Confidential | Divérné

CLINICAL TRIAL AGREEMENT
Protocol # AVT29-GL-C01

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, incorporated under the
Companies Act 2006 for England and Wales with
company number 04428083 (“CRO”)

and

Vseobecna fakultni nemocnice v Praze, with a place of
business at U Nemocnice 499/2, 128 08 Praha 2, Czech
Republic, ID no.: 00064165, Tax Iden. Number:
CZ00064165, bank account: 24035021/0710, xxx
(“Institution’)

and

xxx., with the workplace O¢ni klinika, U Nemocnice
499/2, 128 08 Praha 2, Czech Republic (“Principal
Investigator™).

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

BACKGROUND

By separate agreement, Alvotech Swiss AG, with a
principal place of business at Thurgauerstrasse 54, CH-
8050 Zirich Switzerland (“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, including its affiliates and subsidiaries, and
especially Syneos Health UK Limited, 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) AVT29, encoded AVT29-GL-
CO01 entitled “A Randomized, Double-masked, Parallel-

SMLOUVA O KLINICKEM HODNOCENI
Protokol ¢islo AVT29-GL-C01

Tato smlouva o klinickém hodnoceni (,,smlouva‘®) ze dne
pfipojeni posledniho podpisu s ucinnosti k datu
uveiejnéni upravené smlouvy (definované nize) v registru
smluv (definovaném nize) (,,datum ti¢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 zdkona o
spolecnostech z roku 2006 pro Anglii a Wales s Cislem
spole¢nosti 04428083(,,CRO%)

a

Vseobecnou fakultni nemocnici v Praze, se sidlem U
Nemocnice 499/2, 128 08 Praha 2, Ceska republika, IC:
00064165, DIC: CZ00064165, bankovni spojeni:
24035021/0710, xxx (,,zdravotnické zafizeni*)

a

xxX., a adresou pracovisté Oc¢ni klinika, U Nemocnice
499/2, 128 08 Praha 2, Ceskd republika (,hlavni
zkousejici®).

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

VYCHODISKA

Samostatnou smlouvou spolec¢nost Alvotech Swiss AG,
se sidlem Thurgauerstrasse 54, CH-8050 Ziirich
Switzerland  (,,zadavatel)  povéfila  spoleCnost
Syneos Health, LLC, smluvni vyzkumnou organizaci se
sidlem ve Spojenych statech na adrese 1030 Sync Street,
Morrisville, North Carolina, 27560, USA, véetné jejich
pobocek, dcefinych spole¢nosti a konkrétné spolecnosti
Syneos Health UK Limited, pasobici jako nezavisly
smluvni dodavatel, aby jednala jménem zadavatele pro
ucely prevodu uritych zavazku plynoucich z této
smlouvy, pficemz uvedené zavazky zahrnuji zejména
vyjednani a uzavieni smlouvy a spravovani plateb za
sluzby provadéné a popsané nize.

Zadavatel si pieje podpofit klinické hodnoceni
hodnoceného 1é¢ivého piipravku (definovaného nize)
AVT29 s kodovym  oznaCenimAVT29-GL-CO1
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group, Multicenter Clinical Study to Evaluate the
Efficacy and Safety of AVT29 Compared with Eylea
High Dose (HD) in Participants with Diabetic Macular
Edema (ALVOEYE-HD)” (“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 O¢ni
klinika, Vseobecna fakultni nemocnice v Praze, U
Nemocnice 499/2, 128 08 Praha 2, 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. 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. Institution and Principal Investigator
shall be responsible for quality and payment for
services and conformity of Research Staff with all
provisions and requirements hereunder.

nazvanym ,Randomizované, dvojit€ maskované,
multicentrické  klinické  hodnoceni s paralelnimi
skupinami  k vyhodnoceni u¢innosti  a bezpecnosti

pfipravku  AVT29 v porovnani s vysokymi davkami
pfipravku Eylea u tcastnikti s diabetickym makularnim
edémem (ALVOEYE-HD)“ (,protokol®), které bude
provadéno ve zdravotnickém zafizeni (,.klinické
hodnoceni*) a budou do néj zatazeni pacienti (,,subjekty
klinického hodnoceni®).

Strany se dohodly takto:

1. ZkouSejici a vyzkumny personal.

1.1 Hlavni zkouSejici. Hlavni zkousejici jako
zaméstnanec  zdravotnického  zafizeni  bude
odpovédny za vedeni klinického hodnoceni v souladu
s platnymi zakony (definovanymi nize) a ptedpisy
zdravotnického zafizeni. Klinické hodnoceni bude
provadéno pod vedenim hlavniho zkouSejiciho na
Oc¢ni klinice VSeobecné fakultni nemocnice v
Praze, U Nemocnice 499/2, 128 08 Praha 2, Ceska
republika. Zdravotnické zafizeni potvrzuje, ze jak
zdravotnické zafizeni, tak i hlavni zkouSejici maji
opravnéni, jsou registrovini nebo jsou jinak
kvalifikovani a zpulsobili podle mistnich zakond,
predpisti, zasad nebo spravnich pozadavkd 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 provadeéni klinického
hodnoceni v souladu s pozadavky platnych pravnich
predpisi.

1.2 SpoluzkouSejici a vyzkumny personal. Hlavni
zkousSejici mize delegovat povinnosti a odpovédnosti
na  spoluzkousejici ¢ vyzkumny  personal
(spoluzkousejici a vyzkumny persondl, souhrnné
»vyzkumny personal”), ktery muze zahrnovat
zaméstnance nebo konzultanty zdravotnického
zafizeni ¢i smluvni dodavatele tfeti strany, a to
pouze v rozsahu povoleném platnymi zékony, kterymi
se Tidi realizace klinického hodnoceni dle nize
uvedeného popisu. Protoze hlavni zkouSejici je
zodpoveédny za dohled nad vyzkumnym personalem,
bude zajistovat, aby pii provadéni klinického
hodnoceni asistovaly pouze tadné kvalifikované a
vyskolené osoby, a zajisti bezihonnost v ramci

vykonavani povinnosti a funkci souvisejicich
s klinickym  hodnocenim a integritu  Udajd
(definovanych nize) vytvofenych vyzkumnym

persondlem v souvislosti s klinickym hodnocenim.
Zdravotnické zatizeni a hlavni zkousSejici odpovidaji
za kvalitu a platby za sluzby a za dodrzovani vSech
ustanoveni a pozadavkd uvedenych v této smlouvé
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1.3 Obligations  of Institution and  Principal
Investigator. Institution and Principal Investigator will
ensure that Research Staff is informed of and agree to
abide by all terms of this Agreement applicable to the
activities they perform. Institution and Principal
Investigator will assume all those responsibilities
assigned under all applicable laws, rules, regulations,
guidelines and standards including, without
limitation, all relevant International Council for
Harmonization Good Clinical Practice (“ICH GCP
R3”) guidelines and standards and the World Medical
Association Declaration of Helsinki “Ethical
Principles for Medical Research Involving Human
Subjects” (2013), Regulation (EU) No 536/2014 of
the European Parliament and of the Council of 16
April 2014 on clinical trials on medicinal products for
human use (“EU CTR”), Act No. 378/2007 Coll., on
Pharmaceuticals, as amended (“Pharmaceuticals
Law”), Decree No. 463/2021 Coll., on Detailed
Conditions for Conducting Clinical Trials on
Medicinal Products for Human Use, as amended,
Decree No. 86/2008 Coll., on the Principles of Good
Laboratory Practice in the Area of Pharmaceuticals, as
amended, Decree No. 84/2008 Coll., on Good
Pharmaceutical Practice, Detailed Conditions of
Handling Pharmaceuticals in Pharmacies, Healthcare
Facilities and other Operators and Facilities Supplying
Medicinal Products, and Act No. 372/2011 Coll., on
Healthcare Services and conditions for their
provision, as amended; as well as all applicable laws
and guidance relating to clinical trials of medicines,
all applicable laws relating to human rights, supply of
medicines legislation, legislation relating to human
tissue and biological samples, and all applicable laws
relating to the confidentiality, privacy and security of
Trial Subject information inclusive but not limited to
the EU General Data Protection Regulation — GDPR
(“Applicable Law”).

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

vyzkumnym personalem.

1.3 Povinnosti zdravotnického zafizeni a hlavniho
zkouSejiciho. Zdravotnické zafizeni a hlavni
zkouSejici zajisti, aby byl vyzkumny personal
informovan o veskerych podminkach této smlouvy
platnych pro vykonavané ¢innosti a souhlasil s jejich
dodrZzovanim. Zdravotnické zafizeni a hlavni
zkousSejici prevezmou vSechny povinnosti vyplyvajici
ze vSech platnych zakond, ptedpist, pokynl a norem,
vcetné zejména vSech platnych pokynil a standardt
Mezindrodni konference pro harmonizaci spravné
klinické  praxe  (International  Council  for
Harmonization Good Clinical Practice, ICH GCP) a
Helsinské Deklarace Svétoveé 1ékarské asociace
»Etické zasady pro lékarsky vyzkum =za ucasti
lidskych subjekta (2013), Natizeni Evropského
parlamentu a Rady (EU) €. 536/2014 ze dne 16. dubna
2014 o klinickych hodnocenich huménnich 1é¢ivych
ptipravki (,,Nafizeni EU o klinickych hodnocenich®),
zakona ¢. 378/2007 Sb., o IéCivech, ve znéni
pozdgjsich predpist (,,zdkon o 1éCivech®), vyhlasky ¢.
463/2021 Sb., o blizsich podminkach provadéni
klinického hodnoceni humannich 1é¢ivych piipravki,
ve znéni pozdéjsich ptedpisd, vyhlasky ¢. 86/2008
Sb., o stanoveni zasad spravné laboratorni praxe v
oblasti 1é¢iv, ve znéni pozdéjsich predpist, vyhlasky
¢. 84/2008 Sb., o spravné lékarenské praxi, bliz§ich
podminkach zachdzeni s 1éCivy v 1ékarnach,
zdravotnickych zatizenich a u dalSich provozovatelii a
zafizeni vydavajicich 1éCivé pripravky, a zakona ¢.
372/2011 Sb., o zdravotnich sluzbach a podminkach
jejich poskytovani, ve znéni pozdé€jsich predpisi; a
také vsech platnych zdkond a pokynd upravujicich
klinickd hodnoceni léCivych pfipravki, vSech
platnych zakonl upravujicich lidska prava, legislativy
upravujici dodavky 1€k, legislativy upravujici otazky
vzorki tkdné a biologickych vzorkd, a vSech platnych
zékonu tykajicich se zachovani dtvernosti, ochrany
osobnich udajti a bezpecnosti informaci o subjektech
klinického hodnoceni, v¢etné Obecného nafizeni EU
na ochranu osobnich tudaji — GDPR (,platné
zékony*).

1.4 Zakaz zastupovani. Zdravotnické zatizeni a hlavni
zkousejici nesmi postoupit provadéni klinického
hodnoceni na jiného zkousejicitho bez predchoziho
pisemného schvaleni zadavatele. Nahradni hlavni
zkousejici bude muset vyjadrit souhlas s podminkami
této smlouvy v pisemném dokumentu. V piipade, ze
zadavatel neschvali nahradniho hlavniho
zkousejiciho, miize zadavatel nebo spolecnost CRO
v souladu s dale uvedenymi podminkami ukonéeni
platnosti smlouvy smlouvu ukong¢it.
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1.6 Institution agrees that CRO enters into a separate
agreement with the Principal Investigator and/or other
Research Staff (hereinafter defined) as applicable, in
respect of the Trial, based on which the Principal
Investigator will commit himself/herself and his/her
Research Staff to conduct the Trial and that such
separate agreement will include fair compensation.
The Institution confirms that the execution of the
separate agreement with the Principal Investigator
and/or other Research Staff member as applicable, is
in line with Institution’s policies and procedures and
local law. CRO declares that nothing in the Agreement
between CRO and Principal Investigator binds the
Institution and confirms that the separate Agreement is
not in conflict with the content of this Agreement.

2. Protocol. Institution and Principal Investigator will
conduct the Trial in accordance with the Protocol
(including any Protocol Amendments hereinafter
defined), written instructions of CRO/Sponsor and
Applicable Law. Should the Institution and the Principal
Investigator believe, at any time, that an instruction from
the CRO/Sponsor conflicts with legal provisions they are
subject to, or will cause expenses not covered by this
Agreement, they will immediately inform the
CRO/Sponsor and engage in good faith with
CRO/Sponsor to resolve the matter.

2.1 Amendments. The Protocol may be modified only
by a written amendment (“Protocol Amendment”),
signed by Sponsor and the Principal Investigator. If
applicable, the Parties acknowledge that Protocol
Amendments are also subject to approval by the
responsible Independent Ethics Committee (“IEC”)
and/or Regulatory Authority - the State Institute for
Drug Control (“RA”). Sponsor may instruct a
deviation from the Protocol on an emergency basis for
the safety of the Trial Subjects. 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 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

1.6 Zdravotnické zafizeni souhlasi, aby spolecnost
CRO wuzavfela shlavnim zkousejicim a/nebo
piipadné¢ s dalsim vyzkumnym personalem
(definovéano nize) samostatnou smlouvu o klinickém
hodnoceni, na zaklad¢ které se hlavni zkousejici
zavaze, 7ze on i jeho vyzkumny personal provedou
klinické hodnoceni a ze tato samostatna smlouva
bude obsahovat spravedlivou odménu. Zdravotnické
zafizeni potvrzuje, Ze uzavieni samostatné smlouvy
s hlavnim  zkouSejicim a/nebo jinym cClenem
vyzkumného persondlu je v souladu s pfedpisy a
postupy zdravotnického zafizeni a mistnimi pravnimi
predpisy. CRO prohlasuje, ze nic ve smlouvé mezi
CRO a hlavnim zkousejicim nezavazuje zdravotnické
zafizeni a potvrzuje, Ze samostatnd smlouva neni v
rozporu s obsahem této smlouvy-

2. Protokol. Zdravotnické zafizeni a hlavni zkousSejici
povedou klinické hodnoceni v souladu s protokolem
(vCetné vSech nize definovanych dodatktl k protokolu),
pisemnymi pokyny spolecnosti CRO/zadavatele a
platnymi zakony. Pokud se zdravotnické zatizeni a hlavni
zkousejici budou v kteroukoli dobu domnivat, Ze pokyn
od CRO/zadavatele je v rozporu s pravnimi
ustanovenimi, kterd se na né vztahuji, nebo ze zpiisobi
vydaje, které nejsou touto smlouvou kryty, neprodlen¢ o
tom informuji CRO/zadavatele a v dobré viie se s
CRO/zadavatelem budou snazit tuto zalezitost vyfesit.

2.1 Dodatky. Protokol se muze upravovat pouze
formou pisemného dodatku (,,dodatek k protokolu‘)
podepsaného zadavatelem a hlavnim zkousSejicim. Je-
li to relevantni, strany jsou si védomy skute¢nosti, ze
dodatky k protokolu musi schvalit také piislusna
nezavisla etickd komise (,,NEK*) a/nebo regula¢ni
Gfad — Statni ustav pro kontrolu 1é¢iv (,RU%). V
akutnim piipadé k zajisténi bezpecnosti subjektl
klinického hodnoceni mtize zadavatel vydat pokyn k
odchyleni se od protokolu. Zadavatel a/nebo CRO
informuji odpovédnou NEK a/nebo RU co nejdiive, v
kazdém pripad¢ vSak nejpozdéji pét (5) pracovnich
dnl po uplatnéni odchylky. Kazdd akutni odchylka
musi byt nasledné zachycena v pisemném dodatku k
protokolu.

2.2 Akutni odchylky/urgentni bezpecnostni opatieni.
Jestlize hlavni zkousSejici dojde k zavéru, Ze je nutné
se v akutnim pfipadé k zachovani bezpecnosti
subjektt klinického hodnoceni odchylit od protokolu,
nebo zajisti vhodna urgentni bezpe¢nostni opatfeni na
ochranu subjektt klinického hodnoceni, zdravotnické
zafizeni a/nebo hlavni zkousejici uvédomi zadavatele
co nejrychleji a bez prodleni, v kazdém pripadé
nejpozdéji do péti (5) pracovnich dnli po uplatnéni
této odchylky. Hlavni zkouSejici ihned pisemné
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the Sponsor, the CRO 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
in compliance 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.
CRO/Sponsor is responsible for the fulfillment of
obligations/actions towards the regulatory authorities,
including the relevant EC, in connection with the Trial for
the entire duration of the Trial, with the exception of the
obligations that expressly belong to the Investigator
according to the law. CRO undertakes to provide the
investigator with a informed consent template for the
purposes of the clinical trial, which contains all
requirements of Sponsor, Protocol and relevant legal
regulations and has been approved by the regulatory
authority. The prepared informed consent form will
contain both consent to participate in the Trial and
consent of the subject to the collection, processing, use,
retention and transfer (including transfer to countries
outside the European Union) of his/her personal data
reported in accordance with this Agreement for specified
purposes within the Trial. CRO/sponsor is responsible for
the accuracy and completeness of the informed consent
form.

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

The Sponsor shall supply Sponsor Drug to Institution’s
pharmacy: Ustavni 1ékarna Ke Karlovu 2, areal DAK,
pavilon E4. Principal Investigator shall use and
administer the Sponsor Drug in accordance with the
Protocol and Applicable Law, directly from the
Institution’s pharmacy. Fhe-CRO/Sponsor shall arrange
the distribution of the shipment of Sponsor Drug to the
Institution’s pharmacy, where the responsible pharmacist
shall take over and check the shipment (just as other
shipments — i.e. that it is not damaged, if there were any
special transport requirements, that these requirements
were complied with and confirm the acceptance of the
shipment); subsequently, the Investigator shall pick up
Sponsor Drug based on behalf of the site where he/she is
fully responsible for it. Not later than 3 working days

uvédomi zadavatele, spolecnost CROa zdravotnické
zafizeni o vSech zménach, které vyznamné ovliviuji
provadéni klinického hodnoceni nebo zvysuji 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 (,,ICF*),
které jsou v souladu s platnymi zakony, 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.
CRO/zadavatel odpovidd za plnéni povinnosti/jednani
viuci regulatornim organtim, vcetné piislusné EK, v
souvislosti s klinickym hodnocenim po celou dobu
provadéni klinického hodnoceni, vyjma povinnosti, které
vyslovné nalezi dle pravnich ptedpisi hlavnimu
zkouSejicimu. CRO se zavazuje predat hlavnimu
zkousejicimu pro ucely klinického hodnoceni vzorovy
informovany souhlas, ktery obsahuje veskeré pozadavky
zadavatele, Protokolu a ptislusnych pravnich piedpist a
byl schvélen regulatornim ufadem. Pfipraveny formulaf
informovaného souhlasu bude obsahovat jak souhls s
ucasti na klinickém hodnoceni, tak souhlas subjektu se
shromazd’ovanim, zpracovanim, pouzitim, drZzenim a
pfevodem (vcetné prevodu do zemi mimo Evropskou
unii) jeho osobnich udaji oznamenych v souladu s touto
smlouvou pro vymezené ucely v ramci klinického
hodnoceni. Odpovédnost za spravnost a tiplnost formulée
informovaného souhlasu nese CRO/zadavatel.

4. Hodnoceny  1éCivy  pfipravek. Zadavatel/CRO
poskytne  zdravotnickému  zafizeni a  hlavnimu
zkousejicimu dostatecné mnozstvi hodnoceného 1é¢ivého
pripravku (,,hodnoceny lécivy piipravek™) k provedeni
klinického hodnoceni. Pokud to pozaduje protokol a
pokud neni dohodnuto jinak, zadavatel rovnéz zdarma
poskytne placebo nebo srovnavaci 1ék (,,srovnavaci 1€k*).

Zadavatel doda hodnoceny lécCivy ptipravek do lékarny
zdravotnického zafizeni: Ustavni 1ékdrna Ke Karlovu 2,
areal DAK, pavilon E4. Hlavni zkousSejici pouZije a poda
hodnoceny 1é¢ivy pripravek v souladu s protokolem a
platnymi zdkony pfimo z Iékarny zdravotnického
zatizeni. = CRO/Zadavatel zajisti distribuci zasilky
hodnocenych ptipravki do I1ékarny zdravotnického
zafizeni, kde je odpovédny farmaceut pfevezme a
zkontroluje (jako jiné zésilky - tzn. neni-li poskozena, v
piipadé zvlastnich pozadavki na transport, byly-li tyto
pozadavky dodrZeny, pfijem zasilky potvrdi), nasledn¢ si
zkousejici hodnocené piipravky vyzvedne na centrum,
kde je za n¢ pIn¢€ zodpovédny. CRO/Zadavatel je povinen
oznamit do 3 pracovnich dnti pfed dodanim, kdy bude
zasilka do 1ékarny pieddna bud'to emailem na xxx nebo
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before delivery, CRO/Sponsor must notify the pharmacy
when the shipment will be delivered to the pharmacy,
either by e-mail to xxx or via IVRS.

CRO shall ensure that Sponsor, as the waste originator,
undertakes to ensure at its own expense, both during and
after the Trial is terminated, the disposal of unusable or
unused packaging of the Sponsor Drug in accordance
with the provisions of Act No. 541/2020 Coll., on Waste
and its implementing regulations, as amended.
CRO/Sponsor shall provide Sponsor Drug and
comparator in the quantities and time intervals necessary
for the proper conduct of the Trial, and declares that all
conditions set out in the relevant legal regulations for the
production (import) of the supplied Sponsor Drug and its
distribution to the Institution are met:

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 valid
practising certificates and who will be responsible for
handling and keeping full records of Sponsor Drug.
The appointed pharmacists are: xxx. 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.

ptes IVRS. CRO zajisti, Ze zadavatel jako pivodce
odpadu zajisti na vlastni ndklady, jak v pribéhu, tak i po
skonceni klinického hodnoceni, ptedani nepouzitelného
nebo nepouzitého 1é¢ivého piipravku opravnéné osobé v
souladu s ustanovenimi zakona ¢. 541/2020 Sb., o
odpadech a jeho provadécimi predpisy v platném znéni.
CRO/zadavatel zajisti hodnoceny léCivy pripravek a
srovnavaci 1ék v mnozstvi a casovych intervalech
potiebnych pro fadné provedeni klinického hodnoceni, a
prohlasuje, Ze jsou splnény veskeré podminky stanovené
ptislusSnymi pravnimi ptedpisy pro vyrobu (dovoz)
dodavaného hodnoceného léCivého piipravku a jeho
distribuci do zdravotnického zatizeni.

4.1 Uchovavani a vydavani [éku. Zdravotnické
zafizeni a hlavni zkouSejici musi dodrzovat platné
zékony vyzadujici sledovatelnost, peclivé uchovavani
a vydavani hodnoceného 1éCivého piipravku nebo
srovnavaciho 1éku, vcetné patficné dokumentace
téchto Cinnosti. Zdravotnické zatizeni jmenuje dva
Iékarniky s odpovidajici kvalifikaci a zkuSenostmi,
ktefi jsou drziteli platnych osvédCeni pro vykon
povolani a ktefi budou zodpovédni za manipulaci s
hodnocenym 1é¢ivym ptipravkem a za vedeni plnych
zaznamu o ném. Jmenovanymi lékarniky jsou xxx. Po
jmenovani téchto lékarnikii ozndmi zdravotnicke
zafizeni a/nebo hlavni zkousejici zadavateli a/nebo
spole¢nosti CRO jména jmenovanych spolu s
prislusnymi kontaktnimi udaji..

4.2 Kontrola. Zdravotnické zafizeni a hlavni
zkousejici musi vykonavat dostate¢nou kontrolu nad
zadsobami  hodnoceného 1é¢ivého pfipravku a
srovnavaciho 1éku a nepodd ani nevyda pfipravek
osobg, ktera neni subjektem klinického hodnoceni, a
neumozni pfistup k ptipravku nikomu s vyjimkou
vyzkumného personalu klinického hodnoceni.

4.3 Pouziti. Zdravotnické zatizeni a hlavni zkousejici
budou pouzivat hodnoceny 1éCivy ptipravek nebo
srovnavaci 1ék pouze zpusobem uvedenym v
protokolu. Jakékoliv jiné pouziti hodnoceného
lé¢ivého  pripravku  nebo  srovnavaciho  léku
predstavuje zavazné poruseni této smlouvy.

4.4 Vlastnictvi hodnoceného 1écivého ptipravku.
Hodnoceny IéCivy pripravek je a ziistava vlastnictvim
zadavatele. Zadavatel neudéluje zdravotnickému
zafizeni ani hlavnimu zkouSejicimu zadna vyslovna
ani predpokladand prava duSevniho vlastnictvi k
hodnocenému 1é¢ivému piipravku nebo k jakymkoliv
metodam vyroby nebo pouzivani hodnoceného
1é¢ivého pripravku.
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4.5 Payment for Sponsor Drug or Comparator Drug.
Institution and Principal Investigator will not charge a
Trial Subject or third-party payer for Sponsor Drug or
Comparator Drug or for any services reimbursed by
Sponsor or CRO under this Agreement

5. Financial Arrangements. Compensation for services
provided under this Agreement will be made by way of
payments in accordance with Attachment A (Payment
Terms) and Attachment B (Financial Arrangements
Worksheet). All Parties acknowledge that amounts set
forth in Attachment B represent fair market value of the
services provided by Institution 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 CROVits designee, including, but not limited to,
Sponsor Drug, Comparator Drug, Trial Subject
screening, infusions, physician and nurse services,
diagnostic tests, and Sponsor Drug and/or Comparator
Drug administration. Once the Payee (hereinafter
defined) has been paid for the performance of the Trial,
neither CRO nor Sponsor shall have any further
obligation or liability whatsoever to pay 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

4.5 Platba za hodnoceny léCivy piipravek nebo
srovnavaci 1ék. Zdravotnické zafizeni a hlavni
zkousSejici nebudou subjektim klinického hodnoceni
ani platcim tfetich stran uctovat zadné Castky za
hodnoceny 1é¢ivy ptipravek nebo srovnavaci 1€k ani
za jakékoliv sluzby, které mu podle této smlouvy
proplaci zadavatel nebo spole¢nost CRO.

5. Finanéni ujednani. Odmeéna za sluzby poskytované dle
této smlouvy bude vyplacena prostfednictvim uhrad v
souladu s pfilohou A (platebni podminky) a ptilohou B
(zaznam finan¢niho ujednani). VSechny strany berou na
védomi, Ze Castky uvedené v piiloze B predstavuji
spravedlivou trzni hodnotu sluzeb poskytovanych
zdravotnickym zafizenim pifi provadéni klinického
hodnoceni dle jejich nejlepsiho védomi. VSechny castky
zahrnuji v8echny pfimé, nepiimé, rezijni a dalsi naklady,
vCetné nakladi na laboratorni a pomocné sluzby a
zustanou pevné po dobu trvani klinického hodnoceni,
pokud se strany pisemné nedohodnou jinak. Zdravotnické
zafizeni ani hlavni zkousSejici nebudou pfimo ani neptimo
vyzadovat ani pfijimat odménu od subjekti klinického
hodnoceni nebo platct tietich stran za materialy, 1é¢bu
nebo sluzby vyzadované podle protokolu a poskytnuté
nebo zaplacené zadavatelem nebo spolecnosti CRO/jejim
zastupcem, véetné zejména hodnoceného 1é¢ivého
pripravku, srovnavaciho I1éku, screeningu subjektid
klinického hodnoceni, infuzi, sluzeb lékait a sester,
diagnostickych testii a podavani hodnoceného 1é¢ivého
ptipravku a/mebo srovnavaciho léku. Jakmile bude
prijemci plateb (definovanému nize) uhrazeno provadéni
klinického hodnoceni, spole¢nost CRO ani zadavatel
nebudou dale jakymkoliv zplsobem povinni ¢i
odpovédni za platby zdravotnickému zafizeni.

6. Vykazovaci povinnosti. Hlavni zkousSejici bere na
védomi, Ze rizné zadkony, zakoniky, piedpisy, smernice
a/nebo odvétvové pozadavky (spolec¢né dale jen ,,zakony
o vykazovani“) vyzaduji, aby nékteré spoleCnosti ve
farmaceutickém/zdravotnim odvétvi zvefejniovaly a
vykazovaly informace o provedenych platbach a
uzavienych smlouvach se zdravotnickymi odborniky
nebo jinymi osobami ¢i subjekty vykonavajicimi ¢innosti
v urcitych zemich. V souladu s tim bere pfi 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 spolecnosti CRO sdéleny zadavateli
a/nebo pfislusnému odpovédnému tfadu ke zvefejnéni
téchto informaci v souladu s pfislusnymi zakony o
vykazovani. Pradvo hlavniho zkousejiciho odmitnout

PI: xxx| Institution: VSeobecna fakultni nemocnice v Praze | Alvotech Swiss AG | AVT29-GL-C01
Doc Name: SYNH CZE Tripartite CTA (CRO) V1.6 160¢t2023 | Doc Final: 09/Mar/2026

71/32



Confidential | Divérné

of Principal Investigator to object to data collection and
data processing pursuant to applicable privacy laws may
not apply where the disclosure obligation results from a
statutory requirement. Execution of this Agreement
serves as Principal Investigator’s acknowledgement to
the data collection, processing and disclosure of the
information set forth herein for the purposes stated.

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

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

9. Reporting Adverse Events and ICH GCP Breaches.

shromazd’'ovani udaji a zpracovani udajii dle platnych
zékont o ochran€ osobnich udajli se nemusi vztahovat na
ptipady, kdy zvefejiiovaci povinnost vyplyva ze
zékonného pozadavku. Uzavieni této smlouvy slouzi jako
potvrzeni  souhlasu  hlavniho  zkouSejictho  se
shromazd’ovanim, zpracovavanim a zvefejiiovanim udajt
uvedenych v této smlouveé pro zminéné ucely.

7. Zatazeni subjektt klinického hodnoceni. Zdravotnické
zafizeni a hlavni zkousSejici se dohodli zafadit subjekty
klinického hodnoceni do klinického hodnoceni v souladu
s protokolem a souhlasy NEK a/nebo RU. Po dosazeni
celkového poctu subjektd potiebného pro provadéni
multicentrického klinického hodnoceni miize zadavatel
zastavit dal$i zafazovani subjekti do klinického
hodnoceni.

8. Informovany souhlas. Hlavni zkousSejici je povinen
zajistit, ze pred zahijenim prvnich postupt klinického
hodnoceni u subjektu klinického hodnoceni bude jménem
kazdého subjektu klinického hodnoceni podepsan
formular informovaného souhlasu predany
zadavatelem/CRO a schvéaleny NEK a/nebo RU.

9. HlaSeni nezadoucich piihod 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 Law.

10. Privacy and Data Protection

10.1 Definitions: Data Protection and Privacy Laws
means (a) the EU General Data Protection Regulation —
GDPR and the “Personal Data Processing Law” of the
Czech Republic, (b) any Guidance or interpretation on
such law being issued by a competent authority and (c)
any other law now in force or that may in future come
into force governing the Processing of Personal Data
applicable to any party to this Agreement. Legal
regulations constituting the legal system of the Czech
Republic are binding for the Institution and the Principal
Investigator:

Personal Data”, “Process/Processing”, “Controller” and
“Processor” shall have the same meaning as in the Data
Protection and Privacy Laws. For the avoidance ofd
doubt, Personal Data shall include key-coded data and
images.

10.2 Compliance. The Parties warrant to each other that
they will Process Personal Data in compliance with all
Data Protection and Privacy Laws and the terms set out

Zdravotnické zafizeni a hlavni zkouSejici nahlasi
poruseni ICH GCP, poruseni protokolu, zavazna poruseni
natizeni (EU) ¢. 536/2014, a dale vSechny nezadouci
piihody a/nebo zavazné nezddouci piihody subjektl
klinického hodnoceni v souladu s pokyny protokolu a
platnymi zékony.

10. Ochrana soukromi a udaju

10.1 Definice pojmt: Zakony o ochran¢ osobnich udaji
a soukromi znamenaji a) obecné nafizeni EU o ochrané
osobnich udajii — GDPR a ,,Zakon o zpracovani osobnich
dajii Ceské republiky, b) jakékoli pokyny nebo vyklad
téchto zakonl vydany piisluSnym organem a c) jakékoli
jiné nyni nebo v budoucnu platné zdkony upravujici
zpracovani osobnich udaji, které se vztahuji na
kteroukoli smluvni stranu této smlouvy. Pro zdravotnické
zafizeni a hlavniho zkousejiciho jsou zavazné pravni
predpisy tvofici pravni fad Ceské republiky

Terminy ,,0sobni udaje”, ,zpracovani®, ,spravce*
a ,,zpracovatel“ maji stejny vyznam jako v zdkonech
o ochran¢ osobnich udaji a soukromi. Aby se pfedeslo
pochybnostem, osobni udaje zahrnuji udaje zakddované
pomoci klice a snimky.

10.2 Dodrzovani ptedpist. Smluvni strany si navzajem
zarucuji, ze budou zpracovavat osobni udaje v souladu se
vSemi zakony o ochrané osobnich udaji a soukromi
a s podminkami stanovenymi v této smlouvé. Hlavni
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in this Agreement. Principal Investigator shall ensure that
Research Staff will comply with the terms of this clause.

10.3 Security. The Parties shall implement appropriate
technical and organisational measures to protect the
Personal Data as required by ICH-GCP and Data
Protection and Privacy Laws. The Parties shall ensure
that persons authorized to Process Personal Data have
committed themselves to confidentiality or are under an
appropriate statutory obligation of confidentiality.
Principal Investigator shall in particular apply strict
controls to ensure Trial Subjects’ original medical
documents are secured from unauthorized access and
accidental loss. Sponsor and/or CRO may access original
medical records according to the approved informed
consent to perform monitoring activities and shall handle
such documents in the strictest confidence.

10.4 Roles of the Parties and Data Processing Agrement.
Pursuant to Art. 28 of the GDPR, a separate Data
Processing Agreement will be signed between Alvotech
as Controller and the Institution as Processor.

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

11.1 Definition. Except as specified below,
confidential information (“Confidential Information”)
includes all information provided by 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

zkouSejici zajisti, aby vyzkumny persondl dodrzoval
podminky tohoto ustanoveni.

10.3 Zabezpeceni. Smluvni strany zavedou vhodna
technickd a organizacni opatfeni na ochranu osobnich
udaji  vsouladu spozadavky ICH-GCP a zakoni
o ochran¢ idaji a soukromi. Smluvni strany zajisti, aby
se osoby opravnéné zpracovavat osobni udaje zavazaly
k mlcenlivosti nebo aby se na né¢ vztahovala pfislusna
zakonna povinnost mlc¢enlivosti. Hlavni zkouSejici musi
zejména uplatiiovat pfisné kontrolni mechanismy, aby
zajistil, ze originaly zdravotnické dokumentace subjekti
klinického hodnoceni budou zabezpeceny pied
neopravnénym pfistupem a nahodnou ztratou. Zadavatel
a/nebo spole¢nost CRO mohou mit dle schvaleného
informovaného souhlasu pfistup k originalnim l¢katskym
zaznamum za Ucelem provadéni monitorovacich ¢innosti
a musi s t€émito dokumenty nakladat ptisné daveérné.

10.4 Uloha smluvnich stran a Smlouva o zpracovéni
osobnich udaji. V souladu s ¢l. 28 GDPR bude mezi
spolecnosti Alvotech jako spravcem a zdravotnickym
zafizenim jako zpracovatelem podepsana samostatna
Smlouva o zpracovani osobnich udajt.

11. Dvérné informace. V prubéhu klinického hodnoceni
mohou zdravotnické zatizeni a hlavni zkousejici ziskavat
nebo vytvaret informace, kter¢ jsou duveérnymi
informacemi spolecnosti CRO, zadavatele nebo jeho
pridruzené strany.

11.1 Definice. S vyjimkou niZe uvedenych omezeni
zahrnuji davérné informace (,,dtivérné informace®)
vSechny informace poskytnuté zadavatelem nebo
spolec¢nosti CRO nebo vytvotené 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
spole¢nosti  CRO, komercializaci a  strategii
klinického hodnoceni, obchodni tajemstvi a know-
how piedané zadavatelem zdravotnickému zafizeni
a/nebo hlavnimu zkousejicimu piimo nebo neptimo,
v pisemné, elektronické, istni nebo obrazové formé,
nebo vzniklé v ramci této smlouvy.

11.2 Vyjimky. Dutvémé informace nezahrnuji
informace, které jiz byly vefejné pfistupné pied jejich
predanim zadavateli nebo spole¢nosti CRO, staly se
vetejné pristupnymi v priubéhu trvani tohoto zavazku
davérnosti jinym zpusobem nez porusenim této
smlouvy zdravotnickym zafizenim nebo hlavnim
zkousSejicim, jsou jiz znamy zdravotnickému zatizeni
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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.

11.4 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 Survival of Obligations. For Confidential
Information other than Trial Data and Biological
Samples (hereinafter defined) analysis data, these
obligations of nonuse and nondisclosure survive
termination of this Agreement and continue for a
period of ten (10) years after termination. Permitted
uses and disclosures of Trial Data are described in
Section 15 (Publications) of this Agreement.

11.6 Return of Confidential Information. If requested
by Sponsor or CRO in writing, Institution and

nebo hlavnimu zkouSejicimu v okamziku jejich
pfedani a nepodléhaji zavazkiim ddvérnosti nebo je
zdravotnické zafizeni nebo hlavni zkousSejici ziskali
bez zdvazkl divérnosti od tfeti strany, kterd ma
zékonné pravo na jejich zvetejnéni.

11.3 Zavazky zachovéni divérnosti informaci. Bez
predchoziho pisemného schvaleni zadavatele nesmi
zdravotnické zafizeni a hlavni zkousejici pouzivat
diavérné informace pro jakékoliv jiné ucely, nez k
jakym je opraviiuje tato smlouva, a nesmi je sdélovat
tretim strandm krome ptipadd, ke kterym je opraviiuje
tato smlouva nebo které jsou vyzadovany platnymi
zékony. Zvetejnéni divérnych informaci vyzadana
NEK a/nebo RU a zveiejnéni redigované verze této
smlouvy striktn€¢ v souladu s ustanovenimi bodu 32
jsou vyslovné schvalena. Zdravotnické zafizeni a
hlavni zkousSejici se zavazuji, ze divérné informace
nebudou sdélovany tfetim strandm s vyjimkou
vyzkumného  personalu,  zastupcti,  mistnich
poskytovatelt sluzeb a/nebo smluvnich partnert, kteti
je potebuji znat a kteti se pfimo podili na provadéni
klinického hodnoceni nebo na sluzbach na podporu
klinického hodnoceni. Zdravotnické zafizeni a hlavni
zkousSejici zajisti, aby pied jakymkoli zptistupnénim
divérnych informaci takovym piijemcim byly
ulozeny podobné povinnosti mlcenlivosti, které
nejsou méné prisné nez povinnosti uvedené v této
smlouvé.

11.4 Sdéleni  davérnych informaci vyzadované
platnymi zékony. Jestlize je ze zdkona vyZadovano
sdéleni duvérnych informaci nad rdmec toho, co je
vyslovné schvaleno v této smlouvé, takové sdéleni
nepiedstavuje poruseni smlouvy, pokud o ném
zdravotnické zafizeni a hlavni zkousSejici: (i) pisemné
informuji zadavatele v co mozna nejveétsim predstihu,
aby zadavatel mohl podniknout zdkonné kroky
k ochrané svych davérnych informaci; (ii) sdéli pouze
divérné informace nutné ke splnéni zakonného
pozadavku; a (iii)) zachovaji davérnost téchto
davérnych informaci ve vztahu ke vSem ostatnim
ttetim stranam.

11.5 Platnost zavazkii po ukonceni smlouvy. Tyto
zavazky nepouzivat a nezvefejnovat daveérné
informace, s vyjimkou udajt o klinickém hodnoceni a
udaju z analyz biologickych vzorkti (definovanych
nize), ztstanou v platnosti deset (10) let po ukonceni
této smlouvy. Povolené pouziti a zvetejnéni tdaji o
klinickém hodnoceni je popsano
v bodé¢ 15 (Publikace) této smlouvy.

11.6 Vraceni davérnych informaci. Pokud o to
zadavatel nebo spolecnost CRO pisemné pozadaji,
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Principal Investigator will return immediately, but not
later than thirty (30) calendar days of receipt of
request by Institution and/or Principal Investigator all
Confidential Information, at Sponsor’s expense,
except that required to be retained at the Institution by
Applicable Law.

12. Trial Data, Biological Samples, and Records.

12.1 Trial Data. During the course of the Trial,
Institution and Principal Investigator will collect and
submit certain data to Sponsor or its agent, as
specified in the Protocol. This includes CRFs (or their
equivalent) or electronic data records, as well as any
other documents or materials created for the Trial and
required to be submitted to Sponsor or its agent, such
as X-ray, magnetic resonance imaging (“MRI”), or
other types of medical images, electrocardiogram
(“ECG”), electroencephalography (“EEG”), or other
types of tracings or printouts, or data summaries
(collectively, “Trial Data”). Institution and Principal
Investigator will ensure accurate and timely
collection, recording, and submission of Trial Data.
Sponsor declares that the authorization for the
Institution to have free access to use the system for
entering and processing Trial data (eCRF) and other
systems needed for the purposes of the Trial
(including the system for sending a Trial image or
laboratory results) is provided under this Agreement
and that no third party rights will be violated.
CRO/Sponsor also declares that all systems used for
the purposes of the Trial (including eCRF) meet the
requirements for completeness, accuracy, reliability,
secure backup of the entered data and are suitable for
the given purpose, and the Institution will not be liable
for the loss, damage, destruction or misuse of the
transmitted (entered) data when performed according
to the instruction from CRO/Sponsor. After the data
has been entered into these systems, the Sponsor is
solely responsible for all further handling of such data,
including its security and integrity, and its transfer to
third parties.

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 as stipulated in the following
paragraphs, Sponsor is the exclusive owner of all
Trial Data.

zdravotnické zafizeni a hlavni zkousejici na naklady
zadavatele vrati okamzité, nejpozdéji vSak do tficeti
(30) kalendainich dnti od pfijeti pozadavku
zdravotnickym zatizenim a/nebo hlavnim zkousejicim
vSechny divérné informace s vyjimkou informaci,
které musi podle platnych zakond zlstat ve
zdravotnickém zaftizeni.

12. Udaje klinického hodnoceni, biologické vzorky a
zédznamy.

12.1 Udaje  klinického hodnoceni.  V prabéhu
klinického hodnoceni mohou zdravotnické zafizeni a
hlavni zkouSejici shromazd’ovat a predavat urcita data
zadavateli nebo jeho zastupci, jak je uvedeno v
protokolu. Patii sem formulafe CRF (nebo jejich
ekvivalent) nebo elektronické zaznamy udaji a dale
vSechny dals$i dokumenty a materidly vytvofené pro
klinické hodnoceni, kter¢é musi byt piredlozeny
zadavateli nebo jeho zastupci, napf. rentgenové
snimky, snimky magnetické rezonance (,,MR*) nebo
jiné typy zdravotnich snimku, elektrokardiogram
(, EKG®), elektroencefalografie (,,EEG*) nebo jiné
typy zédznamu nebo vytiskdl vysetfeni nebo souhrny
udaji (spolecné jako ,,udaje klinického hodnoceni®).
Zdravotnické zafizeni a hlavni zkouSejici zajisti
pfesné a vcasné shromazd’ovani, zaznamenani a
predkladani udaji klinického hodnoceni.
ZadavatelprohlaSuje, ze je zajiSténo opravnéni pro
zdravotnikcé zafizeni mit bezplatny pfistup pro
pouzivani systému pro zadavani a zpracovani udajii z
klinického hodnoceni (eCRF) a dalSich systémut
potfebnych pro ucely klinického hodnoceni (véetné
systému pro zasilani snimku z klinického hodnoceni
nebo laboratornich vysledkl) dle této smlouvy a
nebude tim poruseno jakékoliv pravo tieti strany.
CRO/Zadavatel také prohlasuji, Zze vSechny systémy
pouzivané pro ucely klinického hodnoceni (vCetné
eCRF) spliuji pozadavky na uplnost, piesnost,
spolehlivost, bezpetné zalohovani vloZenych dat a
jsou vhodné pro dany ucel, a Zdravotnické zatizeni
nebude odpoveédné za ztratu, poskozeni, zniceni nebo
zneuziti predanych (vlozenych) dat, pokud je
provedeno dle pokyn od CRO/sponzora. Po vloZeni
dat do téchto systéml je zadavatel vyhradné
odpoveédny za veskeré dalsi nakladani s t€mito daty,
vcetné jejich bezpecnosti a celistvosti, a jejich predani
ttetim osobam.

a. Vlastnictvi  udaji  klinického  hodnoceni.
S vyhradou prava zdravotnického zatizeni a/nebo
hlavniho  zkousSejiciho na publikaci 1udaji
klinického hodnoceni a nevyhradni licenci, ktera
povoluje néktera pouziti, jak je uvedeno
v nasledujicich  odstavcich, je  vyhradnim
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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 informed consent of Trial Subject,
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.
Unless otherwise specified in the Protocol,
Sponsor will not provide the results of such tests
(“Sample Data”) to the Institution or Principal
Investigator or Trial Subject. Sample Data will be
treated as Trial Data; therefore, if Sponsor provides
Sample Data to the Institution or Principal
Investigator, that data will be subject to the
permitted use of Trial Data as outlined in this
Agreement.

12.3 Records. Institution and Principal Investigator
will retain all records and documents pertaining to the
Trial including Trial Data (hereinafter ‘“Records”)
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 (ii) 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

vlastnikem vSech udaji klinického hodnoceni
zadavatel.

b. Nevyhradni  licence. = Zadavatel udé&luje
zdravotnickému zafizeni a hlavnimu zkousejicimu
nevyhradni bezplatnou licenci bez prava na
udélovani dil¢ich licenci na pouzivani udaji
klinického hodnoceni pro interni nekomer¢ni
vyzkumné nebo vzdélavaci ucely.

c. Zdravotni  zdznamy. Zdravotni zaznamy
subjekt  klinického  hodnoceni, které se
neptfedkladaji 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
informovany souhlas subjektu hodnoceni.

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

b. Vysledky vzorkli. Zadavatel nebo osoba jim
urcend provede testy biologickych vzorkd, jak je
uvedeno v protokolu. Pokud protokol neuvadi
jinak, zadavatel neposkytne vysledky téchto testd
(,,vysledky vzorkt) zdravotnickému zafizeni
nebo hlavnimu zkouSejicimu nebo subjektu
klinického hodnoceni. S vysledky vzorkd bude
nakladano stejn¢ jako s 1daji  klinického
hodnoceni, a proto jestlize zadavatel poskytne
vysledky vzorki zdravotnickému zatizeni nebo
hlavnimu zkouSejicimu, budou se na tyto udaje
vztahovat povolené zplisoby pouziti tudaji
klinického hodnoceni, jak jsou uvedeny v této
smlouvé.

12.3 Zaznamy. Zdravotnické zafizeni a hlavni
zkousejici uchovaji vSechny zaznamy a dokumenty
klinického hodnoceni véetné 1daji klinického
hodnoceni (dale jen ,,Zaznamy*) za skladovacich
podminek podporujicich jejich stabilitu a ochranu po
dobu (i) dvaceti péti (25) let po ukoncCeni klinického
hodnoceni (pokud zadavatel pisemné neschvali
platnymi zakony, dle toho, co je delsi. Zdravotnické
zafizeni a hlavni zkouSejici se dale zavazuji, ze
zadavateli na jeho naklady umozni zajistit v pfipade
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13.

arrangement at Institution’s care that protects the
confidentiality of the records (e.g., secure off-site
storage). In the event that the Sponsor is interested in
further archiving of the documentation, they will
submit their request in writing to the Institution two
months before the expiry of the agreed archiving
period. The Institution shall ensure further archiving
at the expense of the Sponsor, or shall issue the
documentation to them.

Monitoring, Inspections and Audits.

13.1 Monitoring. The Trial will be monitored by
Sponsor or Sponsor’s designee. A reasonable amount
of time must be set aside at each monitoring visit for
discussions and to make corrections to the electronic
case report forms (“eCRF”). eCRFs will be completed
in a timely and accurate manner. Institutions will
permit Sponsor or Sponsor’s designee to access to the
premises, facilities, Trial records, as well as the
Research Staff as required for the purpose of
confirming the accuracy of the Trial Data and the
proper conduct of the Trial at Institution.

13.2 Access. Upon reasonable request, Sponsor,
authorized representatives of Sponsor, may, during
and after the Trial, during regular business hours:
(i) examine: 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. Access described
under this Section will take place respecting the legal
obligations of the Institution, in particular the
obligation of confidentiality, the Institution's trade
secrets and the protection of personal data. During the
regular monitoring visit and audit, Sponsor
representative will maintain the obligation of
confidentiality; audits will be allowed only after
Sponsor being granted a written authorization, timely
provided by the Institution , with the Sponsor being
fully liable for any breach of the obligation of
confidentiality by their representative during such
audit. .

Persons carrying out the audit are obliged to respect
the operating conditions of the workplace, with the
place and time of the audit n being dagreed in advance
by the Institution. These persons are not entitled to
request the loan of documents. The Principal
Investigator will always be present during the audit
Access for the purposes of audit will be allowed only

13.

potteby tschovu na del$i obdobi v rdmci uspotfadani
pod dohledem zdravotnického zafizeni, které zajisti
ochranu davérnosti zadznamid (napf. bezpecnym
uloZzenim mimo misto provadéni hodnoceni). V
pfipadé, ze zadavatel mé zajem na dal$i archivaci
dokumentace, je povinen svij pozadavek uplatnit
pisemné u zdravotnického zafizeni nejméné dva
mesice pfed uplynutim sjednané doby archivace a
Zdravotnické zafizeni dalSi archivaci na naklady
zadavatele zajisti:

Kontroly a audity.
13.1 Monitorovani. Klinické hodnoceni bude
monitorovat zadavatel nebo osoba povétena

zadavatelem. Pfi kazdé monitorovaci navstévé musi
byt vyhrazen ptiméfeny Cas na diskusi a na provedeni
oprav v elektronickych  zaznamech  subjektu
hodnoceni (,,eCRF*). eCRF budou vyplnény vcas
a presné. Zdravotnické zafizeni umozni zadavateli
nebo osobé povéerené zadavatelem ptistup do prostor,
zafizeni, k zaznamiim o klinickém hodnoceni, jakoz
i k vyzkumnému personalu, pokud je to nutné pro
ucely potvrzeni spravnosti udaju  klinického
hodnoceni a fadného provadéni klinického hodnoceni
ve zdravotnickém zatizeni.

13.2 Pristup. Na zaklad¢ piiméfené zadosti bude
zadavateli nebo opravnénym zastupciim zadavatele
béhem a po skonceni klinického hodnoceni béhem
standardni pracovni doby umoznéno: (i) nahlizet do
vSech CRF a dal$ich zdznamt klinického hodnoceni
(v€etn¢ zaznaml subjektd klinického hodnoceni a
zdravotnich zaznamu, formulafd informovaného
souhlasu subjektl klinického hodnoceni, zaznami
piijeti a manipulace s hodnocenym [éCivym
pripravkem a srovnavacim 1ékem)(ii) prohlizet a
kontrolovat zafizeni a dal$i ¢innosti souvisejici s
klinickym hodnocenim nebo NEK; a (iii) sledovat
provadéni klinického hodnoceni. Pfistup popsany v
této casti mlze byt provadén pti respektovani
zakonnych povinnosti zdravotnického zafizeni,
pfedev§im povinnosti mlcenlivosti, obchodniho
tajemstvi zdravotnického zafizeni a ochrany osobnich
udaji. Béhem pravidelné monitorovaci navstévy a
auditu je zastupce zadavatele povinen zachovat
povinnost mlcenlivosti; kentrela audity budou
umoznény pouze poté, co zadavatel obdrzi pisemné
povoleni v€as poskytnuté zdravitnickym zafizenim,
pticemz zadavatel nese plnou odpovédnost za jakékoli
poruseni povinnosti mléenlivosti jeho zastupcem
béhem takového auditu. Osoby provadéjici audit jsou
povinny respektovat provozni podminky pracoviste, s
tim, Ze misto a ¢as kontroly jsou dopiedu schvalené
zdravotnickymé zafizenim. Tyto osoby nejsou
opravnéné pozadovat zapijceni dokumentl. Hlavni
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to the rooms in which the Trial is carried out. After the
Trial is completed, access will only be allowed to the
rooms designated by the Institution for the purpose of
checking the retained documentationentry to the
rooms designated for archiving the Trial
documentation will not be allowe.

13.3 Notice. Institution and/or Principal Investigator
shall: (i) inform Sponsor or CRO as soon as
practicable and within twenty-four (24) hours of any
effort or request by the government, the RA or other
persons to inspect or contact the Institution, Principal
Investigator or Research Staff with regard to the Trial;
(i1) provide Sponsor or CRO with a copy of any
communications sent by such persons; and
(ii1) 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 resolve any discrepancies that are
identified between the Trial Data and the Trial
Subject’s medical records without undue delay.

14. Inventions. If the conduct of Trial results in any
invention or discovery whether patentable or not
(“Invention”), Institution and Principal Investigator will
inform Sponsor and CRO without undue delay.
Institution and Principal Investigator will assign, within
the limits set by the relevant applicable legal regulations,
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.

zkousSejici bude pfi auditu vzdy pfitomen.

Pfistup pro ucely auditu bude umoznén pouze do
mistnosti, ve kterych se klinické hodnoceni provadi.
Po ukonceni klinického hodnoceni bude umoznén
pfistup pouze do mistnosti ur¢enych zdravotnickym
zafizenim za  UCelem  kontroly  skladované
dokumentace, nebude umoznén vstup do mistnosti
urenych k archivaci dokumentace klinického
hodnoceni.

13.3 Oznameni. Zdravotnické zatizeni a/nebo hlavni
zkousejici jsou povinni: (i) co nejdiive a nejpozdéji do
dvaceti ¢ty (24) hodin uvédomit zadavatele nebo
spole¢nost CRO o pokusu nebo zadosti statniho utadu,
RU nebo jinych osob o inspekci nebo kontaktovani
zdravotnického zatizeni, hlavniho zkousejiciho nebo
vyzkumného personalu ve véci klinického hodnocenti;
(il) poskytnout zadavateli nebo spole¢nosti CRO
kopie veskerych sd€leni zaslanych témito osobami; a
(iii) poskytnout zadavateli pfilezitost podilet se na
jakychkoliv navrhovanych nebo uskutecnénych
odpovédich podanych hlavnim zkousejicim nebo
zdravotnickym zafizenim na takova sdéleni a
vynalozit pfiméfené usili, aby mohl byt zadavatel
pritomen nebo zastoupen pii takové navstéve.

13.4 Spoluprace. Zdravotnické zafizeni a hlavni
zkousSejici zajisti plnou spolupraci vyzkumného
personalu a ¢lenit NEK pfti takové kontrole a v¢asny
piistup k pfisluSnym zadznamim a dajim.
Zdravotnické zatizeni a/nebo hlavni zkousejici musi
bez zbytecného odkladu fesit jakékoliv nesrovnalosti

shledané v udajich klinického hodnoceni a
zdravotnich ~ zdznamech  subjektd  klinického
hodnoceni.

14. Vyndlezy. Jestlize vysledkem provadéni klinického
hodnoceni bude vynélez nebo objev, patentovatelny c¢i
nikoli (,,vynalez), zdravotnické =zafizeni a hlavni
zkousejici o tom bez zbyte¢ného odkladu informuji
zadavatele nebo spole¢nost CRO. Zdravotnické zafizeni
a hlavni zkouSejici postoupi v mezich stanovenych
prislusnymi pravnimi predpisy veskeré naroky k tomuto
vynalezu na zadavatele bez jakychkoliv dalsich zavazki
nebo uhrad kromé téch, které zarucuje tato smlouva.
Zdravotnické zafizeni a hlavni zkouSejici poskytnou
zadavateli na naklady zadavatele pfiméfenou pomoc pii
podavani patentovych prihlasek ve vztahu k vynalezu a
jejich uplatnovani. Zadavatel ud€luje zdravotnickému
zafizeni a hlavnimu zkousejicimu nevyhradni bezplatnou
licenci bez prava na ud€lovani dil¢ich licenci na
pouzivani vynalezii pro interni vyzkumné nebo
vzdélavaci ucely.
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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 modify 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.

15. Publikace. Zadavatel nema namitek proti publikaci
vysledki 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 l1éCivy
ptipravek nebo ne. Na ochranu proti netimyslnému
zvetejnéni duveérnych informaci nebo nechranénych
vynalezi poskytnou zdravotnické zafizeni a hlavni
zkousejici zadavateli pfilezitost nejméné Sedesat (60) dni
predem zkontrolovat v§echny navrhované publikace nebo
jiné typy zvetfejnéni pied jejich odeslanim nebo jinym
zvetejnénim. Pokud by podle nazoru zadavatele
publikace nebo prezentace v daném case branily
zadavateli ve vyvoji hodnoceného 1écivého piipravku,
hlavni  zkouSejici  zvazi  odpovidajici  upravu
harmonogrami publikace nebo prezentace. Zdravotnické
zafizeni a/nebo hlavni zkousejici dale souhlasi s tim, ze
pred predloZzenim takového rukopisu a/nebo abstraktu k
publikaci nebo prezentaci odstrani informace oznacené
spolecnosti CRO nebo zadavatelem jako davérné
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) mésicti od skonceni
nebo pred¢asného ukonceni klinického hodnoceni na
vSech zucastnénych pracovistich klinického hodnoceni
nebude predlozen spole¢ny rukopis pro publikaci, mohou
zdravotnické zafizeni a/nebo hlavni zkousejici pfi
dodrzeni dalSich pozadavkid této smlouvy publikovat
samostatné. Bez ohledu na vysledek klinického
hodnoceni zadavatel do jednoho roku od ukonceni
klinického hodnoceni zada ve vSech dotéenych ¢lenskych
statech do databaze EU souhrn vysledku klinického
hodnoceni a laické shrnuti, pokud neni v protokolu z
opravnénych védeckych diivodu stanoveno jinak.

16. Publicita. Zadna ze stran nepouZije jméno druhé
strany ani zadného zjejich zaméstnancii pro tucely
reklamy a propagace bez pisemného svoleni druhé strany.
Zadavatel si vSak rezervuje pravo uvést hlavniho
zkousejictho a zdravotnické zafizeni v souvislosti
s uvedenim protokolu v databance klinickych hodnoceni
Néarodnich instituti zdravi (NIH), jinych vefejné
dostupnych seznamech klinickych hodnoceni nebo jinych
sluzbach ¢i mechanismech naboru pacientt.
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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. IEC and/or RA Rejection. If, through no fault of
Institution or Principal Investigator, the Trial is
never initiated because of IEC and/or RA
disapproval, this Agreement can be terminated by
any Party immediately.

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

c. Early Termination of Trial. If the Trial is
terminated early as described below, the
Agreement will terminate after receipt by Sponsor
or CRO of all relevant Protocol-required data, Trial
documents 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 upon thirty (30) calendar
days written notice to Institution and Principal
Investigator. Upon receipt of such notice,
Institution and Principal Investigator agree to
promptly terminate conduct of the Trial, to the
extent medically permissible, for all Trial
Subjects.

18. Ukonéeni platnosti smlouvy.

Omezeni odpovédnosti spolecnosti CRO. Smluvni
strany souhlasi s tim, Zze spole¢nost CRO vyslovné
odmita jakoukoli odpovédnost v souvislosti s
hodnocenym 1éCivym pfipravkem nebo protokolem
s vyjimkou piipadl, kdy odpovédnost vznikne na
zékladé nedbalého jednani, opomenuti nebo
umyslného protipravniho jednani spolec¢nosti CRO.

18.1 Podminky ukonéeni platnosti smlouvy. Platnost
této smlouvy skonci, 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, kterakoliv ze stran miize s okamzitou
platnosti ukoncit tuto smlouvu.

b. Dokonéeni klinického hodnoceni. Pro ucely této
smlouvy je klinické hodnoceni povazovano za
dokoncené po wuzavieni vSech  Cinnosti
vyzadovanych protokolem pro vSechny zatrazené
subjekty klinického hodnoceni a poté, co zadavatel
nebo spolecnost CRO obdrzi vSechny udaje
vyzadované protokolem, dokumentaci klinického
hodnoceni a biologické vzorky a ob¢é smluvni
strany vyrovnaji vzajemné platebni zdvazky.

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

(1) Ukonceni klinického hodnoceni vypovédi.
Zadavatel a/nebo spole¢nost CRO si vyhrazuje
pravo klinické hodnoceni z jakéhokoliv divodu
ukoncit po podani pisemné vypoveédi s
vypovédni lhitou v délce triceti (30)
kalendafnich dnt zaslané zdravotnickému
zatizeni a hlavnimu zkousejicimu.
Zdravotnické zafizeni a hlavni zkousSejici
souhlasi s tim, Ze po pfijeti takové vypovédi
okamzit¢ ukon¢i provadéni klinického
hodnoceni v rozsahu, ktery je Ilékaisky
piijatelny, a to u vSech subjektt klinického
hodnoceni.
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(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
and/or RA or if such termination is required to
protect the health of Trial Subjects.

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

(2) Okamzité ukonceni nebo pozastaveni
klinického hodnoceni zadavatelem a/nebo
spolec¢nosti CRO. Zadavatel a/nebo spolecnost
CRO si vyhrazuje pravo pisemnou vypovedi
zdravotnickému  zafizeni a  hlavnimu
zkouSejicimu klinické hodnoceni okamzité
ukoncit nebo pozastavit z divodd, jako jsou
nedostatecné rychlé zafazovani subjektd
klinického hodnoceni k naplnéni cild
klinického hodnoceni, podstatné neschvalené
odchylky od protokolu nebo pozadavkll na
vykazovani, okolnosti, které podle nazoru
zadavatele predstavuji nebezpeci pro zdravi
nebo pohodu subjektti klinického hodnoceni
nebo opatieni kontrolniho Gfadu ve vztahu ke
klinickému hodnoceni, hodnocenému 1é¢ivému
pripravku nebo srovnavaciho 1éku.

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

18.2 Platba  pii  ukonéeni.  Jestlize  dojde
k pred¢asnému  ukonceni klinického hodnoceni
v souladu s touto smlouvou, zaplati zadavatel nebo
spole¢nost CRO/jeji zastupce posledni platbu
rovnajici se dluzné Castce za jiz provedenou praci az
do dne Uucinnosti ukonceni smlouvy v souladu
s ptilohou A, a to po odeéteni jiz vyplacenych Castek.
Platba pfi ukonceni bude zahrnovat vSechny
nezruSitelné vydaje fadné vynalozené a uvedené v
priloze A, s vyjimkou budoucich osobnich nakladd, v
rozsahu, v jakém nelze tyto naklady pfiméfené omezit.
Jestlize klinické hodnoceni nebylo zahdjeno z divodu
odepfeni souhlasu NEK a/nebo RU, zadavatel nebo
spole¢nost CRO proplati poplatky pro NEK a vSechny
dalsi vylohy, které zadavatel pisemné schvalil.

18.3 Vraceni materiald. Pokud zadavatel a/nebo
spolecnost CRO neudéli jiné pisemné pokyny,
zdravotnické zafizeni a hlavni zkousSejici okamzité na
naklady zadavatele vrati vSechny materialy obdrzené
od zadavatele a/nebo spolecnosti CRO pro provadéni
klinického hodnoceni, v¢etné formulait CRF a
veSkerého vybaveni poskytnutého zadavatelem
a/nebo  spole¢nosti CRO  (definované nize).
Zdravotnické zafizeni podle pokyni zadavatele
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applicable, at Sponsor’s expense.

19. Insurance.

19.1 Institution declares that it has general liability
insurance, set up according to Section 45(2)(n) of Act
No. 372/2011, on Health Services, as amended.

19.2 CRO confirms that in accordance with GCP
requirements, 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 or 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 or 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

vydanych v pfiméfeném terminu a na néklady
zadavatele vrati a/nebo znici veskery nespotifebovany
hodnoceny 1é¢ivy piipravek nebo ptipadné srovnavaci
1¢k.

19. Pojisténi.

19.1 Zdravotnické zafizeni prohlasuje, ze ma
sjednano pojisténi odpovédnosti dle § 45 odst. 2 pism.
n) zakona ¢. 372/2011 Sb., o zdravotnich sluzbach, ve
znéni pozdéjsich predpist.

19.2 CRO potvrzuje, Ze v souladu s pozadavky GCP,
zadavatel zajisti a bude udrzovat v plné platnosti a
ucinnosti  pojisténi  odpovédnosti ve prospéch
zadavatele a hlavniho zkousejiciho v souladu s § 58
odst. 2 zakona o 1éCivech.

20. Zékaz cinnosti, vylouceni, lékatfské osvédceni a
reakce. Zdravotnické zafizeni a hlavni zkousejici dle
svého nejlepsiho védomi prohlasuji, ze zdravotnickému
zafizeni, vyzkumnému personalu ani hlavnimu
zkousejicimu nebyla dle zadnych zakont upravujicich
zdravotni pé¢i ¢i 1éCivé piipravky omezena nebo
zakazéana ucast v klinickém vyzkumu a Ze zdravotnické
zafizeni a hlavni zkouSejici védomé nevyuziji sluzby
zadné osoby, které byly dle téchto zakont tyto ¢innosti
omezeny nebo zakazany, pokud jde o sluzby poskytované
dle této smlouvy. V prib&hu trvani platnosti této smlouvy
a jeden (1) rok poté zdravotnické zafizeni a hlavni
zkousejici bez odkladu informuji zadavatele nebo
spole¢nost CRO, pokud se dozvi o jakémkoliv takovém
omezeni nebo zakazu vztahujicimu se na hlavniho
zkousejiciho nebo jakykoliv vyzkumny personal.
Zdravotnické zatizeni a hlavni zkouSejici prohlasuji, ze
oni samotni a dle nejlepsiho védomi ani vyzkumny
personal nebyli a nejsou subjektem zadného vySetfovani
ze strany statnich nebo kontrolnich ufadl, zadného ukonu
vySetfovani, varovani nebo vymahani, véetn¢ statem
natizené dohody o firemni integrité, a Ze neporusili zadné
platné zdkony nebo piedpisy upravujici uplatky nebo
neopravnéné naroky v souvislosti s provadénim
vyzkumu, o ¢emZ by zadavatel a spole¢nost CRO nebyl
informovan. Zdravotnické zafizeni a hlavni zkousSejici
bez odkladu informuje zadavatele nebo spolecnost CRO,
pokud se dozvi o jakémkoliv takovém opatieni
souvisejicim s dodrzovanim etickych, védeckych nebo
kontrolnich standardl provadéni vyzkumu tehdy, pokud
se tato opatfeni vztahuji na udalosti nebo ¢innosti, které
nastaly pied nebo v prib&éhu 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
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obligations and rights of CRO or substitute CRO with
another independent contractor. Should the Institution
have objections to the replacing independent contractor,
they will immediatly inform Sponsor and Sponsor and
Institution will work in good faith to resolve the matter.
None of the rights or obligations under this Agreement
will be assigned or subcontracted by Institution or
Principal Investigator to another without the prior written
consent of Sponsor, and the express agreement of
Institution, Principal Investigator, CRO, and the requisite
new assignee or subcontractor. Principal Investigator
and/or Institution must notify Sponsor, and/or CRO in
advance, prior to moving to another location. This
Agreement will bind and inure to the benefit of the
successors and permitted assigns of the Sponsor.

22. 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 lawsoof Czech Republic.

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,

prevzit zdvazky a prava spolec¢nosti CROnebo nahradit
spolec¢nost CRO jinym nezéavislym dodavatelem. Pokud
bude mit zdravotnické zafizeni namitky proti
nahrazujicimu nezdvislému dodavateli, neprodlen€ o tom
informuje zadavatele a zadavatel a zdravotnické zatizeni
budou v dobré viie pracovat na vyiesSeni této zalezitosti.
Zdravotnické zatfizeni nebo hlavni zkouSejici nesmi bez
predchoziho pisemného souhlasu zadavatele a vyslovné
dohody mezi zdravotnickym zafizenim, hlavnim
zkousejicim, spole¢nosti CRO a pfislusnym novym
postupnikem nebo subdodavatelem postoupit nebo
smluvné prevést jakdkoliv prdva nebo povinnosti
vyplyvajici z této smlouvy. Nez se hlavni zkouSejici
a/nebo zdravotnické zatizeni prestéhuji do nové lokality,
musi predem informovat zadavatele a/nebo spolecnost
CRO. Tato smlouva je zdvazna a je uzaviena ve prospéch
nasledniki a schvalenych nabyvatelt prav zadavatele.

22. Zatizeni. Zadavatel poskytne, nebo zajisti, ze
dodavatel (,,dodavatel) poskytne, urité zafizeni k
uzivani  zdravotnickému  zafizeni a  hlavnimu
zkouSejicimu béhem provadéni klinického hodnoceni
,»zatizeni*). Podminky pouZzivani, vlastnictvi a nakladani
se zafizenim jsou podrobnéji uvedeny v piiloze C
(Pouzivani zafizeni, jeho vlastnictvi a naklddani se
zatizenim).

23. Zakony proti Uplatkaistvi a korupci. Zdravotnické
zafizeni a hlavni zkousSejici berou na védomi, Ze jsou
zadavatel a spole¢nost CRO vazani zakony proti
uplatkatstvi a korupci. V této souvislosti je zakazano, aby
zamestnanci, zastupci, smluvni partnefi a/nebo zastupci
zadavatele a spolecnosti CRO ucinili nebo nabidli platbu
(nebo cokoliv hodnotného), piimo ¢&i nepfimo,
zameéstnancim nebo ufednikim zahranicni vlady, vefejné
mezinarodni  organizace, politické strany nebo
kandidatim na politickou funkci s cilem ziskat zakazku
nebo si zajistit nepatficnou vyhodu. Zdravotnické
zafizeni a hlavni zkousejici zajisti, aby sami nebo jejich
vedouci pracovnici, zaméstnanci, spolupracovnici,
feditelé, konzultanti, zmocnénci, zastupci nebo
subdodavatel¢, neuCinili ukon, kterym by vznikla
odpovédnost zadavatele nebo spolecnosti CRO dle
zakont proti Gplatkéistvi a korupci Ceské republiky.

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

25. Platnost zavazkd po ukonceni smlouvy. Povinnosti
tykajici se finan¢nich ujednani, vykazovacich povinnosti,
ochrany osobnich udaji a soukromi, davérnych
informaci, zaznamul, kontrol a auditli, vynalezi,
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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
Effective Date, supersede all other agreements between
the Parties concerning the specific Trial. This Agreement
may only be extended, renewed or otherwise amended in
writing, by the mutual consent of the Parties, except for
certain mutually agreeable changes in the Trial budget as
identified in Attachment A. No waiver of any term,
provision or condition of this Agreement, or breach
thereof, whether by conduct or otherwise, in any one or
more instances will be deemed to be or construed as a
further or continuing waiver of any such term, provision
or condition, or any prior, contemporaneous 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 CRO is 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

publikaci, publicity, zékazu cinnosti, vylouceni,
1ékatskych osvédceni a reakci a odSkodnéni zlstavaji v
platnosti i po ukonceni této smlouvy, stejn¢ jako dalsi
ustanoveni této smlouvy nebo jejich pfiloh, které¢ diky
svému charakteru a zdméru po ukonceni smlouvy
zlstavaji nadale v platnosti.

26. Uplnd smlouva. Tato smlouva obsahuje Uplné
ujednani stran a k datu ucinnosti nahradi vSechny ostatni
smlouvy mezi smluvnimi stranami tykajici se daného
klinického hodnoceni. Tuto smlouvu lze prodlouzit,
obnovit nebo jinak upravit pouze pisemnou formou
vyjadfujici vzajemnou dohodu smluvnich stran, s
vyjimkou urCitych vzijemné odsouhlasenych zmén
rozpoctu klinického hodnoceni, jak je uvedeno v ptiloze
A. Vzdani se prava na dodrZeni jakékoli podminky nebo
ustanoveni této smlouvy, nebo jejich poruseni na zakladé
jednéni ¢i jinak v jednom ¢i vice pfipadech, nebude
povazovano ani vykladano jako dal$i nebo pokracujici
vzdani se prava na dodrzeni takové podminky nebo
ustanoveni, ani jeho pfedchozi, souc¢asné 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 piipadé, ze jedno mnebo vice
ustanoveni této smlouvy bude neplatné, nezakonné nebo
v jakémkoli 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 spole¢nosti CRO je vztahem
nezavislého dodavatele, nikoli vztahem partnerského
podniku, zmocnénce a zmocnitele, zaméstnance a
zameéstnavatele, spole¢ného podniku a podobné.

30. Vy$§i moc. Zadna ze smluvnich stran neponese
odpovédnost za opozdéné plnéni nebo neplnéni
povinnosti vyplyvajicich z této smlouvy, jestlize takové
zpozdéni ¢i neplnéni je disledkem okolnosti mimo jeji
pfimétenou kontrolu (kromé jiného vcetné vyssi moci,
zasaht vlady, nehody, stavky, terorizmu, bioterorizmu,
vyluky nebo jiné formy protestnich akci zaméstnancti) a
okamzit¢ o ném uvédomi druhou stranu (,,vy$si moc®).
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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. Subject to the terms of the Trial
conduct as outlined above, this Agreement shall be
governed by and construed in accordance with the laws
of the Czech Republic, without giving effect to conflict
of law provisions.

Any disputes arising from or related to this Agreement
will be decided exclusively by the competent courts of the
Czech Republic. The local jurisdiction of the court will
be determined by the registered office of the Institution.

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

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., as amended. Before execution of this
Agreement, CRO and/or Sponsor will prepare and
provide Institution via email with a redacted version of
the Agreement in PDF format (“Redacted Agreement”),
having removed any information which in CRO’s or
Sponsor’s reasonable opinion constitutes CRO or
Sponsor trade secret. The Institution shall ensure
publication of the Redacted Agreement into the Contracts
Registry within five (5) days after the date of last
signature of the Agreement and shall inform the CRO
about the publication at e-mail address: xxx as soon as is
reasonably practicable but not later than within seven (7)
days after the date of last signature of the Agreement.

The anticipated total amount to be paid to Institution
under this Agreement is CZK 880,110.00.

The estimated Trial completion date is 31 January 2028
Expected number of enrolled subjects is 5

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 followed by an email, and confirmed in
writing:

Zasah vys§i moci nepfedstavuje poruSeni této smlouvy a
termin plnéni bude pfiméfené odlozen. Jestlize vSak trva
vice nez tficet (30) kalendainich dni, strany mohou
zahajit diskusi ve snaze zmirnit dopady jejiho plisobeni a
pokud je to mozné, dohodnout se na alternativnich
ujedndnich, ktera mohou byt za danych okolnosti
pfimétena.

31. Rozhodné pravo. S vyhradou vyse uvedenych
podminek provadéni klinického hodnoceni se tato
smlouva fidi a je vykladina podle zakoni Ceské
republiky bez moznosti uplatnéni kolizich norem.

Jakékoli spory vyplyvajici nebo souvisejici s touto
smlouvou budou rozhodovany vyhradné piisluSnymi
soudy Ceské republiky. Mistni piislusnost soudu bude
déana sidlem zdravotnického zatizeni.

Tato smlouva byla vyhotovena v ¢eském a anglickém
jazyce. V piipad¢ jakychkoli rozporl mezi jazykovymi
verzemi je rozhodujici Ceska verze.

32. Uvetejnéni smlouvy. Smluvni strany se dohodly, ze
tato smlouva bude uvefejnéna ve vetejném registru smluv
(’registr smluv”) v rozsahu, v jakém je to pozadovano
platnymi zakony, zejména zakonem ¢. 340/2015 Sb., ve
znéni pozdéjSich predpist. Pfed podpisem této smlouvy
spolecnost CRO a/nebo zadavatel pfipravi a zaSle
emailem zdravotnickému zafizeni upravenou verzi
smlouvy ve formatu PDF (,,upravena smlouva‘®), kde
budou znecitelnény jakékoliv informace, které dle
divodného minéni spolecnosti CRO nebo zadavatele
predstavuji obchodni tajemstvi spolecnosti CRO nebo
zadavatele. Zdravotnické zafizeni zajisti uvefejnéni
upravené smlouvy v registru smluv béhem péti (5) dnit
ode dne posledniho podpisu smlouvy a bude spole¢nost
CRO informovat o uvefejnéni na emailové adrese: xxx
co nejdiive, ale nejpozdé€ji do sedmi (7) dnti od data
posledniho podpisu smlouvy.

Predpoklddand  celkova  Céastka,  ktera  bude
zdravotnickému zatizeni uhrazena dle této smlouvy, ¢ini
880,110.00 K¢.

Predpokladana doba ukonceni klinického hodnoceni je
31. leden 2028

Odhadovany pocet zafazenych subjektti hodnoceni je 5

33. Oznameni. Vsechna oznameni pozadovana touto
smlouvou musi byt u€inéna v pisemné formé a budou
povazovana za doruCend pii osobnim doruceni, pfi
zaslani kuryrem s doru¢enim do druhého dne nebo
doporucenym dopisem na nize uvedené adresy s tim, ze
vSechny urgentni zalezitosti, jako napf. zpravy o
bezpecnosti, budou okamzité¢ nahlaSeny po telefonu a
poté e-mailem a potvrzeny pisemne¢:
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Sponsor / Zadavatel:

Alvotech Swiss AG

Thurgauerstrasse 54, CH-8050 Zurich, Switzerland
Telephone: xxx

Attn.: xxx Head of Clinical and Medical Affairs
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:

Vseobecna fakultni nemocnice v Praze

U Nemocnice 499/2

128 08 Praha 2, Ceska republika / Czech Republic

a vyzkumu
Telephone / Telefon: xxx
Email / E-mail: xxx

Principal Investigator / Hlavni zkousSejici:

XXX

O¢ni klinika, VSeobecna fakultni nemocnice v Praze,
U Nemocnice 499/2

128 08 Praha 2, 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. Counterparts and Signatures. In the event that the

Re / Véc: Project Code / Kod projektu: xxx (“Project Code” / ,,kdod projektu‘)

Attention / K rukam: head of clinical evaluation and research department / vedouci oddéleni klinického hodnoceni

V piipadé¢ zmény adresy, nazvu, podfizenosti nebo
jinych identifika¢nich udaji oznami smluvni strana
tuto skutecnost druhé smluvni strané€ pisemné, dalsi
zmény této smlouvy se nevyzaduji.

34. Poskytovani finanénich informaci. Zdravotnické
zafizeni a/nebo hlavni zkouSejici vyplni a véas odevzdaji
spolecnosti CRO nebo zadavateli formulafe s finan¢nimi
vykazy nebo informacemi, které zdravotnickému zatizeni
a/nebo hlavnimu zkousejicimu poskytne spole¢nost CRO
nebo zadavatel. Zdravotnické zatfizeni a/nebo hlavni
zkousejici rovnéz vyplni a vrati spolecnosti CRO nebo
zadavateli vSechny aktualizované informace podle
pokynu spole¢nosti CRO nebo zadavatele po dobu trvani
klinického hodnoceni a jeden rok poté. Zdravotnické
zafizeni a/nebo hlavni zkouSejici 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. Vyhotoveni a podpisy. V piipadé, Ze strany podepisi
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Parties execute this Agreement by exchange of
electronically signed copies, the Parties agree that, upon
being signed by all Parties, this Agreement will become
effective from Effective Date and binding and that
electronic signatures will constitute evidence of a binding
agreement. Where this Agreement is executed by
Institution and/or Principal Investigator through the use
of an electronic or digital signature, Institution and/or
Principal Investigator agree that: (i) their electronic or
digital signature has same effect as a handwritten
signature; (ii) signature by electronic or digital means is
permitted under Applicable Law for the execution of the
Agreement; (iii) the electronic or digital signature
platform used to generate such signature meets the
requirements under Applicable Law for creating a valid
advanced electronic or digital signature; and (iv)
Institution and/or Principal Investigator shall provide to
CRO and/or to Sponsor any further necessary
certification or supporting documentation around their
electronically generated signatures in compliance with
this Section.

Attachments:

A —PAYMENT TERMS

B - FINANCIAL ARRANGEMENTS WORKSHEET
C - EQUIPMENT USE, OWNERSHIP &
DISPOSITION

[SIGNATURE PAGE FOLLOWS]

tuto smlouvu formou vymeény elektronicky podepsanych
kopii, strany se zavazuji, ze po podpisu vSemi stranami
bude smlouva u¢inna od data ucinnosti a zavazna, a ze
elektronické podpisy predstavuji dikaz zévazného
ujednani. Pokud byla tato smlouva podepsana
zdravotnickym zafizenim a/nebo hlavnim zkousejicim za
pouziti elektronického nebo digitadlniho podpisu,
zdravotnické zatizeni a/nebo hlavni zkousejici souhlasi s
tim, ze: (i) jejich elektronicky nebo digitalni podpis ma
stejné¢ ucinky jako vlastnoruéni podpis, (ii) podpis
elektronickymi nebo digitalnimi prostfedky je dovolen
platnymi zakony pro podpis smlouvy, (iii) platforma
elektronického nebo digitalniho podpisu pouzitda k
vygenerovani takového podpisu splituje pozadavky
platnych zakonli pro vytvofeni platného zaruceného
elektronického nebo digitalniho podpisu, a (iv)
zdravotnické zafizeni a/nebo hlavni zkousejici poskytnou
spolecnosti CRO a/nebo zadavateli jakoukoliv dalsi
nezbytnou certifikaci nebo podplirnou dokumentaci
tykajici se jejich podpist elektronicky vygenerovanych v
souladu s timto bodem.

Ptilohy:

A - PLATEBNI PODMINKY

B - ZAZNAM FINANCNIHO UJEDNANI

C - POUZIVANI{ ZARIZENI, JEHO VLASTNICTVI A
NAKLADANTI SE ZARIZENIM

[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 XXX

Printed Name / Jméno (htilkovym pismem)

Printed Name / Jméno (hilkovym pismem)

Manager SSU & Regulatory pursuant of Power of Attotney / na zaklad¢ plné
moci

Title / Pozice Title / Pozice

Date / Datum Date / Datum

PRINCIPAL INVESTIGATOR / HLAVNI
ZKOUSEJICI

Signature / Podpis

XXX
Printed Name / Jméno (htilkovym pismem)

Principal Investigator / Hlavni zkousSejici
Title / Pozice

Date / Datum
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ATTACHMENT A
PAYMENT TERMS

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

A-2. Payment Terms. Payments for each Trial Subject
will be made semi-annually 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. The supporting documents for
invoices, including the calculation of patients’ visits, and
a list of all conditional procedure screenings (i.e.
procedures stated in the CTA separately outside the roster
of visits) shall be sent to the Oddé€leni klinického
hodnoceni a vyzkumu (Department of Clinical Trials and
Research), U Nemocnice 2/499, Praha 2, 128 08 - finance
officer (xxx). 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 forty five (45)
calendar days of receipt of an undisputed invoice.
Monitoring will occur based on site enrollment and
completion of data entry. All queries must be resolved
within five (5) business days of receipt by Institution
and/or Principal Investigator any time during the Trial.
Payee must submit any final invoices within thirty (30)
calendar days after the close-out visit of the Trial at the
Institution. Any invoices received thereafter may not be
paid. Payee will have sixty (60) calendar days after the
date of the close-out visit of the Trial at the Institution to
dispute any payment discrepancies or missing payments.

A-3. “Invoiceable” Trial Related Costs. Payee will be
paid for invoiceable Trial related costs, if and as listed in
Attachment B (budget item(s) with cost amount
“INVOICE”). To request payment for such costs, Payee
will remit an itemized invoice to CRO with
documentation and receipts substantiating the expenses.

PRILOHA A
PLATEBNI PODMINKY

A-1. VSeobecné podminky. Vsechny platby za toto
klinické hodnoceni bude spravovat CRO ve prospéch
zadavatele v souladu s touto pfilohou A a ptilohou B. Za
radn¢ zatazené subjekty klinického hodnoceni bude
ptijemci plateb vyplacena odména v souladu s piilohou
B. Tato ¢astka predstavuje plnou thradu za praci, kterou
zdravotnické zatfizeni a hlavni zkousSejici odvedou, vcetné
veskerych praci a péce uvedenych v protokolu klinického
hodnocenti, spole¢né se  vSemi rezijnimi a
administrativnimi  sluzbami. Za subjekty klinického
hodnoceni zatazené do klinického hodnoceni v rozporu s
protokolem nebude vyplacena Zadna odmeéna.

A-2. Platebni podminky. Platby za kazdy subjekt
klinického hodnoceni budou hrazeny pololetné na
zéklade¢ udaji z CRF zadanych zdravotnickym zafizenim
a/nebo hlavnim zkouSejicim ziskanych pfi navstévach
zatazenych subjektti klinického hodnoceni. Platby budou
provedeny za naklady na dokoncené navstévy a lécbu v
souladu s prilohou B, nestanovi-li smlouva odlisné.
Podklady pro fakturaci vcetn€ kalkulace uskute¢nénych
navstév a seznam veskerych provedenych vySetieni z
podminénych tkond (tzn. tkony uvedené ve smlouvé
zv1ast mimo rozpis navstév) budou zaslany do Odd¢leni
klinického hodnoceni a vyzkumu, U Nemocnice 2/499,
Praha 2, 128 08 - referent financi (xxx). Faktury budou
uhrazeny spolecnosti CRO prostfednictvim
elektronického pfevodu finan¢nich prostfedki nebo
penéznim prevodem, jakmile to bude mozné po obdrzeni
faktur, nejpozdéji v8ak do Ctyficeti péti (45) kalendainich
dnt od obdrzeni nesporné¢ faktury. Bude proveden
monitoring porovnavajici zafazovani na pracovisti a
vyplnovani tdaji. Veskeré dotazy musi byt vyfeseny do
peti (5) pracovnich dnti poté, co je zdravotnické zatizeni
a/nebo hlavni zkousSejici obdrzi, a to kdykoliv béhem
klinického hodnoceni. Pfijemce plateb je povinen
predlozit zéavérecné faktury ve lhité triceti (30)
kalendatnich dnti po néavstéveé pro ukonceni klinického
hodnoceni ve zdravotnickém zafizeni. Faktury ptijaté
pozdé€ji nebudou proplaceny. Piijemce plateb mulze ve
lhite Sedesati (60) kalendainich dnti po datu navstévy pro
ukonceni klinick¢ého hodnoceni ve zdravotnickém
zafizeni rozporovat neshody v platbach nebo chybéjici
platby.

A-3. Fakturovatelné“ naklady souvisejici s klinickym
hodnocenim. Pfijemci plateb budou uhrazeny
fakturovatelné  nédklady  souvisejici s klinickym
hodnocenim, pokud existuji a jak jsou uvedeny v priloze
B (rozpoctova(é) polozka(y) svysi  nakladi
~FAKTURA®). Zadost o uhradu takovych nakladt
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Any such Trial related costs will be invoiced only in the
amount actually incurred with no mark-up. Payee will not
receive any payments for costs whereby Payee has failed
to produce actual copy invoices or other documentation
clearly substantiating that the expenditures were actual, ,
and verifiable in the amount submitted for compensation.

A-4. 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 as in due time instructed by
Sponsor; and all close out issues are resolved, and
procedures completed, including final IEC and/or RA
notification, if applicable. All outstanding queries that
affect the Final Payment must be resolved within five (5)
business days of receipt by Institution and/or Principal
Investigator. Sponsor or CRO will perform final
reconciliation of all payments made to date against total
amount due and CRO will promptly pay Payee amounts
remaining unpaid, if any. Payee will promptly reimburse
Sponsor any unearned or overpaid amounts previously
paid to Payee within thirty (30) calendar days of
notification by Sponsor or CRO.

A-5. Taxes.

(1) Payments shown in Attachment B do not include
Value Added Tax (“VAT”). All cross border
payments will not be subject to VAT under reversed
chargetax shift according to Applicable Law. If this is
the case, Payee will not add VAT to the invoice, and
the appropriate wording should be displayed on the
invoice in accordance with Applicable Law.

(2) Payee acknowledges and agrees that it is solely
responsible for the payment of any and all
contributions and taxes imposed by any applicable
authority with respect to or measured by
compensation paid to Payee under this Agreement.
CRO or Sponsor will not be responsible for the
withholding or payment of any such required
contributions or taxes. Payee accepts full

piijemce plateb poda spole¢nosti CRO formou faktury s
uvedenim jednotlivych polozek a podlozené dokumentaci
a doklady dokladajici vydaje. Jakékoliv tyto naklady
souvisejici s klinickym hodnocenim budou fakturovany
pouze ve skutecné vynalozenych ¢astkach bez navyseni.
Ptijemce plateb neobdrzi zadné platby za naklady, u
nichz ptijemce plateb neptredlozi kopii skutecné faktury
nebo jinou dokumentaci jasn€é oduvodnujici, ze vydaje
byly skutecné a ovéfitelné z hlediska castky predkladané
k nahradé.

A-4. Zavéreénd platba. Pfi  ukonceni klinického
hodnoceni budou zadavateli okamzité predlozeny ke
kontrole vSechny formuldfe CRF a dokumenty
souvisejici s klinickym hodnocenim. Zavérecna platba
(,,zavérecna platba®) bude uhrazena, jakmile: budou
vyplnény a ptredany vsSechny formulate CRF, budou
uspokojiveé zodpovézeny dotazy tykajici se udaji, budou
vraceny vSechny hodnocené 1éCivé piipravky, podle
pokynti zadavatele vydanych v pfiméfeném terminu,
budou vyfeseny vSechny problémy s ukonceni klinického
hodnoceni a dokoneny vSechny postupy, vcetné
zavéreéného oznameni NEK a/nebo RU, pokud je to
relevantni. VSechny nevyfeSené dotazy, které ovliviuji
zévérecnou platbu, musi byt vyfeSeny ve lhuté péti (5)
pracovnich dnii po jejich obdrZeni zdravotnickym
zafizenim a/nebo hlavnim zkousejicim. Zadavatel nebo
spolecnost CRO provedou konec¢né odsouhlaseni vSech
dosud vyplacenych plateb s celkovou dluznou castkou a
spolecnosti CRO bez odkladu zaplati zdravotnickému
zafizeni piipadné neuhrazené Castky. Piijemce plateb bez
odkladu ve Ilhuté¢ triceti (30) kalendatnich dnii po
oznameni zadavatele nebo spole¢nosti CRO vyplati
zadavateli jakékoliv neopravnéné platby nebo pteplatky
diive uhrazené pfijemci plateb.

A-5. Dané.

(1) Platby uvedené v ptiloze B jsou uvedeny bez dan¢
z pridané hodnoty (,,DPH®). VSechny pteshranic¢ni
danové platby nebudou podléhat DPH na zakladé
pfenesené danové povinnosti/pfesunu zdanéni dle
platnych zakond. V tomto pfipadé piijemce plateb
DPH na faktufe nepficte, pficemz v souladu s
platnymi zakony je na faktufe tfeba uvést pozadovany
text.

(2) Prijemce plateb potvrzuje a zavazuje se, ze ponese
vyhradni odpovédnost za piipadné platby vSech
prispévkid a dani uvalenych pfislusnym vladnim
organem na odmeény vyplacené pfijemci plateb dle
této smlouvy. Spolecnost CRO nebo zadavatel
neponesou odpovédnost za provadéni srazek nebo
placeni takovych pozadovanych piispévki nebo dani.
Piijjemce platby ptebird plnou odpovédnost za
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responsibility for reporting all payments received,
under this Agreement, to the relevant taxation
authorities as required by Applicable Law.

A-6. Necessary Procedures and Unexpected Trial
Related Costs. Payee will be reimbursed for wvalid
necessary visits and procedures, and Unexpected Trial
Related Costs in connection with diagnosis and
emergency medical treatment of a Trial Related Subject
Injury, as later defined, not covered under Attachment B
without the need for an amendment to the Agreement in
case the below conditions are met. The Sponsor shall
reimburse the Payee for the direct, reasonable and
necessary medical expenses incurred by the Institution
for emergency medical treatment of a Trial Subjects as a
result of Trial Related Subject Injury (“Medical
Expenses”), provided such Trial Related Subject Injury is
not caused by or attributable to the negligence or any
reckless or intentional wrongful act or omission by
Institution, Principal Investigator or Research Staff.

Trial Related Subject Injury means physical injury to
Trial Subject or death of Trial Subject caused by
administration or use, in accordance with the Protocol, of
the Sponsor Drug during the Trial that the Trial Subject
would likely not have suffered if the Trial Subject had not
participated in the Trial

Payment for Medical Expenses will be reimbursed at the
agreed upon unit cost in Attachment B, if available, or if
there is no such unit cost in Attachment B, Payee will be
compensated based on actual costs incurred by Institution
and Principal Investigator, upon condition of a separate
invoice being submitted along with documentation
justifying the medical necessity of the procedure. Prior to
incurring in such cost, Sponsor’s or CRO’s prior written
consent will be obtained, unless doing so will
compromise the integrity of the Trial or affect Trial
Subject safety, in which case Sponsor will be notified as
soon as doable before claiming the payment. In addition,
Payee may be paid for reasonable and unexpected Trial
related costs upon prior written approval from Sponsor
and based on an itemized invoice with documentation and
receipts substantiating the expenses as actually incurred.

A-7. Payee. The payments will be made to the following
Payee and address (“Payee”):

vykazovani vSech pfijatych plateb dle této smlouvy
pfislusnym finan¢nim ufadim v souladu s platnymi
zéakony.

A-6. Nezbytné  postupy  aneoCekdvané  ndklady
souvisejici s klinickym hodnocenim. Pfijemci plateb
budou uhrazeny platné nezbytné navstévy a postupy
aneocekavané  naklady  souvisejici s klinickym
hodnocenim v souvislosti s diagnostikou a neodkladnou
Iékatskou péci v pfipadé Gjmy na zdravi subjektu
hodnoceni souvisejici s klinickym hodnocenim, jak bude
definovano pozd¢ji, které nejsou zahrnuty v ptiloze B,
aniz by bylo nutné uzavirat dodatek ke smlouve
v pfipad€é, Ze jsou splnény nize uvedené podminky.
Zadavatel uhradi pfijemci plateb piimé, priméiené
anezbytné 1éCebné vylohy, které zdravotnickému
zafizeni vzniknou v souvislosti s naléhavym Iékafskym
osetfenim subjektu klinického hodnoceni v dasledku
Ujmy na zdravi subjektu klinického hodnoceni (dale jen
»lécebné vylohy*‘), pokud takova Gijma na zdravi subjektu
klinického hodnoceni nebyla zpisobeno nedbalosti nebo
nedbalostnim ¢i umyslnym protiprdvnim jedndnim nebo
opomenutim ze strany zdravotnického zatizeni, hlavniho
zkousejiciho nebo vyzkumného personalu.

Ujma na zdravi subjektu klinického hodnoceni
souvisejici s klinickym hodnocenim znamena fyzickou
ujmu na zdravi subjektu klinického hodnoceni nebo smrt
subjektu klinického hodnoceni zplsobenou podanim
nebo uzitim hodnoceného 1é¢ivého pripravku v souladu
s protokolem b&éhem klinického hodnoceni, kterou by
subjekt klinického hodnoceni pravdépodobné neutrpél,
kdyby se klinického hodnoceni neucastnil.

Uhrada 1éGebnych  vyloh bude hrazena podle
dohodnutych  jednotkovych  nakladd  uvedenych
v priloze B, pokud jsou k dispozici, nebo pokud takové
jednotkové  naklady v pfiloze B nejsou, bude
zdravotnickému  zafizeni a hlavnimu zkousSejicimu
poskytnuta nahrada na zaklade¢ skuteénych nakladi, které
piijemci plateb vznikly, ato za podminky piedlozeni
samostatné faktury spolu s dokumentaci odivodnujici
lékafskou nezbytnost zdkroku. Pfed vynalozenim
takovych néakladll je tfeba ziskat pfedchozi pisemny
souhlas zadavatele nebo spole¢nosti CRO, pokud to
neohrozi integritu klinického hodnoceni nebo neovlivni
bezpecnost subjektu klinického hodnoceni; v takovém
pfipadé bude zadavatel informovan co nejdiive pred
uplatnénim naroku na proplaceni. Piijemci plateb mohou
byt dale uhrazeny pfiméfené aneocekavané naklady
spojené s klinickym hodnocenim na zaklade¢ pfedchoziho
pisemného souhlasu zadavatele a na zaklad¢ polozkové

faktury s dokumentaci a stvrzenkami dokladajicimi
skutecné vynalozené naklady.
A-7. Pfijemce  plateb. Platby budou uhrazeny

nasledyjicimu pfijemci a na niZze uvedenou adresu

PI: xxx| Institution: VSeobecna fakultni nemocnice v Praze | Alvotech Swiss AG | AVT29-GL-C01
Doc Name: SYNH CZE Tripartite CTA (CRO) V1.6 160¢t2023 | Doc Final: 09/Mar/2026

27/32



Confidential | Divérné

(,,ptijemce plateb*):

Payee Name / Jméno piijemce plateb:

Vseobecna fakultni nemocnice v Praze

Payee Address / Adresa prijemce plateb:

U Nemocnice 499/2, 128 08 Praha 2, Czech Republic/Ceské

mailova adresa pfijemce plateb:

republika
Payee Tax Identification Number / Daniové | CZ00064165
identifikac¢ni ¢islo piijemce plateb:
Payee Contact Email address / Kontaktni e- | xxx

Payee Contact Person / Kontaktni osoba
ptijemce plateb:

finance officer/referent financi

Payee Bank Account Details / Bankovni
spojeni prijemce plateb:

Bank Name / Nazev banky:

Ceska narodni banka

Bank Address / Adresa banky:

Na Ptikopé 28, Praha 1, 115 03, Czech Republic/Ceska

republika
Bank Account Number / Cislo tétu: 24035021/0710
IBAN Number / Cislo IBAN: CZ33 0710 0000 0000 2403 5021
SWIFT Code / Kéd SWIFT: CNBACZPP

Specific Symbol / Specificky symbol.:

Invoice numbers are included on the remittance advices

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-8. Invoices. All invoices must be issued to the
following as instructed in English:

Syneos Health UK Limited

Attn.: Investigator Payment Department
Farnborough Business Park

1 Pinehurst Road

Farnborough

Hampshire

GU14 7BF, UK

VAT: GB806650142

Re / Véc: Project Code / Kod projektu: xxx

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

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

E-mail: xxx

V piipad¢ zmén v bankovnim spojeni ptijemce plateb je
ptijemce plateb povinen pisemné informovat spole¢nost
CRO prostfednictvim tzv. payment authorization form
spolecnosti CRO (“PAF”’). Smluvni strany se dohodly, ze
v pfipadé¢ zmén bankovnich udaji, které nezahrnuji
zménu piijemce plateb nebo zménu zemé mista
bankovniho uctu, se dodatek k této smlouve nevyzaduje.

A-8. Faktury. VSechny faktury musi byt vystaveny
v angli¢ting podle pokynil na nize uvedenou adresu:

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

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

Kazda faktura musi uvadét: (1) nazev zadavatele,
(2) ¢islo protokolu, (3) kod projektu, (4) jméno hlavniho
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Investigator’s name, (5) site number, (6) Payee contact
telephone number and email address, (7) Payee Bank
Account Details, (8) a summary of the reimbursement to
be made in compliance with the Attachment B, (9) if the
Payee is VAT registered, the Payee VAT registration
number , and (10) for cross border tax payments: (i) the
CRO VAT number and (ii) the note “VAT is zero rated
under “reversed charge”, as applicable.

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

zkousSejiciho, (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 pfilohou B, (9) pokud je piijemce platby
platcem DPH, pak danové identifikacni Cislo piijemce
plateb , a (10) pro pieshrani¢ni danové platby: (i) danové
identifika¢ni cislo spole¢nosti CRO a (ii) poznamku
»DPH s nulovou sazbou* na zaklad¢ ,,pfenesené danové
povinnosti®, pokud je to relevantni.

Aby se predeslo pochybnostem, pfijemce platby je
vyhradné odpovédny za vystaveni vSech faktur
souvisejicich s klinickym hodnocenim podle této
smlouvy v souladu s platnymi zdkony na zaklad¢
mistnich dafovych pozadavk.
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ATTACHMENT B PRILOHA B
FINANCIAL ARRANGEMENTS WORKSHEET ZAZNAM FINANCNIHO UJEDNANI
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ATTACHMENT C

EQUIPMENT USE, OWNERSHIP &
DISPOSITION

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

C-2. Ownership. Until the termination of this Agreement,
this Equipment remains the property of the respective
Vendors that have provided the Equipment to Sponsor
and must be returned either within a reasonable period of
time upon request by Sponsor, not to exceed five (5)
business days, or immediately upon termination of this
Agreement. Institution and/or Principal Investigator
agree to return the Equipment in the manner directed by
Sponsor or Vendor in the condition as when received by
Institution and/or Principal Investigator (normal wear and
tear excepted)). Institution agrees to be financially
responsible to cover any loss or destruction to Equipment
while in Institution’s and Principal Investigator’s care,
which exceeds ordinary wear and tear and/or lacks a
reasonable causal relationship to proper performance of
the Trial. Institution and Principal Investigator further
agree that unless otherwise authorized in writing by the
Sponsor of this Trial, Institution and Principal
Investigator will not alter the Equipment in any way.
Institution must not install any components or software,
if applicable, without express approval of the Sponsor.
Any software provided to Institution and/or Principal
Investigator may not be duplicated. Institution and
Principal Investigator are not permitted to use the
Equipment for any other purpose than for the
performance of this Trial in accordance with the Protocol.
Neither Sponsor nor CRO has any liability for damages
of any sort, including personal injury or property damage,
resulting from the use of Equipment except to the extent
that such damages were caused by the negligence or
willful misconduct of Sponsor or CRO, or breach of the
obligation to hand over the equipment in a condition fit
for proper use, and except to the extent that a personal
injury constitutes a compensable Trial Subject Injury to
be paid by Sponsor as described in this Agreement.

C-3. Disposition. After completion of Trial conduct or at
an earlier time specified by Sponsor, Institution will
arrange for return of Equipment and Sponsor materials, at
Sponsor’s expense, to Sponsor, Vendor or a location
designated by Sponsor.

PRILOHA C

POUZIVANI ZARIZENI, JEHO VLASTNICTVI A
NAKLADANI SE ZARIZENIM

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

C-2. Vlastnictvi. Do ukonceni této smlouvy ziistane toto
zafizeni ve vlastnictvi dodavateli, ktefi zafizeni
zadavateli poskytli, a musi byt na zadost zadavatele
vraceno bud’to v pfiméfené lhité neptresahujici pét (5)
pracovnich dnt nebo okamzité po ukoncéeni této smlouvy.
Zdravotnické zafizeni a/nebo hlavni zkousSejici vrati
zafizeni zplUsobem stanovenym zadavatelem nebo
dodavatelem ve stavu, v jakém je zdravotnické zatizeni
a/nebo hlavni zkousejici ptevzali (s vyjimkou bézného
opotiebeni)Zdravotnické zatizeni se zavazuje, ze ponese
finan¢ni odpovédnost za uhrazeni ztraty nebo zniCeni
zafizeni prekracujici bézné opotiebeni nebo nevykazujici
pfiméfeny pfi¢inny vztah k fadnému provadéni
klinického hodnoceni, a to v dob¢, kdy bude zatizeni v
péci zdravotnického zatizeni a hlavniho zkousejiciho.
Zdravotnické zatizeni a hlavni zkouSejici se dale
zavazuji, 7e pokud nedostanou pisemné schvaleni
zadavatele tohoto klinického hodnoceni, nebudou
jakymkoliv zplisobem zafizeni upravovat. Zdravotnické
zafizeni nesmi instalovat zadné ptipadné soucasti ani
software bez vyslovného schvaleni zadavatele. Software
poskytnuty zdravotnickému zafizeni a/nebo hlavnimu
zkousSejicimu 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. Zadavatel ani spolecnost CRO
neodpovidaji za zadné Skody, v¢etné osobni Ujmy nebo
poskozeni majetku, zplisobené pouzivanim zafizeni, s
vyjimkou téch, které byly zptisobeny nedbalosti nebo
umyslnym protipravnim jednanim zadavatele nebo
spole¢nosti CRO, nebo poruSenim povinnosti piedat
zafizeni ve stavu zptisobilém k fadnému pouziti, a krome
ptipadt, kdy osobni jma je kompenzovatelnou Gjmou
subjektu klinického hodnoceni placenou zadavatelem, jak
je uvedeno v této smlouve.

C-3. Nakladani se zafizenim. Po dokonceni provadéni
klinického hodnoceni nebo diive, ur¢i-li tak zadavatel,
zdravotnické zafizeni na naklady zadavatele zajisti
vraceni zafizeni a materialu zadavatele zadavateli,
dodavateli nebo do mista ur¢eného zadavatelem.
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