalendafnich dni po datu navstévy pro ukonceni
klinického hodnoceni ve zdravotnickém zafizeni
rozporovat neshody v platbach nebo chybéjici platby.

A-3. Platby prefakturované na zadavatele. Platby splatné
dle této smlouvy jsou platby piefakturované na
zadavatele a budou zaslany az poté, co spolecnost CRO
tyto platby obdrzi od zadavatele. Spolecnost CRO nenese
zadnou odpovédnost za neuhrazeni platby v piipadé, ze
potiebné finance zadavatel vcas spolecnosti CRO
neposkytl.

A-4. Dodate¢né néklady nesouvisejici s postupy nebo

Costs. Payee will be paid for additional non-procedural
costs or additional Trial related costs that are
pre-approved by Sponsor, as set forth in Attachment B.
To request payment for such costs, Payee will remit an

naklady souvisejici s klinickym hodnocenim. Pfijemciim
plateb budou uhrazeny dodate¢né naklady nesouvisejici

spostupy nebo dodatené naklady souvisejici
s klinickym hodnocenim, které byly pfedem schvaleny
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itemized invoice to Sponsor or CRO with documentation
and receipts substantiating agreed-upon pass-through
expenses. Any additional non-procedural costs or
additional Trial related costs will be invoiced only in the
amount shown in Attachment B.

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 returned and/or destroyed; 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 will promptly
pay Payees 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 agreed notification by Sponsor or CRO.

A-6. Taxes.

(1) Payments shown in Attachment B do not include
Value Added Tax (“VAT”). If the Payees are VAT
registered, and if VAT 1is required under the
Applicable Law, VAT should be added and shown on
the invoice by the Payees at the applicable VAT rate,
along with Payee’s VAT registration number. All
cross border tax payments will be zero rated under tax
shift according to Applicable Law. If this is the case,
Payees will not add VAT to the invoice, and the
appropriate wording should be displayed on the
invoice in accordance with Applicable Law.

(2) Payees acknowledge and agree 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 Payees under this Agreement.
CRO or Sponsor will not be responsible for the
withholding or payment of any such required

zadavatelem, jak je uvedeno v ptiloze B. Zadost o uhradu
takovych nakladd pfijemci plateb podaji zadavateli nebo
spolecnosti  CRO  formou faktury s uvedenim
jednotlivych polozek a podlozené dokumentaci a doklady
dokladajici dohodnuté vydaje pirefakturované na
zadavatele. Jakékoliv dodatecné naklady nesouvisejici
spostupy nebo dodateéné naklady souvisejici
s klinickym hodnocenim budou fakturovany pouze v
castkach uvedenych v piiloze B.

A-5. Zavéreéna platba. Pfi  ukonceni klinického
hodnoceni budou zadavateli bez zbyte¢ného odkladu
ptedlozeny ke kontrole vSechny formuldte CRF
a dokumenty souvisejici s klinickym hodnocenim.
Zavéretna platba (,,zavéreCna platba®) bude uhrazena,
jakmile: budou vyplnény a piedany vSechny formulare
CRF, budou uspokojivé zodpovézeny dotazy tykajici se
udaji, budou vraceny a/nebo zniceny vSechny hodnocené
1éCivé pripravky, budou vyfeSeny vSechny problémy s
ukonceni klinického hodnoceni a dokonéeny vsechny
postupy, véetné zavére¢ného oznameni NEK a/nebo RU,
pokud je to relevantni. VSechny nevytesené dotazy, které
ovliviluji zdvéreénou platbu, musi byt vyfeseny ve lhtté
péti (5) pracovnich dnti po jejich obdrzeni zdravotnickym
zafizenim a/nebo hlavnim zkousejicim. Zadavatel nebo
spole¢nost CRO provedou konec¢né odsouhlaseni vsech
dosud vyplacenych plateb s celkovou dluznou ¢astkou a
bez odkladu zaplati piijemcim plateb piipadné
neuhrazené Castky. Pijemce plateb bez odkladu ve 1huté
tiiceti (30) kalendéinich dnd po odsouhlaseni oznameni
zadavatele nebo spole¢nosti CRO vyplati zadavateli
jakékoliv neopravnéné platby nebo preplatky diive
uhrazené piijemci plateb.

A-6. Dané¢.

(1) Platby uvedené v ptiloze B jsou uvedeny bez dané
z ptridané hodnoty (,,DPH®). Jsou-li pfijemci plateb
platci DPH, a pokud platné zakony ukladaji povinnost
platit DPH, musi piijemci plateb DPH pfiCist a
vykazat na faktufe v platné sazbé s uvedenim DIC
prijemce plateb. VSechny preshrani¢ni daiiové platby
budou provedeny s nulovou sazbou na zakladé
presunu zdanéni dle platnych zakonl. V tomto
ptipad¢ piijemci plateb DPH na faktufe nepftictou,
pficemz v souladu s platnymi zakony je na faktute
tieba uvést pozadovany text.

(2) Ptijemci plateb potvrzuji a zavazuji se, Ze ponesou
vyhradni odpovédnost za ptipadné platby vSech
ptispévkd a dani uvalenych pfisluSnym vladnim
organem na odmeény vyplacené ptijemctm plateb dle
této smlouvy. Spolecnost CRO nebo =zadavatel
neponesou odpovédnost za provadeéni srazek nebo
placeni takovych pozadovanych piispévkl nebo dani.
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contributions or taxes. Payees accept 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, if
at all, as outlined in Attachment B.

A-8. Necessary Procedures. Payees will be reimbursed
for valid necessary visits and procedures not covered
under Attachment B. Payment for any necessary
procedure due to Trial Subject safety will be reimbursed
at the agreed upon unit cost in Attachment B, if available,
or if there is no such unit cost in Attachment B, Payees
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.

A-9. Payees. The payments will be made to the following
Payees and address (“Payees”):

Pavee 1 - Institution / Zdravotnické zarizeni

Piijemci platby piebiraji plnou odpovédnost za
vykazovani vSech pfijatych plateb dle této smlouvy
pfisluSnym finan¢nim ufadim v souladu s platnymi
zakony.

A-7. Neuspé&Sny  screening.  Pfipad  neuspésného
screeningu se vztahuje na subjekt klinického hodnocenti,
ktery nesplni kritéria screeningové navstévy, a tudiz neni
zpusobily k zafazeni do klinického hodnoceni (,,Pfipad
neuspéSného  screeningu®). Pfipady  netspé$ného
screeningu budou uhrazeny, pokud vibec, v souladu s
ptilohou B.

A-8. Nutné postupy. Pjemctiim plateb bude poskytnuta
uhrada za platné nutné navstévy a postupy, které nejsou
zahrnuty v ptiloze B. Uhrada za postup nutny z hlediska
bezpecnosti subjektu hodnoceni bude provedena v
jednotkové cené odsouhlasené v ptiloze B, je-li uvedena,
nebo neuvadi-li ptiloha B jednotkovou cenu, pak budou
pfijemcim plateb uhrazeny skute¢né naklady, které
vznikly  zdravotnickému  zafizeni a  hlavnimu
zkousejicimu, pricemz bude nutné vystavit samostatnou
fakturu podloZzenou dokumentaci dokladajici nutnost
provést 1ékai'sky ukon. V pripadech, kdy to bude mozné,
je tfeba ziskat predchozi pisemny souhlas zadavatele
nebo spolecnosti CRO, pokud tim nebude narusSena
integrita klinického hodnoceni nebo dotcena bezpecnost
subjektu klinického hodnoceni, pficemz v takovém
pfipadé bude zadavatel informovan, jakmile to bude
nésledn¢ mozné.

A-9. Piijemci _ plateb. Platby budou uhrazeny
nasledyjicim pfijemcim a na niZe uvedenou adresu
(“ptijemci plateb”):

Payee Name / Jméno piijemce plateb: Fakultni nemocnice u sv. Anny v Brné

Payee Address / Adresa piijemce plateb: Pekaiska 664/53, 602 00 Brno. Czech Republic / Ceska republika
Payee Tax Identification Number / Danové identifikacni ¢islo ptijemce plateb: CZ00159816

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

Payee Contact Person / Kontaktni osoba piijemce plateb: xxx

Payee Bank Account Details / Bankovni spojeni pfijemce plateb:

Bank Name / Nazev banky: Ceska narodni banka

SWIFT Code / Kod SWIFT: CNBACZPP

Pavee 2 - Principal Investigator / Hlavni zkouSejici
Payee Name / Jméno piijemce plateb: xxx

Bank Address / Adresa bavnky: Rooseveltova 18, 60110 Brno, Czech Republic / Ceské republika
Bank Account Number / Cislo uétu: 20001-71138621/0710
IBAN Number / Cislo IBAN: CZ 83 0710 0200 0100 7113 8621

Payee Address / Adresa piijemce plateb: xxx, Czech Republic / Ceské republika
Payee Tax Identification Number / Daiiové identifika¢ni Cislo pfijemce plateb: NA
Payee Contact Email address / Kontaktni e-mailova adresa pfijemce plateb: xxx
Payee Contact Person / Kontaktni osoba piijemce plateb: xxx
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Payee Bank Account Details / Bankovni spojeni pfijemce plateb:

XXX

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 on the basis of
mutually agreed documents:

Syneos Health UK Limited

Attn.: Investigator Payment Department
Farnborough Business Park

1 Pinehurst Road

Farnborough

Hampshire

GU14 7BF, UK

VAT: xxx

Re / Véc: Project Code / Kod projektu: xxx

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

The documents for issuing the invoice will be sent to the
following addresses:
XXX

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 numberand (ii) the note “VAT is zero rated
under tax shift”.

Payee will not receive any payments for pass through
expenses whereby Payee has failed to produce actual
copy invoices or other documentation clearly
substantiating that the expenditures were actual,
reasonable, and verifiable in the amount submitted for

V pripad¢ zmén v bankovnim spojeni piijemce plateb je
ptijemce plateb povinen pisemné informovat spole¢nost
CRO prostrednictvim tzv. payment authorization form
spole¢nosti CRO (“PAF”’). Smluvni strany se dohodly, ze
v piipadé zmén bankovnich 0daji, které nezahrnuji
zménu piijemce plateb nebo zménu zem¢ mista
bankovniho G¢tu, se dodatek k této smlouvé nevyzaduje.

A-10. Faktury. Vsechny faktury musi byt vystaveny
v angli¢tiné podle pokynd na nize uvedenou adresu na
zaklade€ vzajemné odsouhlasenych podkladi:

Vsechny faktury a dotazy tykajici se plateb — véetné kodu
projektu — musi byt zaslany na:

E-mail: xxx

Podklady pro vystaveni faktury budou zasilany na nize
uvedené adresy:
XXX

Pokud je tieba zpracovat faktury v papirové podob¢, musi
byt zaslany na adresu spolec¢nosti CRO uvedenou v tomto
bodé.

Kazda faktura musi uvadét: (1)nazev zadavatele,
(2) cislo protokolu, (3) kod projektu, (4) jméno hlavniho
zkousejiciho, (5) cislo centra, (6) kontaktni telefonni
¢islo a e-mailovou adresu piijemce plateb, (7) Bankovni
spojeni piijemce plateb, (8) shrnuti plateb pozadovanych
v souladu s ptilohou B, (9) pokud je pfijemce platby
platcem DPH, pak danové identifikacni ¢islo piijemce
plateb, a (10) pro preshrani¢ni danové platby: (i) danové
identifikacni ¢islo spole¢nosti CRO a (ii)) poznadmku
“DPH s nulovou sazbou na zakladé pfesunu zdanéni”.

Piijemci plateb neobdrzi zadné platby za prefakturované
vydaje, jestlize ptijemci plateb neptfedlozili kopie faktur
nebo jiné dokumentace jasn¢ dokladajici, ze tyto vydaje
byly skutecné, pfiméfené a ovéfitelné v Castce
predkladané k uhradé. V piipadé jakychkoli nakladu,

PI: xxx | Institution: Fakultni nemocnice u Sv. Anny v Brné¢ (FNUSA) | INmune Bio Inc. | XPro1595-AD-02

Doc Name: SYNH CZE Tripartite CTA (CRO) V1.6 10Aug2022 | Doc Final: 12/Jun/2024

30/48




Confidential | Divérné

compensation. For any costs not in scope of Agreement,
requests for payment or reimbursement or invoices must
not be submitted by Payee until an amendment to the
Agreement or a budget modification letter has been
executed.

které nejsou upraveny ve smlouve, nesmi ptijemci plateb
predkladat zadosti o platbu nebo thradu nebo faktury,
dokud nebude uzavien dodatek ke smlouvé nebo
podepsan dopis o zméné rozpoctu.
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ATTACHMENT B

FINANCIAL ARRANGEMENTS WORKSHEET

FINANCE SUMMARY BOX

PRILOHA B
ZAZNAM FINANCNIHO UJEDNANI

SHRNUTI FINANCNICH ZAVAZKU

XXX

ATTACHMENT C

EQUIPMENT USE, OWNERSHIP &
DISPOSITION

C-1. Use. During the term of this Agreement, Institution
and Principal Investigator may use Equipment only for
purposes of this Trial.

PRILOHA C

POUZIVANi ZARIZENI, JEHO VLASTNICTVI A
NAKLADANI SE ZARIZENIiM

C-1. Zadavatel poskytne pro ucely provedeni klinického
hodnoceninasledujici vybaveni (dale jen ,,vybaveni®):

Price
without
VAT

Equipment Serial no.

Name: Tablet

Model (tape):
Microsoft

Surface Tbd

XXX

Manufacturer:
Microsoft

. , o Cena bez
Vybaveni Vyrobni ¢islo DPH

Néazev: Tablet

Vyrobni model
(typ):
Microsoft
Surface

Bude doplnéno XXX

Vyrobce:
Microsoft

C-2. The Sponsor undertakes to transport, install, and
operate the Equipment in a condition fit for normal use,
free of charge.

C-3. The Sponsor shall notify a member of the Medical
Equipment Department of delivery of Equipment
constituting a medical device (part of the group of
medical or laboratory devices) or a measuring device, at
least 3 days before delivery of the respective device, on
tel. xxx, or by email to xxx. In the case of Equipment
constituting IT technology, the Sponsor shall notify a
member of the IT Team at least 3 days before delivery of
the Equipment on tel. xxx or by email at xxx. In the case
of Equipment constituting hardware (which does not fall
under the above groups), the Sponsor shall notify a
member of the Hardware Storage Department at least 3
days before delivery of the Equipment on tel. no. xxx.

C-4. If the Equipment is a medical device or measuring
device, a member of the Medical Equipment Department
must be present at handover of the Equipment to the
Institution and all related documents (e.g., declaration of
conformity, CE certificate, and operating instructions)
must be presented to the member of the Medical
Equipment Department by the Sponsor.

C-2. Zadavatel se zavazuje vybaveni ve stavu schopném
bézného uzivani bezplatné dopravit zdravotnickému
zafizeni, instalovat jej a uvést do provozu.

C-3. Zadavatel uvédomi o dodavce vybaveni, které je
zdravotnickym  prostiedkem  (patii do  skupiny
zdravotnicka nebo laboratorni technika) nebo méfidlem,
pracovnika Odboru zdravotnické techniky alespon 3 dny
pred dodanim pfistroje na tel. €. tel. €. xxx nebo e-mailem
na xxx V pfipadé vybaveni, které je IT technologii,
uvédomi zadavatel o dodavce pracovnika Useku
informatiky alespon 3 dny pied dodanim vybaveni na tel.
¢. xxx nebo e-mailem xxx. V pfipad€ vybaveni, které je
technickym materidlem (nespadd do vySe uvedenych
skupin), uvédomi zadavatel o dodavce pracovnika
Odboru zasobovani technickym materidlem alespon 3
dny pied dodanim vybaveni na tel. ¢. xxx.

C-4.V ptipadé, ze je vybaveni zdravotnickym
prosttedkem nebo meétidlem, pii piedani vybaveni
zdravotnickému zatizeni musi byt pfitomen pracovnik
Odboru zdravotnické techniky, kterému budou ze strany
zadavatele predany veskeré souvisejici dokumenty (napf.
prohldseni o shodg, certifikat CE a navod k obsluze).
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C-5. Following commissioning, a handover report will be
compiled and signed by the Sponsor, by an authorized
member of the Medical Equipment Department, the IT
Team, or the Hardware Storage Department (depending
on the type of Equipment) on behalf of the Institution, and
by a representative of the site for which the Equipment is
intended.

C-6. The Sponsor undertakes to supply the Equipment
with instructions for use in Czech and other
documentation required under legal regulations, in
particular a declaration of conformity as specified under
Act No. 89/2021 on Medical Devices, as amended by
subsequent regulations and the relevant implementing
regulations, and if it is not a completely new device, the
latest safety inspection report as defined by law
(submission of a valid safety inspection report).

C-7. At the Institution’s request, or if required by law, the
Sponsor undertakes to provide free instruction on
operation of the Equipment and to arrange all repairs and
service for the Equipment, routine maintenance and
essential spare parts, and any prescribed tests,
inspections, and reviews of the equipment, free of charge.

C-8. The costs associated with replacement of the
Equipment due to normal wear and tear shall be borne by
the Sponsor.

C-9. Use. During the term of this Agreement, Institution
and Principal Investigator may use Equipment only for
purposes of this Trial.

C-10. Ownership. Until the termination of this
Agreement, this Equipment remains the property of the
respective Vendors that have provided the Equipment
Institution and Principal Investigator further agree that
unless otherwise authorized in writing by the Sponsor of
this Trial, Institution and Principal Investigator will not
alter the Equipment in any way. Institution must not
install any components or software, if applicable, without
express approval of the Sponsor. Any software provided
to Institution and/or Principal Investigator may not be
duplicated. Institution and Principal Investigator are not
permitted to use the Equipment for any other purpose
than for the performance of this Trial in accordance with
the Protocol.

C-11. The Sponsor acknowledges that the Institution nor
Principal Investigator shall not be liable for wear and tear,
damage, loss or other detriment by the Trial Subjects
when handling the Equipment provided

C-12. Disposition. The Sponsor shall bear all of the costs

C-5. Po uvedeni do provozu bude sepsan piedavaci
protokol podepsany zadavatelem a za zdravotnické
zafizeni opravnénym pracovnikem Odboru zdravotnické
techniky nebo Useku informatiky nebo Odboru
zasobovani technickym materialem, podle typu vybaveni,
a zastupcem pracovisté, pro které je vybaveni uréeno.

C-6. Zadavatel se zavazuje k vybaveni dodat navod k
obsluze v Ceském jazyce a dalsi dokumentaci, kterou
vyzaduji pravni predpisy, zejména prohlaseni o shodé¢ dle
zakona ¢. 375/2022 Sb., o zdravotnickych prostiedcich a
diagnostickych zdravotnickych prosttedcich in vitro, ve
znéni pozd€jSich predpisti a prislusnych provadécich
predpistt a v ptipad€, ze nejde o Gpln€ novy pfistroj,
aktualni protokol o provedeni BTK ve smyslu zakona
(dolozeni platné BTK).

C-7. Zadavatel se zavazuje provést na zadost
zdravotnického zatizeni, nebo pokud tak vyzaduji pravni
predpisy bezplatnou instruktaz obsluhy vybaveni a dale
je povinen zajistit na vlastni naklady veskeré opravy a
servis vybaveni, jeho béznou udrzbu a potfebné nahradni
dily, jakoz i veskeré predepsané kontroly, prohlidky a
revize vybaveni.

C-8. Naklady spojené s vyménou vybaveni z bé€znych
divodii opotiebeni bude provadét na své naklady
zadavatel.

C-9. Pouziti. Béhem doby trvani této smlouvy mohou
zdravotnické zafizeni a hlavni zkousSejici pouzivat
zafizeni pouze pro ucely tohoto klinického hodnoceni.

C-10. Vlastnictvi. Do ukonéeni této smlouvy zlistane toto
zafizeni ve vlastnictvi dodavatelt, ktefi zafizeni
zadavateli poskytli. Zdravotnické zafizeni a hlavni
zkousejici se dale zavazuji, Ze pokud nedostanou pisemné
schvaleni zadavatele tohoto klinického hodnoceni,
nebudou jakymkoliv zplsobem zafizeni upravovat.
Zdravotnické zafizeni nesmi instalovat zadné piipadné
soucasti ani software bez vyslovného schvaleni
zadavatele. Software poskytnuty zdravotnickému
zafizeni a/nebo hlavnimu zkouSejicimu se nesmi
kopirovat. Zdravotnické zafizeni a hlavni zkouSejici
nesmi pouzivat zafizeni pro zadné jiné ucely nez je
provadéni tohoto klinického hodnoceni v souladu s
protokolem.

C-11. Zadavatel bere na védomi, ze zdravotnické zafizeni
ani hlavni zkouSejici neodpovidaji za opotiebeni,
poskozeni, ztratu ¢i jiné pochybeni subjektu klinického
hornoceni pii manipulaci s poskytnutym vybavenim.

C-12. Nakladéani se zafizenim. Zadavatel ponese veskeré
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connected with the delivery, installation, and return of the
Equipment.After completion of Trial conduct or at an
earlier time specified by Sponsor, the Sponsor undertakes
to ensure that the Equipment is taken over or removed
from the Institution or disposed of at its own expense, as
soon as possible and appropriate. The Sponsor shall
notify a member of the Medical Equipment Department
of the return of the Equipment at least 3 days before the
Equipment is returned, on tel. xxx, or by email at xxx. In
the case of IT Equipment, the Sponsor shall notify a
member of the IT Team of the return of the Equipment at
least 3 days before it is returned, on tel. no. xxx or by
email at xxx. In the case of Equipment constituting
hardware (which does not fall under the above groups),
the Sponsor shall notify a member of the Hardware
Storage Department of the return of the Equipment at
least 3 days before it is returned, on tel. xxx. Devices shall
be returned at the place of performance, on the basis of a
handover report signed by the Sponsor, by an authorized
member of the Medical Equipment Department, the IT
Team or the Hardware Storage Department (depending
on the type of Equipment) on behalf of the Institution, and
by a representative of the site for which the Equipment is
intended.

C-13. The Sponsor represents and warrants that it has all
the required rights to all software forming part of the
above Equipment and that it can be used by the Institution
for conducting the Trial.

vydaje v souvislosti s dodanim, instalaci a vracenim
vybaveni. Po dokonéeni provadéni klinického hodnoceni
nebo diive, urci-li tak zadavatel, se zadavatel zavazuje, ze
zajisti prevzeti ¢i odvoz vybaveni ze zdravotnického
zafizeni C¢i zajisti jeho likvidaci na své naklady, a to
nejdiive jak to bude mozné a vhodné. Zadavatel uvédomi
o vraceni Vybaveni pracovnika Odboru zdravotnické
techniky alespoii 3 dny pfed vracenim vybaveni na tel. C.
xxX nebo e-mailem na xxx Pokud se bude jednat o IT
vybaveni, zadavatel uvédomi o vraceni vybaveni
pracovnika Useku informatiky alespon 3 dny pred
vracenim na tel. €. xxxnebo e-mailem xxx Pokud se bude
jednat o vybaveni, které je technickym materidlem
(nespada do vyse uvedenych skupin), uvédomi zadavatel
o vraceni pracovnika Odboru zéasobovani technickym
materidlem alespon 3 dny pfed vracenim vybaveni na tel.
¢. xxX. Vraceni pfistroje bude provedeno v misté plnéni
na zakladé pisemného protokolu podepsaného
zadavatelem a ze strany zdravotnického zafizeni
opravnénym pracovnikem Odboru zdravotnické techniky
nebo Useku informatiky nebo Odboru zasobovani
technickym materidlem, podle typu vybaveni, a
zastupcem pracoviste, pro které je vybaveni urceno.

C-13. Zadavatel prohlasuje a zaruCuje, ze ma
k veskerému softwaru, ktery je soucasti vyse uvedeného
vybaveni, veskera potfebna prava, a zZe jej zdravotnické
zafizeni mize vyuzivat pro ucely provadéni klinického
hodnoceni.
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ATACHMENT D
STANDARD CONTRACTUAL CLAUSES

PRILOHA D
STANDARDNI SMLUVNI DOLOZKY

MODULE 4: PROCESSOR TO CONTROLLER

MODUL 4: OD ZPRACOVATELE SPRAVCI

SECTION I

ODDIL I

Clause 1

Dolozka 1

Purpose and scope

Ugel a oblast ptisobnosti

(a) The purpose of these standard contractual clauses is
to ensure compliance with the requirements of
Regulation (EU) 2016/679 of the European Parliament
and of the Council of 27 April 2016 on the protection of
natural persons with regard to the processing of personal
data and on the free movement of such data (General Data
Protection Regulation)1 for the transfer of personal data
to a third country.

(a) Uelem téchto standardnich smluvnich dolozek je
zajistit dodrzovéani pozadavkd uvedenych v nafizeni
Evropského parlamentu a Rady (EU) 2016/679 ze dne 27.
dubna 2016 o ochran¢ fyzickych osob v souvislosti se
zpracovanim osobnich udajii a o volném pohybu té€chto
udaji (obecné nafizeni o ochrané tidaju)l, pokud jde o
predavani osobnich udajt do treti zemé

(b) The Parties: (i) the natural or legal person(s), public
authority/ies, agency/ies or other body/ies (hereinafter
“entity/ies”) transferring the personal data, as listed in
Annex [.A. (hereinafter each “data exporter”), and (ii) the
entity/ies in a third country receiving the personal data
from the data exporter, directly or indirectly via another
entity also Party to these Clauses, as listed in Annex [.A.
(hereinafter each “data importer”) have agreed to these
standard contractual clauses (hereinafter: “Clauses”).

(b) Strany: (i) fyzicka nebo pravnickd osoba ¢i osoby,
organ ¢i organy vetejné moci, agentura ¢i agentury nebo
jiny subjekt ¢i jiné subjekty (dale jen ,subjekt™ ¢i
,,subjekty*) predavajici osobni udaje, uvedené v ptiloze I
casti A (dale jen ,,vyvozce udaju), a (ii) subjekt ¢i
subjekty ve teti zemi, piijimajici pfimo nebo nepiimo
prostiednictvim jiného subjektu, jenz je rovnéz stranou
téchto dolozek, osobni uidaje od vyvozce idaji, uvedené
v priloze I ¢asti A (dale jen ,,dovozce udaji‘),

(c) These Clauses apply with respect to the transfer of
personal data as specified in Annex [.B.

(¢c) Tyto dolozky se pouziji s ohledem na predavani
osobnich idaja podle ptilohy I ¢asti B.

(d) The Appendix to these Clauses containing the
Annexes referred to therein forms an integral part of these
Clauses.

(d) Dodatek k témto dolozkam obsahujici ptilohy, na néz
se v téchto dolozkach odkazuje, tvoii nedilnou soucast
téchto dolozek

Clause 2

Dolozka 2

Effect and invariability of the Clauses

Ucinek a neménnost dolozek

(a) These Clauses set out appropriate safeguards,
including enforceable data subject rights and effective
legal remedies, pursuant to Article 46(1) and Article 46
(2)(c) of Regulation (EU) 2016/679, provided they are
not modified, except to add or update information in the
Appendix. This does not prevent the Parties from
including the standard contractual clauses laid down in
these Clauses in a wider contract and/or to add other
clauses or additional safeguards, provided that they do
not contradict, directly or indirectly, these Clauses or
prejudice the fundamental rights or freedoms of data
subjects.

(a) Tyto dolozky stanovi vhodné zaruky, vcetné
vymahatelnych prav subjektu 0daji a uc¢inné pravni
ochrany, podle ¢l. 46 odst. 1 a ¢l. 46 odst. 2 pism. c)
natizeni (EU) 2016/679 a s ohledem na piedavani udaji
od spravci zpracovatelim a/nebo od zpracovateli
zpracovatelim, standardni smluvni dolozky podle ¢l. 28
odst. 7 nafizeni (EU) 2016/679, pokud nebudou
zménény, s vyjimkou vybéru vhodného modulu
(vhodnych modult) nebo za ucelem piidani nebo
aktualizace informaci v dodatku. To smluvnim stranam
nebrani v tom, aby zahrnuly standardni smluvni dolozky
stanovené v té€chto dolozkach do §irsi smlouvy a/nebo
pridaly dal$i dolozky nebo dodatecné zaruky, pokud
nebudou piimo nebo nepiimo v rozporu s témito
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dolozkami nebo nebudou dotc¢ena zakladni prava nebo
svobody subjektii udajt.

(b) These Clauses are without prejudice to obligations to
which the data exporter is subject by virtue of Regulation
(EU) 2016/679.

(b) Témito dolozkami nejsou dotceny povinnosti, které se
vztahuji na vyvozce Udaji na zakladé nafizeni (EU)
2016/679.

Clause 3

Dolozka 3

Third-party beneficiaries

Opravneéné treti strany

(a) Data subjects may invoke and enforce these Clauses,
as third-party beneficiaries, against the data exporter
and/or data importer, with the following exceptions:

(a) Subjekty udajii se mohou jako opravnéné tieti strany
ve vztahu k vyvozci a/nebo dovozci udaji dovolavat
téchto dolozek a vymadahat je, a to s nasledujicimi
vyjimkami:

(i) Clause 1, Clause 2, Clause 3, Clause 6, Clause 7,

(i) dolozka 1, dolozka 2, dolozka 3, dolozka 6, dolozka 7,

(i1) Clause 8.1 (b) and Clause 8.3(b);

(i1) dolozka 8.1 pism. b) a dolozka 8.3 pism. b);

(iii) Clause 13;

(iii) dolozka 13;

(iv) Clause 15.1(c), (d) and (e);

(iv) dolozka 15.1 pism. ¢), d) a e);

(v) Clause 16(e);

(v) dolozka 16 pism. e) ;

(vi) Clause 18.

(vi) dolozka 18.

(b) Paragraph (a) is without prejudice to rights of data
subjects under Regulation (EU) 2016/679.

(b) Pismenem a) nejsou dotcena prava subjektt udaji
podle natizeni (EU) 2016/679.

Clause 4

Dolozka 4

Interpretation

Vyklad

(a) Where these Clauses use terms that are defined in
Regulation (EU) 2016/679, those terms shall have the
same meaning as in that Regulation.

(a) Pokud tyto dolozky pouzivaji pojmy, které jsou
vymezeny v natizeni (EU) 2016/679, maji tyto pojmy
stejny vyznam jako v uvedeném nafizeni.

(b) These Clauses shall be read and interpreted in the light
of the provisions of Regulation (EU) 2016/679.

(b) Tyto dolozky je tfeba Cist a vykladat s ohledem na
ustanoveni nafizeni (EU) 2016/679.

(c) These Clauses shall not be interpreted in a way that
conflicts with rights and obligations provided for in
Regulation (EU) 2016/679.

(¢) Tyto dolozky nebudou vykladany zadnym zptlisobem,
ktery by byl v rozporu s pravy a povinnostmi
stanovenymi v natizeni (EU) 2016/679.

Clause 5

Dolozka 5

Hierarchy

Hierarchie

In the event of a contradiction between these Clauses and
the provisions of related agreements between the Parties,
existing at the time these Clauses are agreed or entered
into thereafter, these Clauses shall prevail.

V ptipadé€ rozporu mezi témito dolozkami a ustanovenimi
souvisejicich dohod mezi stranami, které existovaly v
dobé¢ sjednani téchto dolozek, nebo které byly uzavieny
az po jejich sjednani, maji tyto dolozky ptednost.

Clause 6

Dolozka 6

Description of the transfer(s)

Popis piedavani

The details of the transfer(s), and in particular the
categories of personal data that are transferred and the

Podrobnosti tykajici se predavani, zejména kategorie
osobnich udaja, které jsou predavany, a ticel nebo ucely,
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purpose(s) for which they are transferred, are specified in
Annex [.B.

pro které jsou predavany, jsou uvedeny v ptiloze I Casti
B.

Clause 7 - Optional

Dolozka 7 — volitelna

Docking clause

Dolozka o ptistoupeni

(a) An entity that is not a Party to these Clauses may, with
the agreement of the Parties, accede to these Clauses at
any time, either as a data exporter or as a data importer,
by completing the Appendix and signing Annex [.A.

(a) Subjekt, ktery neni stranou téchto dolozek, muze se
souhlasem stran k témto dolozkdm kdykoli pfistoupit,
bud’ jako vyvozce dajii, nebo jako dovozce udaju, a to
vyplnénim dodatku a podepsanim ptilohy I ¢asti A

(b) Once it has completed the Appendix and signed
Annex LA, the acceding entity shall become a Party to
these Clauses and have the rights and obligations of a data
exporter or data importer in accordance with its
designation in Annex [.A.

(b) Poté, co pristupujici subjekt vyplni dodatek
a podepiSe piilohu I cast A, stane se stranou téchto
dolozek a ma prava a povinnosti vyvozce udajii nebo
dovozce udaji v souladu se svym uréenim v ptiloze 1
Casti A.

(c) The acceding entity shall have no rights or obligations
arising under these Clauses from the period prior to
becoming a Party.

(c) Pristupujici subjekt nema zadna prava ani povinnosti
na zéakladé téchto dolozek plynouci z obdobi pted tim,
nez se stal stranou.

SECTION II - OBLIGATIONS OF THE PARTIES

ODDIL II - POVINNOSTI STRAN

Clause 8

Dolozka 8

Data protection safeguards

Zaruky ochrany tdaju

The data exporter warrants that it has used reasonable
efforts to determine that the data importer is able, through
the implementation of appropriate technical and
organisational measures, to satisfy its obligations under
these Clauses.

Vyvozce udaji zarucuje, ze vynalozil pifiméfené usili,
aby mohl stanovit, zda je dovozce udaji schopen —
zavedenim vhodnych technickych a organiza¢nich
opatfeni — plnit své povinnosti podle téchto dolozek.

8.1 Instructions

8.1 Pokyny

(a) The data exporter shall process the personal data only
on documented instructions from the data importer acting
as its controller.

(a) Vyvozce udaji zpracovava osobni udaje pouze na
zékladé dolozenych pokynii od dovozce udaju, ktery
jedna jako jeho spravce

(b) The data exporter shall immediately inform the data
importer if it is unable to follow those instructions,
including if such instructions infringe Regulation (EU)
2016/679 or other Union or Member State data protection
law.

(b) Vyvozce udaji neprodlené informuje dovozce udaji,
pokud neni schopen tyto pokyny dodrzovat, vcetné
ptipadt, kdy tyto pokyny porusuji nafizeni (EU)
2016/679 nebo jiné pravni predpisy Unie nebo ¢lenského
statu v oblasti ochrany udajt.

(c) The data importer shall refrain from any action that
would prevent the data exporter from fulfilling its
obligations under Regulation (EU) 2016/679, including
in the context of sub-processing or as regards cooperation
with competent supervisory authorities.

vvvvvv

kterd by vyvozci udaju branila v plnéni jeho povinnosti
podle natizeni (EU) 2016/679, mimo jiné v kontextu
dil¢iho zpracovani, nebo pokud se jedna o spolupraci s
ptislusnymi dozorovymi ttady.

(d) After the end of the provision of the processing
services, the data exporter shall, at the choice of the data
importer, delete all personal data processed on behalf of
the data importer and certify to the data importer that it

(d) Po skonceni poskytovani zpracovatelskych sluzeb
vyvozce udaji v souladu s volbou dovozce tdaji vymaze
vSechny osobni tdaje zpracovavané jménem dovozce
udaju a potvrdi dovozci udaji, Ze tak uéinil, nebo dovozci
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has done so, or return to the data importer all personal
data processed on its behalf and delete existing copies.

udaju vrati vSechny osobni udaje zpracovavané jeho
jménem a vymaze vSechny existujici kopie.

8.2 Security of processing

8.2 Zabezpeceni zpracovani

(a) The Parties shall implement appropriate technical and
organisational measures to ensure the security of the data,
including during transmission, and protection against a
breach of security leading to accidental or unlawful
destruction, loss, alteration, unauthorised disclosure or
access (hereinafter “personal data breach”). In assessing
the appropriate level of security, they shall take due
account of the state of the art, the costs of
implementation, the nature of the personal data, the
nature, scope, context and purpose(s) of processing and
the risks involved in the processing for the data subjects,
and in particular consider having recourse to encryption
or pseudonymisation, including during transmission,
where the purpose of processing can be fulfilled in that
manner.

(a) Strany zavedou vhodna technickd a organizacni
opatfeni k zajisténi zabezpeceni udaji, ato i b&hem
predavani, a zajisti ochranu pied porusenim zabezpeceni
vedoucim k ndhodnému nebo protipravnimu zniceni,
ztraté, zmeén¢, neopravnénému poskytnuti nebo
zptistupnéni (dale jen ,,poruseni zabezpeceni osobnich
udaja). Pfi posuzovani vhodné trovné zabezpeceni
strany nalezité¢ zohledni aktualni stav techniky, naklady
na provedeni, povahu osobnich udajti, povahu, rozsah,
kontext a icel nebo Gcely zpracovani a rizika pro subjekty
udaji spojena se zpracovanim, a zejména zvazi pouziti
Sifrovani nebo pseudonymizace, a to i béhem predavani,
pokud Ize timto zptisobem splnit ti¢el zpracovani.

(b) The data exporter shall assist the data importer in
ensuring appropriate security of the data in accordance
with paragraph (a). In case of a personal data breach
concerning the personal data processed by the data
exporter under these Clauses, the data exporter shall
notify the data importer without undue delay after
becoming aware of it and assist the data importer in
addressing the breach.

(b) Vyvozce udaji pomaha dovozci tidaji pii zajistovani
odpovidajiciho zabezpeceni tdaji v souladu s pismenem
a). V piipadé poruseni zabezpeceni osobnich udaju
tykajiciho se osobnich udaji zpracovavanych vyvozcem
udaju podle téchto dolozek vyvozce idaji poda hlaseni
dovozci udaji bez zbyteéného odkladu poté, co se 0 ném
dozvédél, a dovozci udaji bude pii feSeni uvedené¢ho
poruSeni napomocen.

(c) The data exporter shall ensure that persons authorised
to process the personal data have committed themselves
to confidentiality or are under an appropriate statutory
obligation of confidentiality.

(¢) Vyvozce udaji zajisti, aby se osoby opravnéné
zpracovavat osobni udaje zavazaly k mlcenlivosti, nebo
aby se na né vztahovala zakonna povinnost ml¢enlivosti.

8.3 Documentation and compliance

8.3. Dokumentace a plnéni povinnosti

(a) The Parties shall be able to demonstrate compliance
with these Clauses.

(a) Strany musi byt schopny prokazat dodrzovani téchto
dolozek.

(b) The data exporter shall make available to the data
importer all information necessary to demonstrate
compliance with its obligations under these Clauses and
allow for and contribute to audits.

(b) Vyvozce udaji poskytne dovozci udaji veskeré
informace potfebné k doloZeni toho, Zze byly splnény
povinnosti stanovené v téchto dolozkach, umozni
provedeni auditti a bude k nim pfispivat.

Clause 9 Dolozka 9
[Not applicable] [Neni relevantni]
Clause 10 Dolozka 10
Data subject rights Prava subjektt tdaji

The Parties shall assist each other in responding to
enquiries and requests made by data subjects under the
local law applicable to the data importer or, for data

Strany si vzéjemn¢ pomahaji pii odpovidani na dotazy a
zadosti subjektti idaji podle mistniho prava pouzitelného
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processing by the data exporter in the EU, under
Regulation (EU) 2016/679.

na dovozce Udaji nebo v piipadé zpracovani Udaji
dovozcem udaji v EU podle natizeni (EU) 2016/679.

Clause 11

Dolozka 11

Redress

Néprava

(a) The data importer shall inform data subjects in a
transparent and easily accessible format, through
individual notice or on its website, of a contact point
authorised to handle complaints. It shall deal promptly
with any complaints it receives from a data subject.

(a) Dovozce udaju transparentné a ve snadno piistupném
formatu informuje subjekty udaji prostfednictvim
individualniho oznameni nebo na svych internetovych
strankach o kontaktnim misté opravnéném vyfizovat
stiznosti. Takové misto neprodlené vyfidi jakékoli
stiznosti, které od subjektu idaju piijme.

The data importer agrees that data subjects may also
lodge a complaint with an independent dispute resolution
body at no cost to the data subject. It shall inform the data
subjects, in the manner set out in paragraph (a), of such
redress mechanism and that they are not required to use
it, or follow a particular sequence in seeking redress. |

Dovozce idajii souhlasi s tim, Ze subjekty udaji mohou
rovnéz bezplatné podat stiznost u nezavislého organu pro
feSeni sporti. O tomto mechanismu napravy a o tom, Ze
subjekty udaji nejsou povinny jej vyuzivat nebo
postupovat podle konkrétniho postupu pii hledani
napravy, dovozce udaji informuje subjekty udaju
zplisobem uvedenym v pismenu a).].

Clause 12

Dolozka 12

Liability

Odpovédnost

(a) Each Party shall be liable to the other Party/ies for any
damages it causes the other Party/ies by any breach of
these Clauses.

(a) Kazda strana je vi¢i druhé strané / ostatnim stranam
odpovédna za jakoukoli Gjmu, kterou druhé strané /
ostatnim strandm pii poruseni téchto dolozek zplsobi.

(b) Each Party shall be liable to the data subject, and the
data subject shall be entitled to receive compensation, for
any material or non-material damages that the Party
causes the data subject by breaching the third-party
beneficiary rights under these Clauses. This is without
prejudice to the liability of the data exporter under
Regulation (EU) 2016/679.

(b) Kazda strana je odpovédna vici subjektu udaju a
subjekt udajti ma narok na ndhradu jakékoli hmotné nebo
nehmotné jmy, kterou strana zpisobi subjektu udaju
porusenim prav nalezejicich opravnéné tieti strané na
zakladé téchto dolozek. Tim neni dotéena odpovédnost
vyvozce udaji podle natizeni (EU) 2016/679.

(c) Where more than one Party is responsible for any
damage caused to the data subject as a result of a breach
of these Clauses, all responsible Parties shall be jointly
and severally liable and the data subject is entitled to
bring an action in court against any of these Parties.

(c) Pokud je za Ujmu zpuisobenou subjektu udaji v
disledku poruseni téchto dolozek odpovédna vice nez
jedna strana, nesou spolecnou a nerozdilnou odpoveédnost
vSechny odpovédné strany a subjekt tdaji je opravnén
proti kterékoli z téchto stran podat Zalobu u soudu.

(d) The Parties agree that if one Party is held liable under
paragraph (c), it shall be entitled to claim back from the
other Party/ies that part of the compensation
corresponding to its / their responsibility for the damage.

(d) Smluvni strany se dohodly, ze pokud je jedna ze
smluvnich stran odpovédnd podle pismene c), je
opravnéna pozadovat od druhé smluvni strany / ostatnich
smluvnich stran zpét ¢ast ndhrady Gjmy odpovidajici jeji
odpovédnosti za Gjmu.

(e) The data importer may not invoke the conduct of a
processor or sub-processor to avoid its own liability.

(e) Dovozce tudaji se nemlze dovolavat jednani
zpracovatele nebo dil¢iho zpracovatele, aby se vyhnul
své vlastni odpovédnosti.

Clause 13

Dolozka 13

[Not applicable]

[Neni relevantni]
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SECTION III - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY
PUBLIC AUTHORITIES

ODDIL III - MISTNi PRAVNI PREDPISY A
POVINNOSTI V PRIPADE PRISTUPU ORGANU
VEREJNE MOCI

Clause 14

Dolozka 14

Local laws and practices affecting compliance with the
Clauses

Mistni pravni predpisy a postupy majici dopad na
dodrzovani dolozek

(a) The Parties warrant that they have no reason to believe
that the laws and practices in the third country of
destination applicable to the processing of the personal
data by the data importer, including any requirements to
disclose personal data or measures authorising access by
public authorities, prevent the data importer from
fulfilling its obligations under these Clauses. This is
based on the understanding that laws and practices that
respect the essence of the fundamental rights and
freedoms and do not exceed what is necessary and
proportionate in a democratic society to safeguard one of
the objectives listed in Article 23(1) of Regulation (EU)
2016/679, are not in contradiction with these Clauses.

(a) Strany zarucuji, Ze nemaji divod se domnivat, Ze
pravni piedpisy a postupy ve tfeti zemi urceni, které se
vztahuji na zpracovani osobnich udaji dovozcem udaji,
vcetné jakychkoli pozadavkd na zpfistupnéni osobnich
udaji nebo opatteni, kterymi se povoluje pfistup
organlim vetejné moci, brani dovozci udaju pfi plnéni
svych povinnosti podle té€chto dolozek. To je zalozeno na
predpokladu, Ze pravni piedpisy a postupy, které
respektuji podstatu zékladnich prdv a svobod a
neptekracuji to, co je v demokratické spolecnosti
nezbytné a pfimétené k zajisténi jednoho z cilu
uvedenych v ¢l. 23 odst. 1 nafizeni (EU) 2016/679,
nejsou v rozporu s témito dolozkami.

(b) The Parties declare that in providing the warranty in
paragraph (a), they have taken due account in particular
of the following elements:

(b) Smluvni strany prohlasuji, Ze pti poskytovani zaruky
uvedené v pismenu a) nalezit¢ zohlednily zejména
nasledujici prvky:

6)] the specific circumstances of the transfer,
including the length of the processing chain, the number
of actors involved and the transmission channels used;
intended onward transfers; the type of recipient; the
purpose of processing; the categories and format of the
transferred personal data; the economic sector in which
the transfer occurs; the storage location of the data
transferred;

(i) konkrétni okolnosti predani, vcetné¢ délky
zpracovatelského fet€zce, poctu zapojenych subjekt a
pouzitych kanali pro prenos udaji, zamyslené dalsi
pfedani, druh pfijemce, ucely zpracovani, kategorie a
format predavanych osobnich udaji, hospodaiské
odvétvi, v némz se predavani uskuteciiuje, misto, kde se
predané udaje uchovavaji;

(i1) the laws and practices of the third country of
destination— including those requiring the disclosure of
data to public authorities or authorising access by such
authorities — relevant in light of the specific
circumstances of the transfer, and the applicable
limitations and safeguards;

(i1) pravni predpisy a postupy tfeti zemé urceni — vcetné
téch, které vyzaduji zpiistupnéni udaji organiim vefejné
moci nebo povoluji pfistup téchto organti — relevantni s
ohledem na konkrétni okolnosti piedani, jakoz i
pouzitelna omezeni a zaruky

(ii1) any relevant contractual, technical or organisational
safeguards put in place to supplement the safeguards
under these Clauses, including measures applied during
transmission and to the processing of the personal data in
the country of destination.

(i) veSkeré pfislusné smluvni, technické nebo
organizaCni zaruky zavedené za ucelem doplnéni zaruk
podle téchto dolozek, vcetné opatieni uplatiovanych
béhem piedani a zpracovani osobnich tdaji v zemi
urceni

(c) The data importer warrants that, in carrying out the
assessment under paragraph (b), it has made its best
efforts to provide the data exporter with relevant
information and agrees that it will continue to cooperate

(c) Dovozce udaji zarucuje, Ze pii provadéni posouzeni
podle pismene b) vynalozil maximalni Usili, aby poskytl
vyvozci udaju relevantni informace, a souhlasi s tim, Ze
bude pii =zajistovani dodrzovani téchto dolozek s
vyvozcem udaju i nadéle spolupracovat.
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with the data exporter in ensuring compliance with these
Clauses.

(d) The Parties agree to document the assessment under
paragraph (b) and make it available to the competent
supervisory authority on request.

(d) Strany souhlasi, Ze posouzeni podle pismene b)
zdokumentuji a na pozadani zpfistupni piislusnému
dozorovému tfadu.

(e) The data importer agrees to notify the data exporter
promptly if, after having agreed to these Clauses and for
the duration of the contract, it has reason to believe that
it is or has become subject to laws or practices not in line
with the requirements under paragraph (a), including
following a change in the laws of the third country or a
measure (such as a disclosure request) indicating an
application of such laws in practice that is not in line with
the requirements in paragraph (a).

(e) Dovozce udaji souhlasi s tim, ze neprodlené uvédomi
vyvozce udajl, pokud ma po vyjadreni souhlasu s témito
ustanovenimi a po dobu trvani smlouvy dvod se
domnivat, Ze se na n¢j vztahuji, nebo se zacaly vztahovat
pravni piedpisy nebo postupy, které nejsou v souladu s
pozadavky podle pismene a), a to i po zméné v pravnich
predpisech tfeti zem¢ nebo opatfeni (jako je naptiklad
zadost o poskytnuti udaji), jez sveéd¢i o tom, ze
uplatiiovani téchto pravnich predpisti v praxi neni v
souladu s pozadavky uvedenymi v pismeni a).

(f) Following a notification pursuant to paragraph (e), or
if the data exporter otherwise has reason to believe that
the data importer can no longer fulfil its obligations under
these Clauses, the data exporter shall promptly identify
appropriate measures (e.g. technical or organisational
measures to ensure security and confidentiality) to be
adopted by the data exporter and/or data importer to
address the situation. The data exporter shall suspend the
data transfer if it considers that no appropriate safeguards
for such transfer can be ensured, or if instructed by the
competent supervisory authority to do so. In this case, the
data exporter shall be entitled to terminate the contract,
insofar as it concerns the processing of personal data
under these Clauses. If the contract involves more than
two Parties, the data exporter may exercise this right to
termination only with respect to the relevant Party, unless
the Parties have agreed otherwise. Where the contract is
terminated pursuant to this Clause, Clause 16(d) and (e)
shall apply.

(f) Po oznameni podle pismene e), nebo pokud ma
vyvozce Udaji jinak divod se domnivat, Ze dovozce
udaji jiz nemize plnit své povinnosti na zaklad¢ téchto
dolozek, vyvozce udaji neprodlené urci vhodna opatieni
(napt. technickd nebo organiza¢ni opatieni k zajisténi
bezpecnosti a divérnosti), kterd ma prijmout vyvozce
udaji a/nebo dovozce tdaji k feseni situace [pokud jde o
modul 3: ptipadné po konzultaci se spravcem]. Vyvozce
udaju pozastavi predavani udaji, pokud se domniva, ze
pro toto predavani nemohou byt zajistény zadné vhodné
zaruky, nebo pokud mu da pokyn [pokud jde o modul 3:
spravce nebo] piislusny dozorovy tiad. V tomto piipadé
je vyvozce udaju opravnén vypovédét smlouvu, pokud
jde o zpracovani osobnich tdaji podle téchto dolozek.
Jestlize smlouva zahrnuje vice nez dvé smluvni strany,
muze vyvozce udaju toto pravo na vypovezeni uplatnit
pouze ve vztahu k pfislusné strané, pokud se strany
nedohodly jinak. Jestlize je smlouva vypovézena podle
této dolozky, pouzije se dolozka 16 pism. d) a e).

Clause 15

Dolozka 15

Obligations of the data importer in case of access by
public authorities

Povinnost dovozce idaji v pfipadé pfistupu organti
vetejné moci

15.1 Notification

15.1 Oznameni

(a) The data importer agrees to notify the data exporter
and, where possible, the data subject promptly (if
necessary with the help of the data exporter) if it:

(a) Dovozce udaji souhlasi s tim, ze neprodlené uvédomi
vyvozce udaji, a je-li to mozné, subjekt udaji (v piipadé
potieby s pomoci vyvozce udajit), pokud:

(1) receives a legally binding request from a public
authority, including judicial authorities, under the laws of
the country of destination for the disclosure of personal
data transferred pursuant to these Clauses; such
notification shall include information about the personal

(1) na zéakladé¢ pravnich predpisi zemé urceni
obdrzi pravné zavaznou zadost od organu vetejné moci,
vcetné soudnich organti, o zpfistupnéni osobnich udaji
pfedanych podle téchto dolozek; takové oznameni
obsahuje informace o pozadovanych osobnich udajich,
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data requested, the requesting authority, the legal basis
for the request and the response provided; or

dozadujicim organu, pravnim zékladu zadosti a

poskytnuté odpovédi, nebo

(i1) becomes aware of any direct access by public
authorities to personal data transferred pursuant to these
Clauses in accordance with the laws of the country of
destination; such notification shall include all
information available to the importer.

(i1) se dozvi o jakémkoli pfimém piistupu organi
vefejné moci k osobnim udajim piedavanym podle
téchto dolozek v souladu s pravnimi predpisy zemé
urceni; takové oznameni obsahuje vSechny informace
dostupné dovozci.

(b) If the data importer is prohibited from notifying the
data exporter and/or the data subject under the laws of the
country of destination, the data importer agrees to use its
best efforts to obtain a waiver of the prohibition, with a
view to communicating as much information as possible,
as soon as possible. The data importer agrees to document
its best efforts in order to be able to demonstrate them on
request of the data exporter.

(b) Pokud je podle pravnich piredpisi zemé urCeni
dovozci udaji zakdzano informovat vyvozce udaju
a/nebo subjekt udaji, souhlasi dovozce udaji s tim, ze za
ucelem co nejrychlejsiho sdéleni co nejvétsiho mnozstvi
informaci vynalozi maximalni Gsili, aby od tohoto zakazu
bylo upusténo. Dovozce udajli souhlasi, Ze zdokumentuje
své maximalni uUsili, aby je mohl na zadost vyvozce udaju
prokazat.

(c) Where permissible under the laws of the country of
destination, the data importer agrees to provide the data
exporter, at regular intervals for the duration of the
contract, with as much relevant information as possible
on the requests received (in particular, number of
requests, type of data requested, requesting authority/ies,
whether requests have been challenged and the outcome
of such challenges, etc.).

(c) Je-li to povoleno pravnimi predpisy zemé urceni,
dovozce udaji souhlasi, Ze bude poskytovat vyvozci
udaja v pravidelnych intervalech po dobu trvani smlouvy
co nejrelevantnéjsi informace o prijatych zadostech
(zegjména  informace o poctu  zadosti, druhu
pozadovanych 1daji, dozadujicim orgdnu nebo
organech, zda byly tyto zadosti napadeny a vysledek
takového napadeni atd.).

(d) The data importer agrees to preserve the information
pursuant to paragraphs (a) to (c) for the duration of the
contract and make it available to the competent
supervisory authority on request.

(d) Dovozce udaji souhlasi s tim, ze po dobu trvani
smlouvy bude informace podle pismene a) az c)
uchovavat a na vyzaddani je poskytne pfislusnému
dozorovému tiadu.

(e) Paragraphs (a) to (c) are without prejudice to the
obligation of the data importer pursuant to Clause 14(e)
and Clause 16 to inform the data exporter promptly where
it is unable to comply with these Clauses.

(e) Pismeny a) az c) neni dotéena povinnost dovozce
udaji podle dolozky 14 pism. e) a dolozky 16 neprodlené
informovat vyvozce udaji, pokud neni schopen tyto
dolozky dodrzovat.

15.2 Review of legality and data minimisation

15.2 Pfezkum zakonnosti a minimalizace udaji

(a) The data importer agrees to review the legality of the
request for disclosure, in particular whether it remains
within the powers granted to the requesting public
authority, and to challenge the request if, after careful
assessment, it concludes that there are reasonable
grounds to consider that the request is unlawful under the
laws of the country of destination, applicable obligations
under international law and principles of international
comity. The data importer shall, under the same
conditions, pursue possibilities of appeal. When
challenging a request, the data importer shall seek interim
measures with a view to suspending the effects of the
request until the competent judicial authority has decided
on its merits. It shall not disclose the personal data
requested until required to do so under the applicable

(a) Dovozce udaji souhlasi s tim, ze prezkouma
zakonnost zadosti o poskytnuti Udaji, zejména zda
neprekro¢ila meze pravomoci udélenych dozadujicimu
organu vetejné moci, a Ze zadost napadne, pokud po
peclivém posouzeni dojde k zavéru, zZe existuji
opodstatnéné divody se domnivat, ze zadost je podle
pravnich predpist zemé urceni, platnych zavazkl podle
mezinarodniho prava azasad mezinarodni zdvofilosti
protipravni. Dovozce udaji za stejnych podminek
vyuziva moznosti odvolani. Pfi napadeni zadosti dovozce
udaji ptijme predbé€zna opatfeni s cilem pozastavit
ucinky zadosti, dokud pfislusny soudni organ nerozhodne
o jeji opodstatnénosti. Nezpiistupni pozadované osobni
udaje, dokud mu takova povinnost nebude stanovena na
zaklade platnych procesnich pravidel. Témito pozadavky
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procedural rules. These requirements are without
prejudice to the obligations of the data importer under
Clause 14(e).

nejsou dotéeny povinnosti dovozce idaji podle dolozky
14 pism. e).

(b) The data importer agrees to document its legal
assessment and any challenge to the request for
disclosure and, to the extent permissible under the laws
of the country of destination, make the documentation
available to the data exporter. It shall also make it
available to the competent supervisory authority on
request.

(b) Dovozce udaju souhlasi, ze zdokumentuje své pravni
posouzeni i jakékoli napadeni zadosti o poskytnuti Gdaji
a v rozsahu povoleném pravnimi pfedpisy zem¢ uréeni
zptistupni dokumentaci vyvozci udaji. Na pozadani ji
rovnéz zptistupni prislusnému dozorovému uradu.

(c) The data importer agrees to provide the minimum
amount of information permissible when responding to a
request for disclosure, based on a reasonable
interpretation of the request.

(c) Dovozce tdajii souhlasi s poskytnutim minimalniho
ptipustného mnozstvi informaci pti odpovéedi na zadost o
zptistupnéni, a to na zaklad¢ pfiméfeného vykladu
zadosti.

SECTION IV - FINAL PROVISIONS

ODDIL IV —- ZAVERECNA USTANOVENI

Clause 16

Dolozka 16

Non-compliance with the Clauses and termination

Nedodrzeni dolozek a vypovézeni

(a) The data importer shall promptly inform the data
exporter if it is unable to comply with these Clauses, for
whatever reason.

(a) Dovozce udajt neprodlené informuje vyvozce udaju,
pokud neni z jakéhokoli diivodu schopen tyto dolozky
dodrzet.

(b) In the event that the data importer is in breach of these
Clauses or unable to comply with these Clauses, the data
exporter shall suspend the transfer of personal data to the
data importer until compliance is again ensured or the
contract is terminated. This is without prejudice to Clause

14(D).

(b) Pokud dovozce udaji porusi tyto dolozky nebo neni
schopen tyto dolozky dodrzet, vyvozce Udajii pozastavi
predavani osobnich udaji dovozci tdaji, dokud neni
dodrzovani opét zajisténo nebo smlouva vypovézena.
Timto neni dotéena dolozka 14 pism. f).

(c) The data exporter shall be entitled to terminate the
contract, insofar as it concerns the processing of personal
data under these Clauses, where:

(c) Vyvozce udaji je opravnén vypoveédeét smlouvu v
rozsahu, v némz se jedna o zpracovani osobnich udaja
podle téchto dolozek, pokud:

6)] the data exporter has suspended the transfer of
personal data to the data importer pursuant to paragraph
(b) and compliance with these Clauses is not restored
within a reasonable time and in any event within one
month of suspension;

6)] vyvozce udajii pozastavil pfedavani osobnich
udaji dovozci tdaji podle pism. b) a dodrzovani téchto
dolozek neni v primétené lhité a v kazdém piipade do
jednoho mésice od pozastaveni obnoveno;

(i1) the data importer is in substantial or persistent
breach of these Clauses; or

(i1) dovozce udaji tyto dolozky podstatné nebo
trvale porusuje nebo

(ii1) the data importer fails to comply with a binding
decision of a competent court or supervisory authority
regarding its obligations under these Clauses. In these
cases, it shall inform the competent supervisory authority
of such non-compliance. Where the contract involves
more than two Parties, the data exporter may exercise this
right to termination only with respect to the relevant
Party, unless the Parties have agreed otherwise.

(iii) dovozce tudajii nedodrzi zavazné rozhodnuti
prislusného soudu nebo dozorového uradu tykajiciho se
jeho povinnosti podle téchto dolozek. V takovych
pripadech o nedodrzeni informuje prislusny dozorovy.
Pokud smlouva zahrnuje vice nez dvé smluvni strany,
mize vyvozce Udajl toto pravo na vypovézeni uplatnit
pouze ve vztahu k pfislusné stran€, pokud se strany
nedohodly jinak.
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(d) Personal data collected by the data exporter in the EU
that has been transferred prior to the termination of the
contract pursuant to paragraph (c) shall immediately be
deleted in its entirety, including any copy thereof. The
data importer shall certify the deletion of the data to the
data exporter. Until the data is deleted or returned, the
data importer shall continue to ensure compliance with
these Clauses. In case of local laws applicable to the data
importer that prohibit the return or deletion of the
transferred personal data, the data importer warrants that
it will continue to ensure compliance with these Clauses
and will only process the data to the extent and for as long
as required under that local law.

(d) Osobni udaje shromazdéné vyvozcem udaju v EU,
které byly pfedany pfed vypovézenim smlouvy podle
pismene c), musi byt neprodlené¢ vymazany v celém
rozsahu, véetné veskerych jejich kopii.] Dovozce udaju
potvrdi vyvozci udaji, ze byly udaje vymazany. Dokud
nejsou udaje vymazany nebo vraceny, dovozce udaji
nadale zajist'uje soulad s témito dolozkami. V piipadg, Ze
se na dovozce Udaji vztahuji mistni pravni piedpisy,
které mu zakazuji pfedané osobni Udaje vratit nebo
vymazat, dovozce udajii zaruCuje, ze bude i nadaile
zajistovat dodrzovani téchto dolozek a bude udaje
zpracovavat pouze v takovém rozsahu a tak dlouho, jak
to uvedené mistni pravo vyzaduje.

(e) Either Party may revoke its agreement to be bound by
these Clauses where:

(e) Kterakoli ze stran mize odvolat sviij souhlas s tim, Ze
bude vazana témito dolozkami, pokud

(1) the European Commission adopts a decision
pursuant to Article 45(3) of Regulation (EU) 2016/679
that covers the transfer of personal data to which these
Clauses apply; or

(1) Evropska komise pfijme rozhodnuti podle ¢l. 45
odst. 3 natfizeni (EU) 2016/679 tykajici se ptedavani
osobnich idaji, na které se tyto dolozky vztahuji, nebo

(i1) Regulation (EU) 2016/679 becomes part of the
legal framework of the country to which the personal data
is transferred. This is without prejudice to other
obligations applying to the processing in question under

Regulation (EU) 2016/679.

(i1) se nafizeni (EU) 2016/679 stane soucasti
pravniho ramce zemé, do které jsou osobni udaje
pfedavany. Tim nejsou dotceny dal§i povinnosti
vztahujici se na dotéené zpracovani podle nafizeni (EU)
2016/679.

Clause 17

Dolozka 17

Governing law

Rozhodné pravo

These Clauses shall be governed by the law of a country
allowing for third-party beneficiary rights. The Parties
agree that this shall be the law of the Czech Republic.

Tyto dolozky se fidi pravem zemé, jeZ umoziuje
uplatiovat prava nalezejici opravnéné treti strané. Strany
se dohodly, Ze se budou fidit pravem Ceské republiky.

Clause 18

Dolozka 18

Choice of forum and jurisdiction

Volba soudu a pfislusnost

Any dispute arising from these Clauses shall be resolved
by the courts of the Czech Republic.

Veskeré spory vyplyvajici z téchto dolozek budou feseny
soudy Ceské replubliky.

APPENDIX

DODATEK

EXPLANATORY NOTE:

VYSVETLIVKY:

It must be possible to clearly distinguish the information
applicable to each transfer or category of transfers and,
in this regard, to determine the respective role(s) of the
Parties as data exporter(s) and/or data importer(s). This
does not necessarily require completing and signing
separate appendices for each transfer/category of
transfers and/or contractual relationship, where this
transparency can achieve through one appendix.

Musi byt mozné jasné rozlisit informace, které se vztahuji
na kazdé predani nebo kazdou kategorii predani, a v
tomto ohledu urcit prislusnou ulohu / prislusné ulohy
stran v postaveni vyvozce/vyvozcii udajii  a/nebo
dovozce/dovozeu udaju. To nemusi nutné vyzadovat
vyplnéni a podepsani samostatnych dodatku pro kazdé
predani / kategorii predani a/nebo smluvni vztah, pokud
Ize této tramsparentnosti dosahnout prostrednictvim
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However, where necessary to ensure sufficient clarity,
separate appendices should be used.

jednoho dodatku. Pokud je to vsak nutné k zajisténi
dostatecné srozumitelnosti, meély by se pouzit samostatné

dodatky

ANNEX 1

PRILOHA 1

A. LIST OF PARTIES

A. SEZNAM SMLUVNICH STRAN

Data exporter(s): [Identity and contact details of the
data exporter(s) and, where applicable, of its/their data
protection officer and/or representative in the European
Union]

Vyvozce (vyvozcei) udaju: [Totoznost a kontaktni udaje
vyvozce/vyvozeu udajii a v prislusném pripade jeho/jejich
poveérence pro ochranu osobnich udajit a/nebo zdstupce
v Evropské unii]

Name: Fakultni nemocnice u sv. Anny v Brné

Jméno/nazev: Fakultni nemocnice u sv. Anny v Brné

Address: Pekatska 664/53, 602 00 Brno, Czech Republic

Adresa: Pekaiska 664/53, 602 00 Brno, Ceska republika

Contact person’s name, position and contact details:
XXX
XXX

Jméno, funkce a kontaktni iidaje kontaktni osoby:
XXX
XXX
XXX

Activities relevant to the data transferred under these
Clauses:

Cinnosti relevantni pro predavani udaji na zakladé téchto
dolozek:

Processing of personal data in connection with the
conduct of the Trial sponsored by data importer in order
to conduct the Trial, including any post-study activities
(such as data reconciliation), comply with any regulatory
requirements, provide assistance and/or supervise the
performance of the clinical trial agreement or Trial
related agreements, to determine the involvement of the
data subjects in research/studies, to carry out professional
performance evaluation.

Zpracovani osobnich udaji ve spojitosti s provadénim
klinického hodnoceni sponzorovaného dovozcem udaji
zaucelem provadéni klinického hodnoceni, vcetné
¢innosti provadénych po skonceni studie (napiiklad
sesouhlaseni udajit), soulad sregula¢nimi pozadavky,
poskytovani asistence nebo provadéni dohledu nad
plnénim smlouvy o klinickém hodnoceni nebo smluv
souvisejicich s klinickym hodnocenim za Gc¢elem urceni
zapojeni subjektll udaji do vyzkumu/studii, provadéni
evaluace odborného vykonu.

This includes, in particular, (i) processing of Research
Staff members, including principal investigator, sub-
investigators, research staff (ii).the collection of key
coded personal data from Trial subjects for , analysis,
monitoring and documentation of the patients' reaction to
the medicinal product under the Trial protocol,
processing of the findings obtained and transfer to the
data importer in pseudonymized form as well as reporting
adverse events to the data importer and the competent
authorities.

Patii sem zejména (i) zpracovani udaji clent
vyzkumného tymu, vcetné hlavniho zkousejiciho,
spoluzkousejicich, vyzkumnych pracovnikl, (i)
shromazd’'ovani osobnich udaji subjektti klinického
hodnoceni koédovanych klicem pro ucely analyzy,
monitorovani a dokumentace reakce pacientii na 1éCivy
ptipravek podle protokolu klinického hodnoceni,
zpracovani  ziskanych  vysledki apfenos udaju
v pseudonymizované formé dovozci udaju,
stejné jako hlaseni nezadoucich piihod dovozci udaju
a pfislusnym organiim.

Signature and date:

Podpis a datum:

Role (controller/processor): Processor

Uloha (spravce/zpracovatel): Zpracovatel
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Data importer(s): [Identity and contact details of the
data importer(s), including any contact person with
responsibility for data protection]

Dovozce nebo dovozci udaji: [Totoznost a kontaktni
udaje dovozce/ dovozciu udajii, véetnée jakékoli kontaktni
osoby, ktera je odpovédna za ochranu udajii]

Name: INmune Bio Inc.

Jméno/nazev: INmune Bio Inc.

Address: 225 NE Mizner Blvd., Suite 640, Boca Raton,
FL 33432, United States

Adresa: 225 NE Mizner Blvd., Suite 640, Boca Raton, FL
33432, United States

Contact person’s name, position and contact details:

Jméno, funkce a kontaktni tdaje kontaktni osoby:

XXX

XXX

Activities relevant to the data transferred under these
Clauses:

Cinnosti relevantni pro predavani udaji na zakladé téchto
dolozek:

[Processing of personal data in connection with the Trial
sponsored by data importer in order to ensure the
supervision of conduct the Trial, including any post-study
activities (such as data reconciliation), compliance with
any regulatory and legal requirements, provide assistance
and/or supervise the performance of the clinical trial
agreement or Trial related agreements, to determine the
involvement of the data subjects in research/studies, to
carry out professional performance evaluation.

Zpracovani osobnich udaji ve spojitosti s provadénim
klinického hodnoceni sponzorovaného dovozcem tdaji
zaucelem provadéni klinického hodnoceni, vcetné
¢innosti provadénych po skonceni studie (napiiklad
sesouhlaseni udajit), soulad sregula¢nimi pozadavky,
poskytovani asistence nebo provadéni dohledu nad
plnénim smlouvy o klinickém hodnoceni nebo smluv
souvisejicich s klinickym hodnocenim za Gcelem uréeni
zapojeni subjektd udaji do vyzkumu/studii, provadéni
evaluace odborného vykonu.

This includes, in particular, (i) processing of Research
Staff, including principal investigator, sub-investigators,
research staff (ii).the collection of key coded personal
data from Trial subjects for , analysis, monitoring and
documentation of the patients' reaction to the medicinal
product under the Trial protocol, processing of the
findings obtained and transfer to the data importer in
pseudonymized form as well as reporting adverse events
to the data importer and the competent authorities.]

Patii sem zejména (i) zpracovani udaji vyzkumného
personalu, véetné hlavniho zkousejiciho,
spoluzkousejicich, vyzkumnych pracovnikl, (ii)
shromazd’'ovani osobnich udaji subjektti klinického
hodnoceni koédovanych klicem pro ucely analyzy,
monitorovani a dokumentace reakce pacientd na 1é¢ivy
pripravek podle protokolu Kklinického hodnoceni,
zpracovani  ziskanych vysledki apfenos udaju
v pseudonymizované formé dovozci udaju,
stejné jako hlaseni nezadoucich piihod dovozci udaju
a pfislusnym organiim.

Signature and date:

Podpis a datum:

Role (controller/processor): Controller

Uloha (spravce/zpracovatel): Spravce

B. DESCRIPTION OF TRANSFER

B. POPIS PREDANI

Categories of data subjects whose personal data is
transferred

Kategorie subjektit udaju, jejichz osobni udaje se
predavaji

e Research Staff, including principal investigator,
sub-investigators, research staff involved in the
Trial

e  Vyzkumny personal, véetné hlavniho
zkousejiciho, spoluzkousejicich, vyzkumnych
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spolupracovniki v pracujicich na klinickém
hodnoceni

e Patients (to the extent codified data could be
deemed personal data).

e Pacienti (v rozsahu, v jakém Ize kodifikované
udaje povaZovat za osobni tdaje)

Categories of personal data transferred

Kategorie predavanych osobnich udajii

e  Research Staff: Name, business contact details,
CV details, role performed in the Trial.

e Clenové studijniho tymu: Jméno, kontaktni
udaje, zivotopisné udaje, role vykonavana v
klinickém hodnoceni.

e Patients: no identifiable data is transferred by the
data exporter to the data importer. Key coded
data provided to data importer in case report
form as required by protocol for Trial

e Pacienti: vyvozce Udaji neptedava dovozci
udaja zadné identifikovatelné udaje. Klicové
kédované udaje se poskytuji dovozcei udajti ve
formulafi zpravy o piipadu, jak to vyzaduje
protokol o klinickém hodnoceni.

Sensitive data transferred (if applicable) and applied
restrictions or safeguards that fully take into
consideration the nature of the data and the risks
involved, such as for instance strict purpose limitation,
access restrictions (including access only for staff having
followed specialised training), keeping a record of access
to the data, restrictions for onward transfers or additional
security measures.

Citlivé udaje, které se predavaji (v pfislusnych
ptipadech), a uplatnéna omezeni nebo zaruky, jez plné
zohlednuji povahu idaji a souvisejici rizika, naptiklad
prisné ucelové omezeni, omezeni pfistupu (vcetné
pfistupu pouze pro zaméstnance, ktefi absolvovali
specializované $koleni), vedeni zdznamu o pfistupu k
udajum, omezeni pro dal$i preddvani nebo dodatecna
bezpecnostni opatfeni.

Key coded data. In particular, patients’ medical
information is previously codified by the data exporter in
such a way that this medical information cannot be
attributed to a specific patient without the use of the code,
being such code kept separately by the data exporter only
and subject by the data exporter to technical and
organisational measures to ensure non-attribution to an
identified or identifiable patient.

Klicové kodované udaje. Zejména zdravotni informace
pacientli jsou piedem kodovany vyvozcem daji takovym
zpuisobem, ze tyto zdravotni informace nelze pfifadit
konkrétnimu pacientovi bez pouziti kodu, pficemz tento
kéd je uchovavan oddélené pouze vyvozcem udaji a
podléha technickym a organizaénim opatienim vyvozce
udaji, aby bylo =zajisténo, Ze nebude prifazen
identifikovanému nebo identifikovatelnému pacientovi.

The frequency of the transfer (e.g. whether the data is
transferred on a one-off or continuous basis). Personal
data is transferred for the duration of the Trial entitled A
Randomized, Placebo-Controlled, Double-Blind Study
of XPro1595 in Patients with Early Alzheimer’s Disease
with Biomarkers of Inflammation (“Trial’’)

Cetnost preddavani (napt. zda jsou tUdaje predavany
jednorazové nebo pribézn€). Osobni udaje jsou
pfedavany po dobu trvani klinického hodnoceni
snazvem  Randomizované, placebem kontrolovang,
dvojité zaslepené klinické hodnoceni 1éku Xprol595 u
pacientl s ¢asnou Alzheimerovou nemoci s pfitomnosti

biomarkerd zanétu®“ (“Klinické hodnoceni®)

Nature of the processing

Povaha zpracovani

Collecting, recording, monitoring, organizing, storing,
use, disclosure, combining, retrieval, consultation,
alteration, transmission, archiving and/or deletion

Shromazd’ovani, zaznamenavani, monitorovani,
organizovani, ukladani, pouzivani, zpfistupnovani,
kombinovani, vyhledavani, nahliZzeni, pozménovani,
predavani, archivace a/nebo vymazavani.

Purpose(s) of the data transfer and further processing

Ucel nebo ucely predani udajii a dalsi zpracovani
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The period for which the personal data will be retained,
or, if that is not possible, the criteria used to determine
that period The personal data will be retained for the
period mentioned in the informed consent form and any
period required under applicable laws.

Doba, po kterou budou osobni tidaje uchovavany, nebo
neni-li ji mozné urdit, kritéria pouzita pro stanoveni této
doby Osobni tdaje budou uchovavany po dobu uvedenou
ve formulafi informovaného souhlasu a po dobu
vyzadovanou platnymi pravnimi ptedpisy.

For transfers to (sub-) processors, also specify subject
matter, nature and duration of the processing

Pokud jde o predavani (dil¢im) zpracovatelim, rovnéz
uved'te predmét, povahu a trvani zpracovani
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