CLINICAL TRIAL AGREEMENT

STuDpY: A multicenter, randomized, open-label,
blinded endpoint evaluation, phase 3 study
comparing the effect of abelacimab relative to
apixaban on venous thromboembolism (VTE)
recurrence and bleeding in patients with cancer
associated VTE (ASTER).

PrRoTOCOL: ANT-007 (incorporated by reference
herein).

STUDY DRUG: Abelacimab (MAAS868).

THIS CLINICAL TRIAL AGREEMENT
(together with Exhibit A, the “Agreement”) shall
come into force upon its disclosure in the
agreements register (the “Effective Date”), by and
among:

Anthos Therapeutics, Inc., with an address at 55
Cambridge Parkway, Suite 103, Cambridge, MA
02142 USA (“Sponsor™);

Thomayer University Hospital, with registered
office at Videniska 800, 140 59 Pragueha 4, Kr¢,
Czech Republic,

, a state contributory
organization established by the Ministry of Health
of the Czech Republic, full wording of the
organizational deed under file no. MZDR 17268-
IV/2012, registered in Commercial Register of the
Municipal Court in Prague, Section Pr, entry 1043,
represented by doc. MUDr. Zden¢k Benes, CSc.,
director (“Institution”); and

I hoving an address at

Videniska 800, 140 59 Prague 4 - Kr¢, Czech
Republic (“Investigator”).

Sponsor, Institution and Investigator may be
referred to individually as a “Party” and
collectively as the “Parties.”

Ceska republika

DUVERNE

SMLOUVA O KLINICKEM HODNOCENI{

KLINICKE  HODNOCENI: Multicentrické,
randomizované, oteviené klinické hodnoceni
faze Ill se zaslepenym vyhodnocenim cilovych
parametrii, porovnavajici ucinek abelacimabu ve
srovnani s apixabanem na  recidivu  zilni
tromboembolie (VTE) a krvaceni u pacienti s VTE
souvisejici s nddorovym onemocnénim.

PROTOKOL:ANT-007 (zahrnuty zde odkazem).

HODNOCENY PRiPRAVEK: Abelacimab
(MAABSGES).

TATO SMLOUVA O  KLINICKEM
HODNOCENI (spole¢né s Piilohou A, ,,Smlouva‘)
nabyva uCinnosti svym zvefejnénim v registru
smluv (,,Datum Géinnosti ), a to mezi:

Anthos Therapeutics, Inc., s adresou 55
Cambridge Parkway, Suite 103, Cambridge, MA
02142 USA (,,Zadavatel*);

Fakultni Thomayerova nemocnice se sidlem:
Videnska 800, 140, 59 Praha 4 - Kr¢, Ceska
republika,

, statni

prispévkova
organizace ziizena Ministerstvem zdravotnictvi CR,
uplné znéni zfizovaci listiny ¢.j. MZDR 17268-
IV/2012, zapsana v obchodnim rejstiiku vedeném
Meéstskym soudem v Praze oddil Pr, vl. 1043,
zastoupena: doc. MUDr. Zdeiikkem Benesem, CSc.,
feditelem (,,Zdravotnické zatizeni®); a

I oo csou na Videiiska 800,

140 59 Praha 4 - Kr¢, Ceska republika (,,Zkousejici
Lékai).

Zadavatel, Zdravotnické =zafizeni a
Zkousejici 1ékat mohou byt jednotlivé oznacovani
jako ,,Strana “ a spole¢né jako ,,Strany.*
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WHEREAS, Sponsor has authorized IQVIA
Biotech LLC (“CRO”) with an address at 2400
Ellis Road, Pod A, Level 4, Durham, NC 27703
USA, together with its affiliates to act on behalf of
Sponsor to arrange and administer the study
described above (the “Study”), and Sponsor may by
written notice subsequently designate another
organization for this purpose.

WHEREAS, Sponsor has authorized CRO to
sign this Agreement on behalf of Sponsor through
the execution and delivery of a Limited Agency
Agreement.

WHEREAS, Sponsor wishes to sponsor the
above referenced Study at Institution of the drug
identified above (the “Study Drug”). Investigator,
who is an employee of the Institution and
experienced in the conduct of clinical research
studies in humans, desires to participate in the Study
as a clinical investigator at the Institution and
Sponsor desires that Investigator participate in the
Study. Sponsor, Institution and Investigator have
agreed that the Study will be conducted at the
Institution under the terms and conditions set forth
in this Agreement.

Now, THEREFORE, in consideration of the
foregoing and the mutual covenants and promises
set forth in this Agreement and other good and
valuable consideration, the receipt and adequacy of
which are hereby acknowledged, the Parties agree as
follows:

1. SCOPE OF SERVICES

11 Study Protocol. Sponsor shall obtain
approval from the governing Ethics Committee(s)
(the “ECs’) for the protocol identified above
(“Protocol”) and the informed consent form before
initiation of the Study. If the approval is not
obtained, this Agreement shall be null and void.
Sponsor will provide Institution and Investigator
with a copy of each such approval, together with all
relevant correspondence with the EC regarding such
approval. In addition, Institution and Investigator
will coordinate with the EC to obtain review and
approval in writing of any amendments made to the

PRESTOZE, Zadavatel povéril spoleGnost
IQVIA Biotech LLC (“CRO”) s adresou na 2400
Ellis Road, Pod A, Level 4, Durham, NC 27703
USA, aby spolu se svymi pfidruzenymi
spole¢nostmi jednala jménem Zadavatele za ucelem
zajisténi a spravy vySe uvedené¢ho klinického
hodnoceni (dale jen ,,Klinické hodnoceni”), mize
Zadavatel pisemnym ozndmenim nasledné urcit pro
tento ucel jinou organizaci.

DALE PAK, Zadavatel zmocnil CRO k
podpisu této smlouvy jménem Zadavatele, a to
prostiednictvim uzavieni a doruCeni smlouvy o
omezeném zastoupeni.

DALE PAK, Zadavatel si pieje financovat
vySe uvedené klinické hodnoceni vyse uvedeného
pripravku (dale jen ,,Hodnoceny pripravek ),
provadéného ve Zdravotnickém zatizeni. ZkousSejici
l1ékaf, ktery je zaméstnancem Zdravotnického
zafizeni a ma zkuSenosti s provadénim vyzkumnych
klinickych hodnoceni na lidech, si pfeje ucastnit se
klinického hodnoceni jako klinicky zkousejici 1ékar
ve Zdravotnickém zatfizeni a Zadavatel si pieje, aby
se Zkousejici 1ékat klinického hodnoceni tcastnil.
Zadavatel, Zdravotnické zatizeni a Zkousejici Iékar
souhlasili s tim, Ze klinické hodnoceni bude
provadéno ve Zdravotnickém zafizeni za podminek
stanovenych v této Smlouvé.

NYNi SE PROTO s ohledem na vySe uvedené
a vzajemné zavazky a sliby uvedené v této Smlouve
a dal$i dobré a cenné protiplnéni, jehoz pfijeti a
pfimétfenost se timto potvrzuje, Strany dohodly
takto:

1. ROZSAH SLUZEB

11 Protokol klinického hodnoceni. Pied
zahajenim klinického hodnoceni musi Zadavatel
ziskat souhlas pfislusné etické komise (etickych
komisi) (dale jen ,EK®) s vySe uvedenym
protokolem (,,Protokol*) a formulat informovaného
souhlasu. Neni-li souhlas udé€len, je tato Smlouva
neplatnd. Zadavatel poskytne Zdravotnickému
zafizeni a Zkousejicimu kopii kazdého takového
schvaleni  spolu s  veSkerou  pfisluSnou
korespondenci s EK tykajici se takového schvaleni.
Krom¢ toho bude Zdravotnické zafizeni a
Zkousejici 1ékat koordinovat svou ¢innost s EK s
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Protocol or ICF (as defined in Section 1.6 below).
Members of the EC are subject to obligations of
confidentiality and non-use no less restrictive than
those that apply to Institution and Investigator under
this Agreement. The Parties acknowledge and agree
that no change to the Protocol or any other Study
document shall be made without the prior written
consent of Sponsor and/or CRO. Any change to the
Protocol or any other Study document that is agreed
upon in writing by Sponsor and/or CRO is
incorporated into this Agreement by this reference.
The treatment of the Study Subjects will not start
until the relevant permits and consent opinions have
been obtained by the Sponsor, which form an
Exhibit to this Agreement.

1.2 Protocol  Deviation/Prompt  Notice.
Deviations from the Protocol are not permitted
except when necessary to protect the safety, rights
or welfare of subjects enrolled in the Study.
Institution and/or Investigator will, within one (1)
business day from occurrence, or as specified in the
Protocol, notify Sponsor of any (a) significant
deviation from the Protocol, including any
deviations necessary to protect the safety, rights or
welfare of subjects enrolled in the Study, or (b)
Serious Breach of which Institution or Investigator
becomes aware. For the purposes of this provision,
a “Serious Breach” shall mean a breach of ICH
GCP or the Protocol, which is likely to affect (i) the
safety and welfare of Study subjects; or (ii) the
scientific integrity of the Study. In addition, the
Investigator shall promptly inform the EC and any
governmental authority as may be required by
applicable laws of such deviation or breach.

1.3 Investigator and Subinvestigators and
Study Team Members. Institution and Investigator
shall conduct the Study and use their best efforts to
complete the Study in a professional manner in
accordance with the highest standards in the
industry and in strict adherence to the Protocol and
this Agreement. In the event that the Study is
conducted by a team of individuals, Investigator and
Institution shall be responsible for all other
individual team members (herein referred to

cilem ziskat piezkoumani a pisemné schvéaleni
jakychkoli zmén Protokolu nebo ICF (jak je
definovano v oddile 1.6 nize). Clenové EK podléhaji
slibu mlcenlivosti a zakazu zneuziti, které nejsou
méné omezujici nez ty, jez se vztahuji na
Zdravotnické zatizeni a Zkousejiciho lékate v
souladu s touto Smlouvou. Strany berou na védomi
a souhlasi s tim, Ze bez ptredchoziho pisemného
souhlasu Zadavatele a/nebo CRO nebude provedena
zadna zména Protokolu ani jiného dokumentu
klinického hodnoceni. Jakékoli zména Protokolu
nebo jakéhokoli jiného dokumentu klinického
hodnoceni, ktera je pisemné odsouhlasena
Zadavatelem a/nebo CRO, je zaclenéna do této
Smlouvy timto odkazem. Lécba subjektt klinického
hodnoceni neza¢ne difive, dokud nebudou
Zadavatelem ziskana ptislusna povoleni a souhlasna
stanoviska, ktera tvoii pfilohu této Smlouvy.

1.2 Odchylka od Protokolu/rychlé oznameni.
Odchylky od Protokolu nejsou povoleny s vyjimkou
ptipadl, kdy je to nezbytné pro ochranu
bezpecnosti, prav nebo blaha subjektl zarazenych
do klinického hodnoceni. Zdravotnické zatfizeni
a/nebo Zkousejici 1€kat do jednoho (1) pracovniho
dne od udalosti, nebo jak je uvedeno v Protokolu,
oznami Zadavateli jakoukoli (a) vyznamnou
odchylku od Protokolu, véetné odchylek nezbytnych
k ochran¢ bezpecnosti, prav nebo blaha subjektl
zafazenych do klinického hodnoceni nebo (b)
z&vazné poruseni, o kterém se Zdravotnické zatizeni
nebo Zkousejici lékaf dozvi. Pro tucely tohoto
ustanoveni se ,,Zavaznym porusenim “ rozumi
poruseni ICH GCP nebo protokolu, které
pravdépodobné ovlivni (i) bezpecnost a blaho
subjektt klinického hodnoceni; nebo (ii) védeckou
integritu klinického hodnoceni. Kromé toho bude
Zkousejici 1ékat o takové odchylce nebo poruseni
neprodlené informovat EK a jakykoli vladni organ,
pokud to vyzaduji platné pravni predpisy.

1.3 ZkousSejici 1ékai* a Spoluzkousejici 1ékari
a Clenové tymu klinického hodnoceni.
Zdravotnické zatfizeni a ZkousSejici 1ékai provede
klinické hodnoceni a vynalozi veskeré usili, aby jej
dokoncil profesiondlnim zplsobem v souladu s
nejvyssimi standardy v oboru a za piisného
dodrzovani Protokolu a této Smlouvy. V ptipadé, ze
klinické hodnoceni provadi tym jednotliven,
odpovidaji Zkousejici 1ékat a Zdravotnické zafizeni
za vSechny ostatni jednotlivé cleny tymu (dale
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collectively  as  “Subinvestigators,”  and
individually, as a “Subinvestigator”) and any other
persons involved in the conduct of the Study at the
Institution(s) or part of Investigator’s team,
including any faculty, staff, employee, Sponsor- or
CRO-approved subcontractor or student (each a
“Study Team Member”). Each Subinvestigator
shall be instructed to follow the direction of
Investigator and otherwise adhere strictly to the
Protocol. Each Study Team Member shall be
instructed to strictly follow the direction of
Investigator or Subinvestigator, as applicable, to
adhere strictly to the Protocol. Investigator and each
Subinvestigator, as applicable, shall be employees
of Institution. Neither Institution nor Investigator
shall be a party to any agreement nor have any
obligation that conflict with the provisions of this
Agreement, and shall not enter into a conflicting
agreement during the Study. Investigator may not
be removed or replaced without Sponsor’s prior
written consent. If Investigator is unable or
unwilling to continue in such capacity or terminates
his or her employment relationship with Institution,
Institution shall promptly notify CRO in writing,
consult with Sponsor and CRO regarding
appointment of a replacement Investigator, and shall
use its best efforts to find a suitable replacement
Investigator. Sponsor, in its sole discretion, may
elect not to accept the proposed replacement
Investigator, in which event Sponsor shall have the
right to terminate the Agreement effective upon
Institution’s receipt of Sponsor’s written notice of
termination. In the event that Sponsor and CRO
accepts the replacement Investigator, Institution
shall ensure that the replacement Investigator agrees
to be bound by all the terms and conditions
applicable to Investigator under this Agreement.

14 Conduct of Study; Suspension. Institution
agrees to administer, and Investigator agrees to
conduct, this Study solely at the Institution. The
Institution may not be changed without Sponsor’s
prior written consent. The Study shall commence as
soon as possible following receipt of EC written

spolecné jen ,,Spoluzkousejici 1ékari “ a jednotlivé
jako ,,Spoluzkousejici 1ékai“‘) a vSechny dalsi osoby,
které se podileji na provadéni klinického hodnoceni
ve Zdravotnickém zafizeni (zafizenich) nebo jsou
soucasti tymu Zkousejiciho lékate, vcetné vsech
vyucujicich, personalu, zameéstnanct,
subdodavateliT. nebo  studenti  schvalenych
Zadavatelem nebo CRO (dale ,,Clen tymu
klinického hodnoceni”). Kazdy Spoluzkousejici
1ékat musi byt instruovan tak, aby se tidil pokyny
Zkousejiciho 1ékafe a ptisné dodrzoval protokol.
Kazdy ¢len tymu klinického hodnoceni bude poucen
o tom, ze musi piisné dodrZzovat pokyny
Zkousejiciho [ékate nebo Dil¢iho zkousejiciho
l1ékate, podle situace, a piisné dodrzovat Protokol.
Zkousejici 1ékar a kazdy Spoluzkousejici 1ékar bude
zamestnancem Zdravotnického zafizeni.
Zdravotnické zatizeni ani ZkousSejici 1ékat nesméji
byt stranou zadné dohody, ani nesmi mit zadné
zéavazky, které by byly v rozporu s ustanovenimi této
Smlouvy a béhem klinického hodnoceni nesmi
uzavtit zadnou dohodu, kterd by byla v rozporu s
touto Smlouvou. Zkousejici 1ékaf nesmi byt
odvolan nebo nahrazen bez ptedchoziho pisemného
souhlasu Zadavatele. Pokud Zkousejici 1ékar neni
schopen nebo ochoten pokracovat v této funkci nebo
ukonéi svij pracovni pomér ve Zdravotnickém
zafizeni, pak Zdravotnické zafizeni neprodlené
pisemné informuje CRO, konzultuje se Zadavatelem
a CRO jmenovani ndhradniho Zkousejiciho 1ékaie a
vynalozi veskeré usili k nalezeni nahradniho
Zkousejiciho l€kafe. Zadavatel se miize dle
vlastniho uvazeni rozhodnout, Ze navrhovaného
nahradniho Zkousejiciho 1ékafe nepiijme, Vv
takovém piipadé ma Zadavatel pravo ukoncit
Smlouvu s uc¢innosti od okamziku, kdy
Zdravotnické zafizeni obdrzi pisemné oznameni
Zadavatele o ukonceni smlouvy. V pfipadé, ze
Zadavatel a CRO pfijmou nahradniho Zkousejiciho
lékafe, zajisti Zdravotnické zafizeni souhlas
nahradniho  ZkousSejiciho lékafe se vSemi
podminkami platnymi pro ZkousSejiciho lékare v
souladu s touto Smlouvou.

1.4 Provadéni klinického hodnoceni;
Pozastaveni. Zdravotnické zafizeni souhlasi s tim,
7e bude provadét klinické hodnoceni a Zkousejici
lékat souhlasi s provadénim tohoto klinického
hodnoceni vyhradné¢ ve Zdravotnickém zafizeni.
Zdravotnické zatizeni nelze zménit bez predchoziho
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approval, or as otherwise agreed upon in writing
with Sponsor/CRO. Sponsor plans to conduct the
Study at multiple sites, including at the Institution.
Sponsor or CRO may suspend the entire Study (or a
portion of the Study conducted by Investigator at
Institution) at any time for any reason. Institution or
Investigator may suspend the portion of the Study
conducted by Institution and Investigator at
Institution, if, using good medical judgment,
Investigator or Institution determine it is appropriate
to do so for the medical benefit of the subject
participating in the Study. The suspension of the
Study by Sponsor, CRO, Institution or Investigator
in accordance with this Section 1.4 shall not be
deemed a material breach of this Agreement.

15 Compliance with Applicable Laws.
Investigator and Institution shall carry out the Study,
and Investigator shall ensure that all
Subinvestigators and Study Team Members conduct
the Study, in conformance with current good clinical
practices and strictly in accordance with the
Protocol, this Agreement, the written instructions of
CRO or Sponsor, all applicable Study documents
approved by the EC and CRO or Sponsor, the
International Conference on Harmonization of
Technical Requirements for Registration of
Pharmaceuticals for Human Use, all regulations and
guidelines governing the performance of human
clinical studies at Institution, all applicable laws,
regulations and guidelines of the government or
regulatory agency with authority over the testing
and approval of pharmaceutical products for use in
humans, including without limitation, the United
States Food and Drug Administration (FDA), the
European Medicines Agency (“EMA”), the
International Conference on Harmonization Good
Clinical Practice (“ICH GCP”), the State Institute
for Drug Control - Clinical Trials and
Pharmacoviligance Branch (“SUKL”), Czech
Ministry of Health (“CMH”), the Czech Republic
Office for Personal Data Proteciton (each a
“Regulatory Authority”), and all other applicable

pisemného  souhlasu  Zadavatele.  Klinické
hodnoceni bude zahajeno co nejdiive po obdrZeni
pisemného souhlasu EK nebo po jiné pisemné
dohodé¢ se Zadavatelem/CRO. Zadavatel planuje
provést klinické hodnoceni na vice mistech, véetné
Zdravotnického zafizeni. Zadavatel nebo CRO
muze kdykoli a z jakéhokoli diivodu pozastavit celé
klinické hodnoceni (nebo ¢ast klinického hodnoceni
provedenou Zkousejicim lékatem ve
Zdravotnickém zafizeni). Zdravotnické zafizeni
nebo ZkouSejici 1ékaf miize pozastavit Cast
klinického hodnoceni provadéného Zdravotnickym
zafizenim a Zkousejicim 1ékatem ve Zdravotnickém
zafizeni, pokud na zéklad¢ odborného lékatského
posudku Zkousejici 1ékaf nebo Zdravotnické
zafizeni usoudi, ze je to v zajmu zachovani zdravi
subjektu ucastniciho se klinického hodnoceni.
Pozastaveni Klinického hodnoceni ze strany
Zadavatele, CRO, Zdravotnického zafizeni nebo
Zkousejiciho 1ékare v souladu s timto clankem 1.4
nebude povazovano za zisadni poruSeni této
Smiouvy.

15 Dodrzovani platnych zakoni.Zkousejici
Iékat a Zdravotnické zafizeni provedou klinické
hodnoceni a ZkousSejici 1ékat zajisti, aby vSichni
Spoluzkousejici 1€kati a Clenové tymu klinického
hodnoceni provedli klinické hodnoceni v souladu se
soucasnou spravnou klinickou praxi a pfisné v
souladu s Protokolem, touto Smlouvou, pisemnymi
pokyny CRO nebo Zadavatele, vSemi piislusnymi
dokumenty klinického hodnoceni schvalenymi EK a
CRO nebo Zadavatelem, Mezinarodni konferenci o
harmonizaci technickych pozadavkd na registraci
1é¢ivych piipravklt pro humanni ucely, vsemi
predpisy a smérnicemi upravujicimi provadéni
klinickych hodnoceni na lidech ve Zdravotnickém
zafizeni, vSemi platnymi zakony, pfedpisy a
smérnicemi vlady nebo regulacni agentury, ktera ma
pravomoc testovat a schvalovat farmaceutické
produkty pro pouZiti u lidi, mimo jiné véetn& Utadu
pro kontrolu potravin a 1é¢iv (FDA), Evropské
1ékové agentury (,,EMA”), Mezinarodni konference
o harmonizaci spravné klinické praxe (,,JCH GCP*),
Statniho ustavu pro kontrolu 1é¢iv — odd€leni
klinického  hodnoceni a  farmakovigilance
(,,SUKL®),  Ministerstva  zdravotnictvi ~CR
(,MZCR"), Utadu pro ochranu osobnich udaji
Ceské republiky (dale ,,Regulaéni uifad «) a viech
dalsich pfislusnych statnich, krajskych, mistnich
nebo jinych pravnich predpisl, nafizeni, pokyni
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federal, state, provincial, local or other jurisdictional
laws, regulations, guidelines of any type, including
but not limited to the European Data Protection
Regulation (“GDPR”) (collectively “Applicable
Laws™). Institution, Investigator, Subinvestigator
and Study Team Members acknowledge that
Sponsor, and their respective affiliates, need to
adhere to the provisions of (i) the Bribery Act 2010
of the United Kingdom (Bribery Act); (ii) the
Foreign Corrupt Practices Act 1977 of the United
States of America (FCPA) and (iii) any other
applicable anti-corruption legislation. Without
limiting the generality of the foregoing, Institution
shall, and shall ensure that Investigator will obtain
and maintain all certifications, authorizations,
permits and licenses required in connection with the
conduct of the Study.

1.6 Informed Consent. For the collection and
use of Study subject personal data for Study
purposes, including the disclosure, transfer and
processing of data collected in accordance with the
Protocol, Institution and Investigator shall have each
Study subject sign a written informed consent form
in the form approved by the EC and CRO and
provided by Sponsor (“ICF”) before the individual
participates in the Study. Further, Sponsor ensures
that the ICF complies with all Applicable Laws and
shall further ensure that all Study subjects
understand the contents of the ICF. The Parties
acknowledge and agree that breach of this Section
1.6 constitutes a material breach of this Agreement.
A model of ICF is attached to this Agreement.

1.7 Biological Samples. “Biological Samples”
means blood, fluid and/or tissue biopsy samples
collected from Study subjects as set forth in the
Protocol, and tangible materials directly or indirectly
derived from such samples. Institution and
Investigator will collect, retain and/or use Biological
Samples solely as set forth in the Protocol. Institution
and/or Investigator will provide Sponsor with
quantities of Biological Samples as required by the
Protocol. Sponsor may use such Biological Samples
in all areas of research as permitted in the ICF and by
Applicable Laws.

jakéhokoli typu, mimo jiné vcetné¢ Evropské
ochrany osobnich udaju  (,,GDPR”)(souhrnné
»Platné pravni predpisy ). Zdravotnické zafizeni,
Zkousejici 1ékat, Spoluzkousejici 1€ékat a Clenové
tymu klinického hodnoceni berou na védomi, Ze
Zadavatel a jeho prislusné pfidruzené spole¢nosti
musi dodrzovat ustanoveni (i)britského zdkona o
uplatkatstvi z roku 2010 (Bribery Act); (ii)zdkona
Spojenych statti americkych (FCPA) o zahrani¢nich
korup¢nich praktikach z roku 1977 a (iii) jakékoli
jiné platné protikorupcni pravni predpisy. Aniz by
tim byla omezena obecnost vySe uvedeného,
Zdravotnické zafizeni zajisti, aby ZkouSejici 1ékar
ziskal a udrzoval vSechna osvédceni, opravnéni,
povoleni a licence pozadované v souvislosti s
provadénim klinického hodnoceni.

1.6  Informovany souhlas. Pro shromazdovani
a pouzivani osobnich udaji subjektu klinického
hodnoceni pro ucely klinického hodnoceni, véetné
zvetejnéni, preddvani a zpracovani udaju
shromézdénych v souladu s Protokolem, musi
Zdravotnické zafizeni a ZkousSejici lékaf nechat
kazdy subjekt klinického hodnoceni podepsat
pisemny informovany souhlas ve formé& schvalené
EK a CRO dodany Zadavatelem (,,ICF*) dfive, nez
se osoba do klinického hodnoceni zapoji. Zadavatel
zajisti, aby informovany souhlas ICF byl v souladu
se vSemi platnymi pravnimi ptedpisy, a dale zajisti,
aby vSechny subjekty klinického hodnoceni obsahu
ICF rozumély. Strany berou na védomi a souhlasi s
tim, Zze porusSeni tohoto clanku 1.6 piedstavuje
zasadni  poruseni  této  Smlouvy.  Vzor
informovaného souhlasu tvofi ptilohu této smlouvy.

1.7 Biologické vzorky. ,,Biologickymi vzorky*
se rozumi vzorky krve, tekutiny a/mebo tkané
odebrané subjektim Klinického hodnoceni, jak je
uvedeno v Protokolu, a hmotné materialy piimo
nebo nepiimo ziskané z téchto vzorkt. Zdravotnické
zafizeni a ZkousSejici 1ékat budou shromazd’ovat,
uchovavat a/nebo pouzivat biologické vzorky
vyhradné tak, jak je uvedeno v Protokolu.
Zdravotnické zafizeni a/nebo Zkousejici Iékar
poskytne Zadavateli takové mnozstvi biologickych
vzorki, jaké vyzaduje Protokol. Zadavatel muze
tyto biologické vzorky pouzivat ve vSech oblastech
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1.8 Personal Health Information. Institution
and Investigator shall ensure that both during the
Study and following its completion or termination,
Sponsor and its designees will have the right to use
Study subjects’ protected personal health
information (“PHI”), as permitted in a Study
subject’s signed ICF. Institution and Investigator
agrees that the Sponsor, CRO and its designees, as
well as the FDA, SUKL and regulatory authorities
in other countries, will be named in the ICF as
parties to whom PHI may be disclosed in connection
with the Study and that such ICF will permit the
FDA, SUKL and regulatory authorities in other
countries, Sponsor, CRO and its designees access to
Study subjects’ PHI as may be necessary to audit or
monitor the Study. Each Party shall cooperate in the
amendment of the ICF to ensure that the Study Data
(defined below in Section 1.12) to be used by
Sponsor for research purposes which may include,
evaluating the safety and efficacy of the Study Drug,
conducting performance reviews of products or
therapies or retrospective reviews of the Study or the
Study Data, evaluating other products or therapies
for patients, developing a better understanding of the
disease, improving the design and efficacy of future
clinical trials, and seeking approval from the FDA,
SUKL and other Regulatory Authority to market the
Study Drug.

1.9 Adverse Experiences. Each Party shall
promptly in accordance with applicable country
specific safety regulations/GCP guidelines advise
the other Party of any reportable adverse reactions
or side effects occurring during the conduct of the
Study of which it becomes aware. In the event that
any reportable adverse reactions associated with the
Study Drug indicate the possibility of health
hazards, Institution and Investigator shall notify
Sponsor and CRO within twenty-four (24) hours of
making the discovery.

1.10 Study Drug and Comparator. Sponsor
agrees to provide the Study Drug and Comparator

vyzkumu, jak je povoleno informovanym souhlasem
a platnymi pravnimi ptedpisy.

1.8 Osobni zdravotni tudaje. Zdravotnické
zafizeni a ZkousSejici 1ékar zajisti, Ze jak v pribéhu
klinického hodnoceni, tak po jeho dokonceni budou
mit Zadavatel a jim uréené osoby pravo pouZzivat
chranéné osobni zdravotni informace (,,PHI®)
subjektti klinického hodnoceni, jak je povoleno v
ICF podepsaném subjektem klinického hodnoceni.
Zdravotnické zatizeni a ZkousSejici 1ékat souhlasi S
tim, ze Zadavatel, CRO a jeho povéfeni zastupci,
stejné jako FDA, SUKL a regulaéni organy v jinych
zemich, budou v ICF uvedeny jako strany, kterym
mohou byt PHI zpfistupnény v souvislosti s
klinickym hodnocenim, a ze tento ICF umozni FDA,
SUKL a regulaénim organim v jinych zemich,
Zadavateli, CRO a jim ur¢enym osobam piistup k
PHI subjektt klinického hodnoceni, pokud to bude
nutné k auditu nebo monitorovani klinického
hodnoceni. Kazda strana spolupracuje pii zméné
ICF, aby zajistila, ze udaje ziskané z klinického
hodnoceni (definované nize v oddile 1.12) byly
Zadavatelem pouzity pro vyzkumné tucely, které
mohou zahrnovat hodnoceni bezpe¢nosti a i¢innosti
Hodnoceného pfipravku, provadéni piezkumi
ucinnosti produktii nebo terapii nebo retrospektivni
prezkumy klinického hodnoceni nebo data z
klinického hodnoceni, hodnoceni jinych produktl
nebo terapii pro pacienty, lepSiho pochopeni
nemoci, zlepSeni ndvrhu a uc¢innosti budoucich
klinickych  hodnoceni a  ziskani  souhlasu
FDA,SUKL a dalsich regula¢nich Gifadt s uvedenim
Hodnoceného ptipravku na trh.

1.9  NeZiadouci udinky. Kazdd  Strana
neprodlené v souladu s platnymi bezpecnostnimi
ptedpisy/smémicemi GCP pro danou zemi

informuje druhou Stranu o jakychkoli neZzadoucich
ucincich nebo vedlejsich ucincich, které 1ze hlasit
béhem provadéni klinického hodnoceni, o nichz se
dozvi. V pripadé, ze jakékoli hlaSené nezadouci
reakce spojené s Hodnocenym ptipravkem
naznacuji moznost zdravotnich rizik, Zdravotnické
zafizeni a ZkouSejici 1ékaf o tom uvédomi
Zadavatele a CRO do dvaceti ¢tyf (24) hodin od
Zjisténi.

1.10 Hodnoceny p¥ipravek a komparitor.
Zadavatel se zavazuje, ze Zdravotnickému zafizeni
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(apixaban) to Institution, at no cost to Institution, in
amounts sufficient for the conduct of the Study.
Sponsor represents and warrants that it is in
compliance with federal, state, and local laws and
regulations relating to the manufacture and
formulation of the Study Drug. Institution shall
maintain exclusive control of the Study Drug and
handle and store the Study Drug in accordance with
Applicable Laws and in the manner outlined in the
Protocol and Pharmacy Manual. Upon completion
or early termination of the Study, Institution and
Investigator shall destroy or return to Sponsor or its
designee, at Sponsor’s reasonable expense, all
unused Study Drug and Comparator, as well as any
containers (whether containing unused drug or not)
in accordance with CRO or Sponsor’s written
instructions or as set forth in the Pharmacy Manual.
Institution and Investigator shall use the Study Drug
solely for the purpose of conducting the Study in
strict adherence to the Protocol and for no other use
or purpose, and shall under no circumstance transfer
the Study Drug to any third party.

111 CRO Approval of Subcontractors.
Neither Institution nor Investigator may subcontract
any of the services to be performed by it in
accordance with the Study without prior written
consent from Sponsor or CRO.

1.12 Study Data.

(@) Study Data. Institution and Investigator
shall record and maintain complete medical records
(including, without limitation, case report forms,
laboratory work sheets and reports, and all relevant
source documents) generated as a result of
conducting the Study (collectively, the “Study
Data”) in a timely, accurate, complete and legible
manner in the form described in the Protocol.

(b) Protection. Institution and Investigator will
take reasonable and customary precautions,
including periodic backup of computer files, to
prevent the loss or alteration of any Study Data.

poskytne Hodnoceny ptipravek a komparator
(apixaban), a to bez jakychkoli nakladi pro
Zdravotnické ziizeni v mnozstvi dostate¢ném pro
provedeni  klinického hodnoceni. Zadavatel
prohlasuje a zarucuje, zZe dodrzuje federalni, statni a
mistni zakony a predpisy tykajici se vyroby a slozeni
Hodnoceného pfipravku. Zdravotnické zatizeni si
udrzi nad Hodnocenym piipravkem vyhradni
kontrolu a bude s nim nakladat a uchovavat ho v
souladu s platnymi zakony a zptisobem uvedenym v
Protokolu a Pfiru¢ce pro lékarny. Po dokonceni
nebo predcasném ukonceni klinického hodnoceni
Zdravotnické zatizeni a ZkousSejici 1ékar zlikviduji
nebo vrati Zadavateli nebo jeho zmocnénci na
priméené naklady Zadavatele veskeré nepouzité
Hodnocené pripravky a komparator, jakoz i vSechny
obaly (at’ uz obsahuji nepouzity 1€k nebo ne), v
souladu s pisemnymi pokyny CRO nebo Zadavatele
nebo jak je uvedeno v Pfiru¢ce pro lékarny.
Zdravotnické zatizeni a Zkousejici lékat budou
pouzivat Hodnoceny piipravek vyhradné pro tcely
provadéni klinického hodnoceni, v ptisném souladu
s Protokolem a pro zadné jiné pouziti nebo ucel a za
zé&dnych okolnosti nepostoupi Hodnoceny piipravek
z4dné treti stran¢.

1.11 Schvalovani  subdodavateli  CRO.
Zdravotnické zafizeni ani Zkousejici 1ékai nesmi
bez ptredchoziho pisemného souhlasu Zadavatele
nebo CRO zadat subdodavatelské smlouvy na
zadnou ze sluzeb, které ma provadét v souladu s
Klinickym hodnocenim.

1.12  Udaje z klinického hodnoceni.

(€)] Udaje z  klinického  hodnoceni.
Zdravotnické  zafizeni a  ZkouSejici  Iékar
zaznamenavaji a uchovavaji kompletni 1ékatské
zdznamy (mimo jiné v¢etné formuldid pro hlaseni
ptipadl, laboratornich pracovnich list a zprav a

vSech relevantnich  zdrojovych  dokumentt)
vytvofené jako vysledek provadéni klinickeho
hodnoceni (souhrnné ,Udaje z Kklinického

hodnoceni ), a to v¢as, presné, uplné a Citelné ve
formé popsané v Protokolu.

(b)  Ochrana. Zdravotnické zafizeni a
Zkousejici lékar ucini priméfena a obvykla opatteni,
vCetné pravidelného zalohovani pocitacovych
souborli, aby zabranili ztrat¢ nebo zaméné
jakychkoli dat z klinického hodnoceni.
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(©) Ownership. As further provided in Section
7, Sponsor shall own all rights in Study Data.
Institution and Investigator shall not use or evaluate
Study Data or any portions thereof for any purpose
other than as directed by Sponsor and to the extent
legally possible. Without Sponsor's prior express
written consent, Institution and Investigator agree
that they will not analyze or have Study Data
analyzed, or make the Study Data available to third
parties. Institution and Investigator agree that the
Study Data and the results of any use, processing,
evaluation, or analysis of the Study Data will be
Confidential Information as defined in Section 10.
Notwithstanding the foregoing, Study subject

medical records remain the property of the
Institution.
(d) Data Review/Queries. During the Study,

Institution and Investigator shall make the Study
Data available to Sponsor and CRO representatives
for review, verification and copying and shall
reasonably assist CRO representatives in resolving
any discrepancies or errors in the Study Data.
Subjects’ medical records will be made available
where appropriate for the purpose of source
document verification and/or audit procedures.
Investigator and appropriate Study Team Members
will be available during normal business hours and
at mutually agreeable times to discuss or review
Study Data and to resolve any questions relating to
such Study Data.

e Case Report Forms. For all subjects
enrolled in the Study, Institution or Investigator will
complete all case report forms required for the Study
in the form and/or electronic medium supplied or
specified by Sponsor and/or CRO (the “CRFs”) and
within the timeframe specified by Sponsor and/or
CRO. Institution and Investigator will not be
required to disclose information in CRFs which
would permit identification of a subject enrolled in,
or a candidate for, the Study. CRFs will be provided
to CRO in a timely manner as they are completed.
At the request of Sponsor and/or CRO, Institution or
Investigator will promptly correct any errors and/or
omissions to the CRFs for the Study and will make

(©) Vlastnictvi. Jak je dale uvedeno v oddilu 7,
Zadavatel bude vlastnit vSechna prava k tdajum z
klinického hodnoceni. Zdravotnické zafizeni a
Zkousejici lékat nesmi pouzivat nebo vyhodnocovat
udaje z klinického hodnoceni ani zadné jejich casti
k zadnému jinému tuc¢elu, nez jak je nafizeno
Zadavatelem a v zakonném rozsahu. Zdravotnické
zafizeni a ZkouSejici lékaf se zavazuji, Ze bez
ptedchoziho vyslovného pisemného souhlasu
Zadavatele nebudou analyzovat nebo nenechaji
analyzovat udaje z klinického hodnoceni, ani je
nezpfistupni tfetim stranam. Zdravotnické zatizeni a
Zkousejici 1€kar souhlasi s tim, Ze idaje z klinického
hodnoceni a vysledky jakéhokoli pouziti,
zpracovani, vyhodnoceni nebo analyzy udaju z
klinického hodnoceni budou daveérnymi
informacemi ve smyslu definovaném v oddilu 10.
Bez ohledu na vySe uvedené ziistdva zdravotni

dokumentace subjektu klinického hodnoceni
majetkem Zdravotnického zafizeni.
(d) Kontrola  dat/dotazy.  Zdravotnické

zafizeni a ZkouSejici 1ékaf zpfistupni béhem
klinického hodnoceni udaje z klinického hodnoceni
Zadavateli a zastupcim CRO ke kontrole, oveteni a
kopirovani a budou pfiméfené napomocni
zastupcum CRO pfi feseni jakychkoli nesrovnalosti
nebo chyb v udajich z klinického hodnoceni.
Zdravotni zaznamy subjekti budou tam, kde je to
vhodné, zptistupnény pro Gcely ovéteni zdrojového
dokumentu a/nebo auditnich postupt. Zkousejici
1€kat a ptislusni ¢lenové tymu klinického hodnoceni
budou k dispozici béhem bézné pracovni doby a ve
vzajemné¢ dohodnutych ¢asech, aby prodiskutovali
nebo zkontrolovali tidaje z klinického hodnoceni a
vyresili jakékoli otazky tykajici se takovych udaji z
klinického hodnoceni.

(e) Formulafe pro hlaseni piipadi. U viech
subjektti zahrnutych do klinického hodnoceni vyplni
Zdravotnické zafizeni nebo Zkousejici 1ékar
vSechny formuléfe pro hlaseni ptipadlt pozadované
pro klinické hodnoceni ve formé a/nebo
elektronickém médiu dodaném nebo
specifikovaném Zadavatelem a/nebo CRO (dale jen
»,CRF“) a v Casovém ramci stanoveném
Zadavatelem a/nebo CRO. Zdravotnické zafizeni a
ZkousSejici 1ékaf nebudou povinni zvefejnovat
informace ve formulafich pro hlaseni pripada
(CRF), které by umoznily urcit totoznost subjektu
zatazeného do klinického hodnoceni nebo kandidata
na klinické hodnoceni. Formulafe pro hlaseni
piipadd (CRF) budou poskytnuty CRO vcas,
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available to Sponsor and/or CRO the corrected

CRFs and supporting records for further
verification.
)] Maintenance. Promptly upon completion

or termination of the Study, Institution and
Investigator shall transfer to Sponsor all Study Data.

(9) Electronic Data Capture (“EDC”):
Institution and Investigator may submit Study data
using the electronic system provided by Sponsor. In
the event an EDC system is used for data reporting,
the system will comply with Applicable Laws,
including but not limited to the U.S. 21 C.F.R. Part
11 and SUKL. Institution and Investigator shall also
comply with CRO and Sponsor instructions, U.S. 21
C.F.R. Part 11 and SUKL. Institution and
Investigator will prevent unauthorized access to the
data by maintaining physical security of the
computers and ensuring that personnel maintain the
confidentiality of their passwords. Prior to using an
EDC system, Institution and Investigator will certify
to the applicable Regulatory Authority that its
electronic signatures are the legally binding
equivalent of handwritten signatures. In the event
that Institution or Investigator are using their own
computer(s) to connect to and access the EDC
system, Institution and Investigator will be
responsible for supporting and promptly resolving
any technical issues with Institution’s and
Investigator’s own computing environment (i.e.,
computer hardware, non-study related software).
Institution and Investigator will be responsible for
reporting any technical issues preventing use of the
EDC system, that appear to be outside the scope of
their own computing environment, to the EDC
helpdesk number that will be provided by CRO with
the EDC system. Institution and Investigator will be
responsible for obtaining internet connectivity prior
to Study initiation, and promptly resolving any
connectivity issues with the internet service provider
or own computing environment.

jakmile budou dokonceny. Na zadost Zadavatele
a/nebo CRO Zdravotnické zatizeni nebo Zkousejici
Iékat neprodlen¢ opravi jakékoli chyby a/nebo
opomenuti v FHP pro tcely klinického hodnoceni a
zptistupni Zadavateli a/nebo CRO opraveny
formulai pro hlaseni pfipadi CRF a podptrné
zéznamy pro dal$i ovéfeni.

()] Udrizba. Bezprostiedn& po dokon&eni nebo
ukonceni klinického hodnoceni prevede
Zdravotnické zatizeni a ZkousSejici 1ékaf veskerad
data klinického hodnoceni Zadavateli.

(9) Elektronicky sbér dat (,EDC*):
Zdravotnické zatfizeni a ZkouSejici 1ékai mohou
predlozit tudaje z  klinického  hodnoceni
prostiednictvim elektronického systému

poskytnutého Zadavatelem. V piipadé, ze se pro
hlaseni dat pouzije systém EDC, bude tento systém
spliiovat platné pravni predpisy, mimo jiné vcetné
US 21 CFR. ¢st 11 a SUKL. Zdravotnické
zafizené a Zkousejici 1ékat musi rovnéz dodrzovat
pokyny CRO a zadavatele, US 21 CFR cast 11 a
SUKL. Zdravotnické zaiizeni a Zkousejici lékat
zabrani neopravnénému piistupu k udajim tim, ze
zajisti fyzické zabezpeceni pocitacii a postaraji se o
to, aby zaméstnanci zachovavali divérnost svych
hesel. Pred pouzitim systému EDC potvrdi
Zdravotnické  zafizeni a  ZkouSejici  1ékar
prislusnému  regulatnimu Ofadu, ze jejich
elektronické podpisy jsou pravné zavaznym
ekvivalentem vlastnoruc¢nich podpist. V ptipadé, ze
Zdravotnické zafizeni nebo Zkousejici 1ékar
pouziva svij vlastni pocita¢ (pocitace) pro pripojeni
a pristup k systétmu EDC, bude Zdravotnické
zafizeni a Zkousejici 1€kat odpovidat za podporu a
rychlé feseni jakychkoli technickych problémi s
vlastnim pocitaovym prostredim (tj. pocitacovy
hardware, software nesouvisejici s klinickym
hodnocenim). Zdravotnické zafizeni a Zkousejici
lékai budou zodpoveédni za hlaseni veskerych
technickych problémi brénicich pouziti systému
EDC, kter¢ se zdaji byt mimo rozsah jejich vlastniho
pocitatového prostiedi, a to na Cislo helpdesku
EDC, které poskytne CRO se syst¢émem EDC.
Zdravotnické zatizeni a Zkousejici lékat budou
zodpovédni za ziskani internetového pripojeni pied
zahajenim klinického hodnoceni a za rychlé feseni
jakychkoli problémt s pfipojenim u poskytovatele
internetovych sluzeb nebo vlastnim pocitacovém
prostiedim.
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1.13  Personal Data.

Both prior to and during the course
of the Study, the Investigator and his/her teams may
be called upon to provide personal data. This data
falls within the scope of the law and regulations
relating to the protection of personal data and may
be used by CRO, Sponsor, and their affiliates in
compliance with Applicable Laws, including as set
forth below and for the length of time reasonably
necessary for the purposes below.

(@) Investigator Personal Data. This
personal data may include names, contact
information, work experience and professional
qualifications, publications, resumes, educational
background and information related to financial
disclosures or other potential conflict of interest, and
payments made to Payee(s) under this Agreement
for the following purposes:

i the conduct of clinical trials and/or
statistical analysis;

ii verification by governmental or
regulatory agencies, the Sponsor, CRO,
and their agents and affiliates;

iii compliance with legal and regulatory
requirements;

iv publication on www.clinicaltrials.gov
and websites and databases that serve a
comparable purpose;

v storage in databases to facilitate the
selection of investigators for future
clinical trials or other business;

vi storage in databases to facilitate the
selection of investigators for future
clinical trials or other business; and

vii anti-corruption compliance.

Investigator’s personal data may be transferred to
countries outside of Investigator’s country, which
may not provide for the same level of protection as
is applicable in Investigator’s country. In such
event, CRO or Sponsor, as applicable, will make
sure that appropriate safeguards are secured in
advance of any transfer in accordance with CRO’s

1.13  Osobni udaje.

Stejn¢  jako pied zahajenim
klinického hodnoceni, tak i v jeho pribéhu mohou
byt ZkouSejici 1ékai a jeho/jeji tymy vyzvani
k poskytnuti svych osobnich udajiu. Tyto udaje
spadaji do oblasti pisobnosti zakona a ptedpisi
tykajicich se ochrany osobnich udaji a mohou byt
pouzivany CRO, Zadavatelem a jejich pfidruzenymi
spole¢nostmi v souladu s platnymi zékony, véetné
nize uvedeného, a po dobu pfiméfen¢ nutnou pro
nize uvedené ucely.

(@) Osobni  tudaje  Zkousejiciho
lékare. Tyto osobni idaje mohou obsahovat jména,
kontaktni udaje, pracovni zkuSenosti a odbornou
kvalifikaci, publikace, Zivotopisy, vzdélani a
informace tykajici se zvefejnénych finan¢nich udaja
nebo jiného potencidlniho stfetu zajmu a plateb
provadénych piijemcem (piijemci) na zakladé této
Smlouvy pro nésledujici ucely:

i provadéni klinického hodnoceni a/nebo
statistickych analyz;

ii  ovéfeni vladnimi nebo regulac¢nimi
organy, Zadavatelem, CRO a jeho
zastupci a pridruzenymi spolec¢nostmi;

iii dodrzovani pravnich a regulacnich
pozadavkd;

iV zvefejnéni na webu
www.clinicaltrials.gov a na webech a
v databazich, které slouzi pro ucely
srovnavani;

v ukladani do databazi pro usnadnéni
vybéru zkousejicich 1ékatii pro budouci
klinickA  hodnoceni nebo  jinou
obchodni ¢innost;

vi ukladani do databazi pro usnadnéni
vybéru zkousejicich 1ékatii pro budouci

klinickA  hodnoceni nebo  jinou
obchodni Cinnost; a

vii dodrzovani protikorupcnich
ustanoveni.

Osobni udaje Zkousejictho 1ékafe mohou byt
pfedany do zemi mimo zemi Zkousejiciho 1ékare,
které nemusi disponovat stejnou Urovni ochrany,
jaka plati v zemi ZkousSejiciho Iékafe. V takovém
piipadé CRO nebo Zadavatel, zajisti, aby pted
jakymkoli pfevodem byly pfijaty odpovidajici
bezpe€nostni opatieni v souladu se zakonnymi
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or Sponsor’s, as applicable, legal obligations to
ensure the protection of Investigator’s personal data
according to the data protection laws and regulations
applicable in Investigator’s country.

Names of members of Study Staff may be
processed in CRO’s study contacts database for
study-related purposes only.

(b) Study Subject Personal Data. As
described in Section 1.6.

(c) Data Controller. The Sponsor
shall be the data controller for such personal data
except that, if CRO deals with any personal data
under this Agreement in the manner of a data
controller, CRO shall be the data controller of such
personal data to the extent of such dealings.

CRO may process “personal data”, as
defined in the applicable data protection legislation
enacted under the same or equivalent/similar
national legislation (collectively “Data Protection
Legislation”), of the Investigator and Study Staff for
study-related purposes and all such processing will
be carried out in accordance with the Data
Protection Legislation.

(d) Survival. This  Section 1.13
“Personal Data” shall survive termination or
expiration of this Agreement.

2. FINANCIAL DISCLOSURE

Before commencing the Study, Investigator shall
complete and return and will require any
Subinvestigators, as appropriate, to complete and
return to Sponsor and/or CRO any financial
disclosures requested by Sponsor and/or CRO to the
extent the financial disclosures are reasonably
necessary to comply with Applicable Laws and on
forms as Sponsor and/or CRO may approve (the
“Disclosure”). A Model Financial Statement is
attached to this Agreement. By completing the
Disclosure, Investigator and the Subinvestigators
certify that the Disclosure supplied is truthful and
accurate. In the event that circumstances change
during the Study and the Disclosure(s) submitted by

povinnostmi CRO nebo Zadavatele, aby byla
zajisténa ochrana osobnich udaji Zkousejiciho
Iékate v souladu se zakony na ochranu osobnich
udaji a ptedpisy platnymi v zemi ZkouSejiciho
1€kare.

Jména  ¢lent  persondlu  klinického
hodnoceni mohou byt zpracovana v databazi
studijnich kontaktit CRO pouze pro ucely klinického
hodnoceni.

(b) Osobni udaje subjektu klinického
hodnoceni. Jak je popsano v oddilu 1.6.

© Spravce udaji. Zadavatel bude
spravcem téchto osobnich daji s tim, Ze pokud
CRO naklada s jakymikoli osobnimi udaji v souladu
s touto Smlouvou zpiisobem nalezejicimu spravci
udaji, stdva se CRO spravcem téchto osobnich
udaju v rozsahu takové nakladani.

CRO muze zpracovavat ,,0sobni udaje®, jak
je definovano v pfislusnych pravnich ptedpisech o
ochrané¢ udajii pfijatych podle stejnych nebo
ekvivalentnich/podobnych vnitrostatnich pravnich
predpistt (souhrnné ,,pravni piedpisy o ochran¢
udaju‘), Zkousejiciho lékate a personalu klinického
hodnoceni pro 1ucely souvisejici s klinickym
hodnocenim a veskeré takové zpracovani bude
probihat v souladu s pravnimi ptedpisy o ochrané
osobnich udaja.

(d) Pietrvavajici platnost. Tento oddil
1.13 ,,Osobni udaje” zlstane v platnosti i po
ukonéeni platnosti nebo vyprseni této Smlouvy.

2. ZVEREJNENI FINANCNICH UDAJU

Pted zahajenim klinického hodnoceni Zkousejici
lékat doplni a odevzda a pozada vSechny
Spoluzkousejici 1ékatre, aby doplnili a odevzdali
Zadavateli a/nebo CRO veskeré financni udaje
pozadované Zadavatelem a/nebo CRO v rozsahu, v
jakém jsou tyto finan¢ni Gidaje pfiméfené nezbytné
pro dodrzeni platnych pravnich pfedpisii, a to na
formulafich, které mize schvalit Zadavatel a/nebo
CRO (dale jen ,Zverejnéni ). Vzor formulare
finan¢niho prohlaseni tvoii pfilohu této smlouvy.
Vyplnénim  Zvefejnéni  ZkouSejici 1ékat a
Spoluzkousejici 1ékati potvrzuji, Ze poskytnuté
Zvetejnéni je pravdivé a presné. V pfipadé, Ze se v
prabéhu klinického hodnoceni zméni okolnosti a
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Investigator and the Subinvestigators engaged in the
Study are no longer truthful or accurate, Investigator
or the Subinvestigators as the case may be shall
promptly submit to Sponsor and/or CRO updated
Disclosure(s) reflecting the new circumstances. This
Section 2 survives for one (1) year following
completion of the Study; or (b) in the case of
termination at Institution(s), for one (1) year after
the effective date of termination at the applicable
Institution(s) for Subinvestigators no longer
involved in the Study due to the termination of the
Institution(s).

3. TERM AND TERMINATION

3.1 Term. This Agreement shall commence as
of the Effective Date and shall remain in force
through completion of the Study unless and until
terminated under this Section 3.

3.2 Termination for Material Breach;
Subject Safety. Sponsor may terminate this
Agreement if Investigator or Institution materially
breaches this Agreement and the breaching Party
fails to cure the breach within thirty (30) days after
receipt of written notice from the non-breaching
Party or Parties, such notice specifying in detail the
nature of the breach. Either Investigator or
Institution may terminate this Agreement if Sponsor
materially breaches this Agreement and Sponsor
fails to cure the breach within thirty (30) days after
receipt of written notice from the non-breaching
Party or Parties, such notice specifying in detail the
nature of the breach. Any Party may terminate this
Agreement immediately upon written notice if
necessary, to protect the safety, health or welfare of
subjects enrolled in the Study.

3.3 Termination by Sponsor. Sponsor may
terminate this Agreement at any time upon giving
thirty (30) days advance written notice to Institution
and Investigator.

Zvetejnéni predlozené ZkouSejicim Iékafem a
Spoluzkousejicimi lékafi zapojenymi do klinického
hodnoceni jiz nejsou pravdivd nebo piesna,
Zkousejici lékat nebo pfipadné Spoluzkousejici
1ékari neprodlené piedlozi Zadavateli a/nebo CRO
aktualizované Zvetejnéni odrazejici nové okolnosti.
Tento oddil_2 zustava v platnosti jeden (1) rok po
dokonceni klinického hodnoceni; nebo (b) v ptipadé
ukonceni ve Zdravotnickém zafizeni (zatizenich) po
dobu jednoho (1) roku od data Géinnosti ukonéeni v
prislusném Zdravotnickém zatizeni (zatizenich) pro
Spoluzkousejici 1ékare, ktefi jiz nejsou do
klinického hodnoceni zapojeni z divodu ukonceni
ve Zdravotnickém zafizeni (zafizenich).

3. DOBA TRVANI A UKONCENI PLATNOSTI
SMLOUVY
3.1 Doba platnosti. Tato Smlouva zac¢ina platit

dnem ucinnosti a zdstane v platnosti az do ukonceni
klinického hodnoceni, pokud a dokud nebude
ukoncena podle tohoto oddilu_3.

3.2 Ukonéeni z divodu zavazného poruseni;
Bezpecnost predmétu. Zadavatel mize tuto
Smlouvu vypoveédéet, pokud Zkousejici 1ékat nebo
Zdravotnické zafizeni tuto Smlouvu zavaznym
zpiisobem porusi a Strana, kterd se porusSeni
dopustila, nesjedna napravu do tficeti (30) dnd od
obdrzeni pisemného upozornéni od Strany nebo
Stran, které¢ Smlouvu neporusily, pfi¢emz toto
upozornéni musi podrobné uvést povahu takového
poruSeni.  ZkouSejici 1ékaf nebo Zdravotnické
zafizeni mohou ukoncit tuto Smlouvu, pokud
Zadavatel zavazn¢ porusi tuto Smlouvu a nenapravi
toto poruseni do tficeti (30) dni po obdrZeni
pisemného oznameni od Strany nebo Stran, které
Smlouvu neporusily, pfi¢emz toto upozornéni musi
podrobné wuvést povahu takového poruseni.
Kterdkoli Strana mize tuto Smlouvu ukondit
okamzité, a to pisemnym oznamenim, je-li to
nezbytné k ochrané bezpecnosti, zdravi nebo blaha
subjektl zatazenych do klinického hodnoceni.

3.3 Ukon¢eni ze strany Zadavatele. Zadavatel
muze tuto Smlouvu ukonéit kdykoliv na zakladé
pisemného oznameni, zaslaného Zdravotnickému
zafizeni a Zkousejicimu lékafi s tficetidennim (30)
predstihem.
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3.4 Termination for Good Cause. Sponsor
may terminate this Agreement for good cause
immediately upon written notice to Institution.
Good cause shall include, without limitation, a
showing that the Study Drug is not effective, receipt
of notice of regulatory action by SUKL or other
Regulatory Authority terminating or suspending the
Study. Further, as the Study is part of a multi-center
clinical research study, Sponsor reserves the right to
terminate enrollment when the total number of
subjects enrolled at all Study centers reaches the
level specified in the Protocol.

3.5 Effect of Termination.

(@) Monetary. Upon termination of this
Agreement or suspension of the Study at the
Institution(s), other than for Institution’s or
Investigator’s material breach pursuant to Section
3.2, Institution shall be reimbursed, within forty-five
(45) days after receipt by Sponsor or CRO of an
itemized invoice detailing the charges, for (a) its
costs incurred, up to the date on which it receives
notice of termination or suspension, in its conduct of
the Study and its obligations under this Agreement
in accordance with the Budget and Payment
Schedule attached hereto as Exhibit A; and (b) all
reasonable non-cancelable obligations incurred as a
result of Institution’s and Investigator’s
performance of their obligations hereunder. In no
event shall Sponsor be required to pay for subjects
for whom case report forms are not completed and
provided to Sponsor or CRO in accordance with this
Agreement and the Protocol.

(b) Performance of Activities. In the event of
a termination under this Section 3, (a) Investigator
will immediately stop enrolling subjects into the
Study and cease conducting Study procedures and
treatment with the Study Drug on subjects already
entered into the Study, to the extent medically
advisable, and (b) Institution and/or Investigator
will (i) furnish to Sponsor all Study Data and all
CRFs, completed or partially complete, as of the
effective date of termination, and (ii) return to
Sponsor, or, at Sponsor’s option, dispose of all
materials that were furnished to Institution or

3.4 Ukonéeni z opravnéného divodu.
Zadavatel mutze tuto Smlouvu ukonéit 2z
opravnéného divodu ihned po pisemném oznameni
Zdravotnickému zafizeni. Opravnény davod
zahrnuje mimo jiné prokazéni skuteCnosti, ze
Hodnoceny piipravek neni u€inny, ¢&i piijeti
oznameni o regulaénim opatieni od tfadu SUKL
nebo jiného regula¢niho tufadu, ktery klinické
hodnoceni ukon¢i nebo pozastavi. Vzhledem k
tomu, ze klinické hodnoceni je soucasti
multicentrického vyzkumného klinického
hodnoceni, vyhrazuje si Zadavatel pravo ukondit
registraci, pokud celkovy pocet subjektli zapsanych
ve vSech centrech klinického hodnoceni dosahne
urovné uvedené v Protokolu.

3.5  Utinek ukonéeni.

(@) Finanéni. Po ukonceni této Smlouvy nebo
pozastaveni klinického hodnoceni ve
Zdravotnickém zatizeni (Zdravotnickych

zafizenich), s vyjimkou zéavazného poruSeni ze
strany Zdravotnického zafizeni nebo Zkousejiciho
1ékate podle oddilu 3.2, se Zdravotnickému zafizeni
uhradi naklady do &tyficeti péti (45) dni poté, co
Zadavatel nebo CRO obdrzeli polozkovou fakturu s
podrobnymi udaji o poplatcich, za (a) naklady, které
ji vznikly do data, kdy obdrzi oznameni o ukonceni
nebo pozastaveni, pifi provedeni klinického
hodnoceni a jejich zavazkl vyplyvajicich z této
Smlouvy v souladu s rozpoctem a harmonogramem
plateb pfipojenym k tomuto dokumentu jako ptiloha
A; a (b) vSechny pfiméfené nezrusitelné zavazky
vzniklé v dusledku toho, ze Zdravotnické zafizeni a
Zkousejici 1ékat plni své povinnosti podle této
Smlouvy. Zadavatel nebude v zadném piipadé
povinen platit za subjekty, pro které nebyly
vyplnény formulafe pro hlaseni piipadt a nebyly
poskytnuty Zadavateli nebo CRO v souladu s touto
Smlouvou a Protokolem.

(b) Vykon ¢&innosti. V piipadé ukonéeni podle
tohoto oddilu 3 (a) ZkouSejici 1ékat okamzité zastavi
zapis subjektd do klinického hodnoceni a prestane
provadét postupy Klinického hodnoceni a lécbu
Hodnocenym pfipravkem u subjektd, které jiz do
Klinického hodnoceni vstoupily, v rozsahu, ktery je
z 1ékarského hlediska vhodny, a (b) Zdravotnické
zafizeni a/nebo ZkouSejici 1ékar (i) poskytnou
Zadavateli vSechny udaje z klinického hodnoceni a
vSechny CRF, dokoncené nebo ¢asteéné dokoncené,
k datu ucinnosti ukonCeni a (ii) vrati Zadavateli
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Investigator, in accordance with Sponsor’s
instruction, except for records or samples which the
Institution and/or Investigator is required by law to
retain. Within thirty (30) days of termination of this
Agreement or completion of the Study (whichever
comes first), Investigator will submit final written
reports to Sponsor as specified in the Protocol. After
termination of this Agreement or suspension of the
Study at the Institution(s) for any reason, all Parties
shall continue activities under this Agreement solely
as deemed necessary by mutual agreement of the
Parties based on reasonable medical judgment to
protect the health of subjects participating in the
Study. This Section 3.5 survives termination of this
Agreement.

4, COMPENSATION

In consideration of Institution’s and Investigator’s
performance under this Agreement, Sponsor shall
pay Institution in accordance with the payment
schedule set forth in Exhibit A. Sponsor will not be
required to pay any amount which exceeds the
amount specified in the payment schedule in Exhibit
A for completion of the Study, unless otherwise
agreed to in writing by the Parties. The amounts
payable by Sponsor under this Agreement represent
the fair market value of the services associated with
the Study and have not been determined in a manner
that takes into account the volume or value of any
referrals or business. Institution and Investigator
each agrees, that: (a) all claims that either Institution
or Investigator submit for reimbursement to any
healthcare program or third party payer for any
procedure that involves any materials provided by or
on behalf of Sponsor or CRO at no cost to Institution
and Investigator will accurately reflect the provision
of those materials by or on behalf of Sponsor and/or
CRO; (b) Institution and Investigator will not seek
reimbursement from any healthcare program or third
party payer for any amounts paid by Sponsor or
CRO hereunder; and (c) any equipment supplied by
Sponsor or CRO for use in the Study will be used
solely in connection with the Study and will be
returned to Sponsor or CRO in good working order,
not materially worse than that in which it was
initially provided to Institution or Investigator
(corresponding to normal wear and tear), promptly,

nebo, podle volby Zadavatele, zlikviduji veskeré
materialy, které byly Zdravotnickému zafizeni nebo
Zkousejicimu 1ékati poskytnuty v souladu s pokyny
Zadavatele, s vyjimkou zdznamt nebo vzorkd, které
si Zdravotnické zatfizeni a/nebo ZkouSejici lékar
musi ze zakona ponechat. Do tficeti (30) dnli od
ukonceni této Smlouvy nebo dokonceni klinického
hodnoceni (podle toho, co nastane diive), Zkousejici
1ékat predlozi Zadavateli zavére¢né pisemné zpravy,
jak je uvedeno v Protokolu. Po vyprseni platnosti
této Smlouvy nebo pozastaveni klinického
hodnoceni ve Zdravotnickém zatfizeni (zafizenich) z
jakéhokoli divodu budou vSechny Strany
pokracovat v ¢innostech podle této Smlouvy pouze
tak, jak to povazuji za nezbytné na zékladé vzajemné
dohody Stran na zakladé¢ rozumného Iékatského
usudku k ochrané zdravi subjektd zicastnénych v
klinickém hodnoceni. Tento oddil 3.5 plati i po
ukonceni této Smlouvy.

4. ODMENA

S ohledem na vykon Zdravotnického zafizeni a
Zkousejiciho 1ékate podle této Smlouvy zaplati
Zadavatel Zdravotnickému zafizeni v souladu s
platebnim kalendafem uvedenym v Piiloze A.
Zadavatel nebude povinen zaplatit zadnou castku,
ktera presahuje castku uvedenou v platebnim
kalendati v Ptiloze A za dokonceni klinického
hodnoceni, pokud se Strany pisemné nedohodnou
jinak. Céstky hrazené Zadavatelem v souladu s touto
Smlouvou predstavuji redlnou trzni hodnotu sluzeb
spojenych s vykonavanim klinického hodnoceni a
nebyly stanoveny zptisobem, ktery by zohlednoval
objem nebo hodnotu jakychkoli doporuceni nebo
obchodi. Zdravotnické zatizeni i Zkousejici 1ékaft
souhlasi s tim, ze: (a) vSechny naroky, které
Zdravotnické zafizeni nebo Zkousejici 1ékar
predlozi k uhradé¢ jakémukoli zdravotnickému
programu nebo platci tfeti strany za jakykoli postup,
ktery zahrnuje jakékoli materidly poskytnuté
Zadavatelem nebo CRO nebo jeho jménem bez
jakychkoli nakladt pro Zdravotnické zafizeni a
Zkousejiciho lékafe budou presné odrazet
poskytnuti téchto materiall Zadavatelem a/nebo
CRO nebo jejich jménem; (b) Zdravotnické zatizeni
a Zkousejici 1ékai nebudou pozadovat uhradu od
zadného zdravotnického programu ani platce tieti
strany za jakékoli Castky zaplacené Zadavatelem
nebo CRO podle této Smlouvy; a (c) jakékoli
vybaveni dodané Zadavatelem nebo CRO pro
pouziti v klinickém hodnoceni bude pouzito
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or destroyed promptly upon completion or early
termination of the Study at Sponsor’s reasonable
expense. Sponsor shall be solely liable to Institution
for all costs associated with performing this Study.
CRO is managing the Study for Sponsor, but shall
not be liable to Investigator agrees that all payments
associated with performing this Study are payable to
the Institution and Investigator will seek any
compensation related to this Study directly from the
Institution. Payment terms shall be as set forth in
Exhibit A.

S. REPORTING

Institution and/or Investigator shall make
periodic written reports to the Sponsor and/or CRO,
as applicable, including a final written report upon
completion of the Study or earlier termination of this
Agreement. The report shall specify the results of
the Study conducted under this Agreement in a
manner and format mutually acceptable to the
Parties. Institution and Investigator shall promptly
respond to Sponsor and CRO’s reasonable inquiries
from time to time regarding the status of the Study.
This Section 5. survives termination of this

Agreement.

6. REGULATORY INSPECTIONS
/[MONITORING

6.1 Regulatory Inspections. Institution and

Investigator shall cooperate with and permit, upon
request, officials of the SUKL or other Regulatory
Authority to (a) examine and inspect Institution’s
facilities and equipment required for performance of
the Study and (b) inspect and copy any data, reports,
work products and results relating to the Study.
Institution and Investigator shall promptly notify
Sponsor of any inspection of its facilities or
operations relating to the Study or of the
Institution(s), cooperate with the regulatory agency,

vyhradné v souvislosti s klinickym hodnocenim a
bude vraceno Zadavateli nebo CRO v dobrém
provoznim stavu, ne podstatn¢ horSim, nez ve
kterém bylo ptivodné poskytnuto Zdravotnickému
zafizeni nebo Zkousejicimu lékafi (odpovidajicimu
béZnému opotiebeni), okamzité, nebo zni¢eno
okamzité po dokoncéeni nebo ptredcasném ukonceni
klinického hodnoceni na pfiméfené néklady
Zadavatele. CRO vede klinické hodnoceni pro
Zadavatele, ale nezodpovida Zdravotnickému
zafizeni ani ZkouSejicimu l€kati za jakékoli naklady
spojené s provadénim tohoto klinického hodnoceni.
Zkousejici 1ékar souhlasi s tim, ze vSechny platby
spojené s provadénim tohoto klinického hodnoceni
jsou hrazeny Zadavatelem Zdravotnickému zafizeni
a Zkousejici 1ékar bude pozadovat veskerou nahradu
souvisejici s provadénim klinického hodnoceni
pfimo od Zdravotnického =zafizeni dle wvnitini
smérnice  Zdravotnického  zafizeni. Platebni
podminky jsou uvedeny v Ptiloze A.

5. HLASEN{

Zdravotnické zatizeni a/nebo Zkousejici
Iékat budou pravidelné zasilat pisemné zpravy
Zadavateli a/nebo CRO, podle potieby, vcetné
zaveérecné pisemné zpravy po dokonceni klinického
hodnoceni nebo predCasném ukonceni této
Smlouvy. Zprava bude obsahovat vysledky
klinického hodnoceni provedeného v souladu s touto
Smlouvou, zpisobem a ve formatu vzijemné
pfijatelném pro vSechny Strany. Zdravotnické
zafizeni a Zkousejici 1ékat budou neprodlené
reagovat na prilezitostné piiméfené dotazy
Zadavatele a CRO tykajici se stavu klinického
hodnoceni. Tento_oddil 5 plati i po ukonéeni této
Smiouvy.

6. KONTROLY ZE STRANY REGULACNICH
URADU /MONITOROVANI

6.1 Kontroly ze strany regula¢nich uiadi.
Zdravotnické zatizeni a Zkousejici lékat budou
spolupracovat a na Zzadost povoli pracovnikim
SUKL nebo jiného regulaéniho tfadu (a) zkoumat a
kontrolovat zafizeni a vybaveni potfebné pro
provadéni klinického hodnoceni a (b) kontrolovat a
kopirovat veskeré udaje, zpravy, praci produkty a
vysledky tykajici se klinického hodnoceni.
Zdravotnické zatizeni a Zkousejici 1€kai neprodlené
uvédomi Zadavatele o jakékoli inspekci svych
zafizeni nebo operaci souvisejicich se klinickym
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comply with the legitimate requirements of the
audit, and make appropriate Study Team Members
available to explain and discuss records and
documentations related to the Study. Sponsor/CRO
shall have the right to be present at inspections of
Institution’s facilities or operations or of the
Institution(s) and Sponsor shall have the opportunity
to provide review and comment on any responses
that may be required.

6.2 Monitoring Visits and Audits by Sponsor
or CRO. Sponsor or Sponsor’s representatives shall
be entitled to visit or meet with Institution,
Investigator and Subinvestigators and CRO or
Sponsor-approved subcontractors and examine and
inspect the facilities at the Institution involved in
performance of the Study, upon reasonable advance
notice and with reasonable frequency during normal
business hours to observe the progress of the Study
and review and copy documents, records, data,
information, and materials relating to the Study.
Institution and Investigator shall assist Sponsor and
CRO in scheduling such visits and in providing
adequate workspace, cooperate with the Sponsor or
CRO, comply with the legitimate requirements of
the visit or inspection, and make appropriate Study
Team Members available to explain and discuss
records and documentations related to the Study. For
Sponsor inspections of Institution, Institution shall
submit a written response to Sponsor for all
nonconformances within thirty (30) days after
receipt of the inspection report from Sponsor.
Institution’s written response shall include the cause
of each nonconformance, the underlying source of
the cause, and a corrective action plan for each
nonconformance. Institution will complete all
corrective actions for each nonconformance within
ninety (90) days after the receipt of the inspection
report.

6.3 Maintenance of Records. Subject to the
provisions of Sections 7 and 10, Institution and
Investigator shall retain in their possession copies of
any and all data, documents or information related
to or resulting from the performance of this
Agreement solely as required for regulatory, legal or

hodnocenim nebo Zdravotnickym zafizenim,
spolupracuje s regulacni agenturou, dodrzuje
legitimni pozadavky auditu a uvolni ptislusné cleny
tymu klinického hodnoceni k vysvétleni a
projednani zaznamii a dokumentace souvisejici s
klinickym hodnocenim. Zadavatel/CRO ma pravo
byt ptitomen pii inspekcich Zdravotnickych zatizeni
nebo cCinnosti nebo Zdravotnického zafizeni a
Zadavatel bude mit pfilezitost provést kontrolu a
vyjadrit se k jakékoli odpovédi, kterda miize byt
pozadovana.

6.2 Monitorovaci  navstévy a  audity
Zadavatele nebo CRO. Zadavatel nebo zastupci
Zadavatele budou opravnéni navstivit Zdravotnické
zafizeni, setkat se se Zkousejicim Iékafem a
Spoluzkousejicimi 1€kaii a CRO nebo Zadavatelem
schvalenymi subdodavateli a zkoumat a kontrolovat
zafizeni ve Zdravotnickém zafizeni, ktera se podili
na provadéni klinického hodnoceni, a to po
oznameni s dostateCnym ptedstihem a s piiméienou
frekvenci béhem bézné pracovni doby sledovat
prabéh klinického hodnoceni a kontrolovat a
kopirovat dokumenty, zdznamy, data, informace a
materidly tykajici se klinického hodnoceni.
Zdravotnické zatizeni a Zkousejici lékat budou
pomahat Zadavateli a CRO pfi pldnovani takovych
nav§tév a pii  poskytovani  odpovidajiciho
pracovniho prostoru, spolupracovat se Zadavatelem
nebo CRO, dodrzovat legitimni pozadavky navstévy
nebo inspekce a mit k dispozici ptislusné cleny tymu
klinického  hodnoceni, aby  vysvétlili a
prodiskutovali zaznamy a dokumentaci souvisejici s
klinickym hodnocenim. V  pfipadé¢ kontrol
Zdravotnického zafizeni provadénych Zadavatelem
predlozi Zdravotnické zatizeni Zadavateli pisemnou
odpovéd’ na vSechny neshody do tficeti (30) dnti po
obdrzeni inspekéni zpravy Zadavatele. Pisemna
odpoveéd’ Zdravotnického zafizeni musi obsahovat
pric¢inu kazdé neshody, zakladni zdroj pfi¢iny a plan
napravnych opatfeni pro kazdou neshodu.
Zdravotnické zatfizeni provede vSechna napravna
opatieni pro kazdou neshodu do devadesati (90) dnd
po obdrzZeni inspek¢ni zpravy.

6.3 Vedeni ziznamu. V souladu s
ustanovenimi oddil 7 a 10 si Zdravotnické zatizeni
a Zkousejici lékar ponechaji ve svém drzeni kopie
vSech  tdaji, dokumentd nebo informaci
souvisejicich nebo vyplyvajicich z plnéni této
Smlouvy pouze v ptipadé, ze to vyzaduji regulacni,
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insurance purposes. Institution and Investigator
shall maintain their records in a professional manner
S0 as to permit Sponsor and CRO to review the data,
documents or information in full without disclosing
to Sponsor or CRO any third party confidential or
proprietary information. Institution and Investigator
shall maintain all such records for a period of
twenty-five (25) years following completion or early
termination of the Study or for the time period
required by Applicable Laws, whichever is longer.
In no event will Institution and Investigator dispose
of any such records without first giving Sponsor
sixty (60) days’ prior written notice of their intent to
do so and an opportunity to transfer the records to
Sponsor or its designee, at Sponsor’s reasonable
expense. This Section 6.3 survives termination of
this Agreement.

7. INTELLECTUAL PROPERTY

7.1 Sponsor  Technology. All  existing
inventions and technologies of Sponsor (including
but not limited to the Study Drug) (the “Sponsor
Technology”) belong exclusively to Sponsor and
nothing shall be construed to grant any license or
other right to the Sponsor Technology except as
expressly set forth herein for the sole purpose of
conducting the Study. This Section 7.1 survives
termination of this Agreement.

7.2 Study Invention. Any invention, discovery
or improvement (including new wuses and
improvements of the Study Drug), whether or not
patentable, resulting from the performance of the
Study or use of the Study Drug or the Confidential
Information,  specifically including, without
limitation, any method of use of the Study Drug or
any formulation, dosage, administration or method
of manufacture of the Study Drug, made during the
performance of the Study (“Study Invention”), and
all intellectual property rights therein, shall be and
remain, at all times the sole and exclusive property
of Sponsor. Institution and Investigator shall
provide prompt written notice of any Study
Invention to Sponsor and shall assist Sponsor, at
Sponsor’s expense, in gaining patent protection for
any Study Invention. Ownership of rights in any
invention, discovery or improvement other than a

pravni nebo pojistovaci ucely. Zdravotnické
zafizeni a ZkouSejici 1ékat budou uchovavat své
zaznamy profesionalnim zpisobem tak, aby
Zadavateli a CRO umoznili zkontrolovat data,
dokumenty nebo informace v plném rozsahu, aniz
by Zadavateli nebo CRO prozradili jakékoli divérné
nebo vlastnické informace tfeti strany. Zdravotnické
zafizeni a Zkousejici 1ékat budou vSechny takové
zaznamy uchovavat po dobu dvaceti péti (25) let po
dokonceni nebo ptred¢asném ukonceni klinického
hodnoceni nebo po dobu vyzadovanou ptislusnymi
zakony, podle toho, ktera doba je delsi.
Zdravotnické zatizeni a Zkousejici 1ékar v zadném
pripadé nezlikviduji zadné takové zaznamy, aniz by
Zadavatele nejprve Sedesat (60) dni pfedem pisemné
informovali o svém Umyslu tak ucinit a méli
moznost predat zaznamy Zadavateli nebo jeho
zmocneénci na pfimérené naklady Zadavatele.. Tento
0ddil 6.3 plati i po ukonceni této Smlouvy.

7. DUSEVNI VLASTNICTVI

7.1 Technologie Zadavatele. Vsechny
existujici vynalezy a technologie Zadavatele (mimo
jiné véetné¢ Hodnoceného pripravku) (dale jen
»technologie  Zadavatele®)  patii  vyhradné
Zadavatel, coz nelze vykladat tak, ze ud¢luje
jakoukoli licenci nebo jiné pravo na technologii
Zadavatele, pokud neni vyslovné uvedeno v tomto
dokumentu za ucelem provedeni klinického
hodnoceni. Tento oddil 7.1 plati i po ukonceni této
Smlouvy.

7.2 Vynalezy v klinickém hodnoceni. Jakykoli
vynalez, objev nebo zlepseni (véetn€ novych pouziti
a vylepSeni Hodnoceného piipravku), at uz
patentovatelné ¢i nikoli, vyplyvajici z provedeni
klinického hodnoceni nebo pouziti Hodnoceného
ptipravku nebo davérnych informaci, konkrétné
véetné, bez omezeni, jakékoli metody pouziti
Hodnoceného ptipravku nebo jakékoli formulace,
davkovani, podavani nebo zpusobu vyroby
Hodnocen¢ho  pfipravku, provedené bchem
provadéni klinického hodnoceni (déle jen ,,vynalez
V klinickém hodnoceni), a vSechna prava k
dusevnimu vlastnictvi v ném obsazena, budou a
zlstanou po celou dobu vyhradnim vlastnictvim
Zadavatele. Zdravotnické zatizeni a Zkousejici Iékar
poskytnou neprodlené pisemné ozndmeni o
jakémkoli  vynalezu  klinického  hodnoceni
Zadavateli a pomohou Zadavateli na naklady
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Study Invention shall be determined by reference to
the rules governing inventorship under United States
patent law and by the contractual and other legal
obligations upon the inventor(s). This Section 7.2
survives termination of this Agreement.

7.3 Assignments and Assistance. Institution
and Investigator each hereby assigns to Sponsor or
CRO, as applicable, any and all worldwide rights
that each may acquire, by operation of law or
otherwise, in and to Sponsor Technology and CRO
Technology (as defined in Section 7.5 below) and
any Study Invention. Neither Institution nor
Investigator shall have any right to use Sponsor
Technology, CRO Technology or any Study
Invention for any purpose except conducting the
Study. Each of Institution and Investigator shall take
all such further actions and execute and deliver all
such further documents, at Sponsor’s expense, as
may be necessary to effectuate and perfect the
ownership provisions of this Section 7. Institution
and Investigator warrant that Investigator, all
Subinvestigators and all Study Team Members have
executed (or before any such involvement, shall
execute) a written agreement with Institution in
which each such person (i) assigns to Institution all
right, title and interest in and to, at least including
Sponsor Technology, CRO Technology and Study
Inventions, in order that Institution may fully grant
the rights to Sponsor and CRO as provided in this
Section 7; and (ii) agrees to be bound by
confidentiality and non-disclosure obligations no
less restrictive than those set forth in this
Agreement. This Section 7.3 survives termination
of this Agreement.

7.4 CRO Technology. All existing
inventions and technologies related to CRO’s
eClinical processes and systems belong exclusively
to CRO. This Section 7.4 survives termination of
this Agreement.

8. INDEMNIFICATION

Zadavatele ziskat patentovou ochranu pro jakykoli
vynalez klinického hodnoceni. Vlastnictvi prav k
jakémukoli vynalezu, objevu nebo vylepsSeni
jinému, nez je vyndlez klinického hodnoceni, se urci
podle pravidel upravujicich vynalezy podle
patentového prava Spojenych statd americkych a
podle smluvnich a jinych pravnich zéavazka
vynalezce (vynélezct). Tento oddil 7.2 plati i po
ukonceni této Smlouvy.

7.3 Postoupeni a souinnost. Zdravotnické
zafizeni a ZkouSejici 1ékat timto postupuji
Zadavateli nebo CRO, podle toho, co je relevantni,
veskera celosvétova prava, kterd kazdy miize ziskat,
na zakladé zakona nebo jinak, k technologii
Zadavatele a technologii CRO (jak je definovano v
oddilu 7.5 nize) a k jakémukoli vynalezu klinického
hodnoceni. Ani Zdravotnické =zafizeni, ani
Zkousejici 1ékar nebudou mit zadné pravo pouzivat
technologii Zadavatele, technologii CRO nebo
jakykoli vynalez klinického hodnoceni pro jakykoli
ucel kromé provadéni klinického hodnoceni.
Zdravotnické zafizeni a Zkousejici 1ékat podniknou
vSechny dalsi kroky a provedou a dodaji vSechny
dalsi dokumenty na naklady Zadavatele, které
mohou byt nezbytné k provedeni a zdokonaleni
vlastnickych  ustanoveni tohoto oddilu 7.
Zdravotnické zatizeni a Zkousejici 1€kat zarucuji, ze
Zkousejici 1ékar, vSichni Spoluzkousejici 1ékafi a
vSichni ¢lenové tymu klinického hodnoceni uzavieli
(nebo pted jakymkoli takovym zapojenim podepisi)
pisemnou Smlouvu se Zdravotnickym zatizenim, ve
které kazda takova osoba (i) postupuje
Zdravotnickému zafizeni veSkera prava, tituly a
zajmy vcetné technologie Zadavatele, technologie
CRO a vynalezti klinického hodnoceni, aby
Zdravotnické zafizeni mohlo plné postoupit prava
Zadavateli a CRO, jak je stanoveno v tomto oddilu
7; a (ii) souhlasi s tim, ze budou vazani povinnostmi
mlcenlivosti a nezvefejiiovani, které nejsou méné
omezujici nez ty, které jsou uvedeny v této Smlouve.
Tento oddil 7.3 plati i po ukoncéeni této Smlouvy.

7.4 Technologie CRO. Vsechny
stavajici vynalezy a technologie souvisejici s
eClinical procesy a systémy CRO patii vyhradné
CRO. Tento oddil 7.4 plati i po ukonCeni této
Smiouvy.

8. ODSKODNEN{
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8.1 Indemnification by Sponsor. Sponsor 8.1 Odskodnéni Zadavatelem. Zadavatel
shall indemnify, defend and hold harmless odskodni, ubrani a ochrani Zdravotnické zafizeni,

Institution, its trustees, officers, staff, agents, and
employees (collectively, “Institution
Indemnitees™) and Investigator against any third-
party claims, including reasonable attorney’s fees
for defending those claims (each, a “Claim”), to the
extent a Claim arises out of: (a) any theory of
product liability concerning the Study Drug; or (b)
any side-effect or adverse reaction, illness or injury
directly resulting from (i) use of the Study Drug in
accordance with the Protocol, (ii) a procedure
specified in the Protocol that the Study subject
would not have undergone but for such Study
subject’s participation in the Study; or (iii) a
Sponsor Indemnitee’s negligence or willful
misconduct. The foregoing indemnity will not apply
to the extent a Claim arises out of: (i) the
negligence, gross negligence or willful misconduct
of any Institution Indemnitee and/or Investigator, or
(i) the failure of any Institution Indemnitee and/or
Investigator to adhere to the terms of this
Agreement, the Protocol or any written instructions
from Sponsor or its designee, provided, however,
that emergency medical care shall not be deemed a
failure to adhere to the terms of the Protocol, or to
comply with any applicable laws or governmental
requirements.

8.2 Indemnification by Institution and
Investigator. Institution and Investigator shall
indemnify, defend and hold harmless Sponsor, its
directors, officers, staff, agents, employees,
independent contractors and affiliates (collectively,
“Sponsor Indemnitees”) from any Claim, to the
extent such Claim arises out of or the: (a)
negligence, gross negligence or willful misconduct
of any Institution Indemnitee and/or Investigator, or
(b) the failure of any Institution Indemnitee and/or
Investigator to adhere to the terms of this
Agreement, the Protocol, any written instructions
from the Sponsor or its designee or to comply with
Applicable Laws.

jeho spravce, ufedniky, zaméstnance, zastupce a
zaméstnance (spoleéné dale jen ,,odSkodnéni
Zdravotnického zarizeni") a Zkousejiciho 1ékare
vici jakymkoliv narokiim tfetich stran, vcetné
pfiméfenych ndkladl na obhajobu téchto néaroku
(déle jen ,,narok"), pokud narok vznikne v dusledku:
(a) jakékoli teorie tykajici se odpovédnosti za
Hodnoceny ptipravek; nebo (b) jakéhokoli
vedlejsiho ucinku nebo nezadouciho u€inku, nemoci
nebo zranéni, které primo vyplyvaji z (i) pouziti
Hodnoceného piipravku v souladu s Protokolem, (ii)
postupu uvedené¢ho v Protokolu, ktery by subjekt
klinického hodnoceni nepodstoupil, ale byl soucasti
ucasti subjektu v klinickém hodnoceni nebo (iii) z
nedbalosti nebo umyslného pochybeni Zadavatele.
Vyse uvedené odskodnéni se nebude uplatiiovat v
rozsahu, v jakém narok vznikne z: (i) nedbalosti,
hrubé nedbalosti nebo uUmyslného pochybeni
kteréhokoli ~ osoby  poveéfené  odskodnénim
Zdravotnického zafizeni a/nebo Zkousejiciho
I¢kate, nebo (ii) nedodrzeni podminek této
Smlouvy, Protokolu nebo jakychkoli pisemnych
pokynti od Zadavatele nebo jim povefené osoby ze
strany kteréhokoli odSkodnéného Zdravotnického
zafizeni a/nebo Zkousejiciho Iékatfe, avsak za
predpokladu, ze za nedodrzeni podminek Protokolu
nebo jakychkoli platnych zakonti nebo vladnich
pozadavkl se nepovazuje poskytnuti neodkladné
1€katské péce.

8.2 Odskodnéni ze strany Zdravotnického
zatizeni a ZkouSejiciho lékafe. Zdravotnické
zafizeni a Zkousejici 1ékai odSkodni, haji a ochrani
Zadavatele, jeho fteditele, vedouci pracovniky,
zaméstnance, agenty, zaméstnance, nezavislé
dodavatele a pfidruzené spolecnosti (souhrnné
»Odskodnéni zadavatele”) vic¢i jakymkoliv
naroklim v rozsahu, v jakém takovy narok vznikne
z: (a) nedbalosti, hrubé nedbalosti nebo umyslného
pochybeni  kterékoli z osob odskodnénych
Zdravotnickym zafizenim a/nebo Zkousejiciho
I¢kare, nebo (b) nedodrzenim podminek této
Smlouvy, Protokolu, pisemnych pokyni Zadavatele
nebo jim povéfené osoby nebo nedodrzenim
platnych  zakonli ze  strany  kteréhokoli
odskodiniovan¢ho Zdravotnického zafizeni a/nebo
Zkousejiciho 1ékare.
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8.3 General Conditions of Indemnification.
Each Party’s agreement to indemnify, defend and
hold the other harmless is conditioned on the
indemnified Party: (a) providing prompt written
notice to the indemnifying Party of any claim or
lawsuit with potential for a Claim no more than
thirty (30) days after the indemnified Party has
knowledge of such claim or lawsuit, provided,
however, that the indemnifying party shall not be
relieved of its obligations of indemnification unless
any delay in notification results in material
detriment to the defense of the claim; (b) permitting
the indemnifying Party to have full conduct and
control to investigate, prepare for, and defend
against any such claim or lawsuit; if possible
according to internal procedural regulations (c)
providing the indemnifying Party, at the
indemnifying Party’s reasonable expense, with the
full cooperation and assistance in the investigation
of, preparation for and defense of any such claim or
lawsuit; and (d) not compromising or settling such
claim or lawsuit without the indemnifying Party’s
prior written consent. This Section 8 survives
termination of this Agreement with respect to any
Claim arising from the Parties’ performance during
the term of this Agreement.

8.4 Insurance.

Institution Insurance: Investigator and Institution
each represents and warrants that they maintain a
policy or program of insurance or other adequate
forms of financial assets to satisfy his, her or its
respective indemnification obligations and liability
assumed under this Agreement, including but not
limited to Workers’ Compensation and general and
professional liability insurance coverage. For the
avoidance of doubt, the Parties declare that the
insurance contract of the Institution is not an
insurance contract for clinical trials, but does cover
the Institution and Investigator’s negligence in their
performance of the Study. Certificates evidencing
such insurance will be made available for
examination upon request by Sponsor or CRO.
Investigator and Institution each agrees to maintain
such insurance during the term of the Study and for
at least three (3) years thereafter.

8.5 Sponsor Insurance: Sponsor is responsible for
providing insurance for the purposes of the clinical
trial in accordance with applicable law. For this
purpose, Sponsor declares that it has provided

8.3  VSeobecné podminky  odSkodnéni.
Souhlas kazdé strany s odskodnénim, obhajobou a
ochranou druhé strany je podminén tim, ze
odskodnéna strana: (a) neprodlené¢ pisemné
oznameni odskodnujici stran¢ jakykoliv narok nebo
soudni spor s potencialnim narokem, a to nejpozd¢;ji
do tficeti (30) dnti poté, co se odskodiiovana strana
o takovém naroku nebo soudnim sporu dozvédéla,
avSak za predpokladu, ze odskodnujici strana
nebude zprosténa svych povinnosti tykajicich se
odskodnéni, pokud prodleni s oznamenim nebude
mit za nasledek podstatnou Ujmu pii obhajobé
naroku; (b) umozni odskodiujici strané plné vedeni
a kontrolu pfi vySetfovani, pfiprave a obrané proti
jakémukoli takovému naroku nebo soudnimu sporu,
bude-li to dle internich procesnich piedpisit mozné;
(c) poskytne odskodiujici strané na jeji pfiméiené
naklady plnou soucinnost a pomoc pfi vySetfovani,
ptiprave a obrané proti jakémukoli takovému naroku
nebo soudnimu sporu; a (d) nekompromituje ani
neuspokojuje takovy néarok nebo soudni spor bez
ptedchoziho pisemného souhlasu odskodiujici
strany. Tento oddil 8 pietrvava i po ukonceni této
Smlouvy s ohledem na jakykoli narok vyplyvajici z
plnéni smluvnich Stran béhem doby platnosti této
Smlouvy.

8.4  Pojisténi.

Pojisténi Zdravotnického zafFizeni: Zkousejici
Iékat a Zdravotnické zafizeni prohlasuji a zarucuji
se, ze dodrzi pojistnou smlouvu nebo program
pojisténi nebo jiné ptfiméfené formy financnich
prostiedkt, aby splnil své piislusné povinnosti k
nahradé skody a odpovédnosti ptevzaté podle této
Smlouvy, mimo jiné v¢etné pojisténi odpovédnosti
za Skodu zpusobenou zaméstnanclim a pojiSténi
obecné a profesni odpovédnosti. Pro vylouceni
vSech pochybnosti smluvni strany prohlasuji, Ze
pojistna smlouva Zdravotnického =zafizeni neni
pojistnou smlouvou pro klinické hodnoceni.
Certifikaty dokladajici takové pojisténi budou dény
k dispozici Kk prozkoumani na zadost Zadavatele
nebo CRO. Zkousejici 1€kar a Zdravotnické zafizeni
souhlasi s udrzovanim takového pojisténi po dobu
trvani klinického hodnoceni a po dobu alespon tfi
(3) let poté.

8.5 Pojisténi Zadavatele: Zadavatel odpovida
za zajisténi pojisténi pro Gcely klinického hodnoceni
v souladu s pfislusnymi pravnimi pfedpisy. Za timto
ucelem Zadavatel prohlasuje, Ze zajistil pojisténi
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liability insurance for the Sponsor and the
Investigator for damage (including non-pecuniary
damage, except for non-pecuniary damage caused
by violation of rights to personality or name, insult,
defamation,  bullying, harassment,  unequal
treatment or other forms of discrimination), through
which compensation is ensured in the event of the
death of the Study Subject or in the event of damage
to the health of the Study Subject, as a result of the
implementation of the Study in accordance with §
52 par. F) on the Pharmaceuticals Act. For the
avoidance of doubt, Sponsor and the Contracting
Partners declare that the insurance under this
paragraph does not replace insurance relating to
activities that are not related to the clinical trial, such
as the routine provision of health services. A copy
of the insurance certificate is attached to this
Agreement.

8.6 Study Subject Injury.  Study
subject injury means a physical injury or drug-
related psychiatric event directly caused by
administration or use of the Sponsor Study Drug as
required by the Protocol, or performance of a
Protocol-required procedure that the Study subject
would likely not have received if the Study subject
had not participated in the Study. Study subject
injury does not include the natural progression of
any underlying disease or pre-existing condition.
Sponsor agrees to reimburse Institution and/or
Principal Investigator for the actual cost of
diagnostic procedures and medical treatment
necessary to diagnose and treat a Study subject
injury, except for any Study subject Injury caused by
Institution or Principal Investigator’s negligence or
willful misconduct. Institution and Principal
Investigator agree to provide or arrange for prompt
diagnosis and medical treatment of any Study
subject injury experienced by a Study subject as a
result of the Study subject’s participation in the
Study. Institution and Principal Investigator shall
promptly notify Sponsor of any such Study subject
injury.The benefits duties, and obligations of this
Section 8.5 shall survive the termination, expiration,
or cancellation of this Agreement.

odpovédnosti Zadavatele a Zkousejiciho za Skodu
(vCetn¢ nemajetkové Ujmy, vyjma nemajetkové
ujmy zpusobené¢ porusenim prav na ochranu
osobnosti ¢i jména, urazkou na cti, pomluvou,
Sikanou, obtézovanim, nerovnym zachizenim C¢i
jinymi zplisoby diskriminace), jehoz
prostrednictvim je zajisténo i odskodnéni v ptipadé
smrti subjektu hodnoceni nebo v piipadé ujmy
vzniklé¢ na zdravi subjektu hodnoceni v disledku
provadéni Studie v souladu s § 52 odst. 3 pism. F)
zédkona o léCivech. Pro vylouceni pochybnosti
Zadavatel a Smluvni partnefi prohlasuji, Ze pojisténi
podle tohoto odstavce nenahrazuje pojisténi
vztahujici  se  kaktivitiam, které nesouvisi
S klinickym hodnocenim, napt. bézné poskytovani
zdravotnich sluzeb. Kopie pojistného certifikatu
tvoti prilohu této smlouvy.

8.6 Ujma  subjektu klinického
hodnoceni. Ujma subjektu klinického hodnoceni
znamena fyzické zranéni nebo psychiatrickou
pfihodu souvisejici s Hodnocenym pfipravkem
pfimo  zplsobenou podanim nebo  uzitim
Hodnoceného ptipravku v klinickém hodnoceni, jak
to vyzaduje Protokol, nebo provedenim postupu
vyzadovaného Protokolem, ktery by subjekt
klinického hodnoceni pravdépodobné nepodstoupil,
pokud by se subjekt klinického hodnoceni
netdastnil. Ujma subjektu klinického hodnoceni
nezahrnuje  pfirozenou  progresi  jakéhokoli
zékladniho onemocnéni nebo jiz existujiciho stavu.
Zadavatel souhlasi s tim, ze uhradi Zdravotnickému
zafizeni a/nebo Hlavnimu zkouSejicimu Iékafi
skute¢né naklady na diagnostické postupy a lékatské
osSetfeni nezbytné k diagnostice a 1écbé wymy
subjektu  klinického hodnoceni, s vyjimkou
jakékoliv jmy subjektu klinického hodnoceni
zpisobené nedbalosti nebo timyslnym pochybenim
Zdravotnického zatizeni nebo Hlavniho
zkousejiciho 1€kare. Zdravotnické zatizeni a Hlavni
zkousejici 1ékar souhlasi s tim, Ze poskytnou nebo
zajisti okamzitou diagnozu a 1ékaiské oSetfeni u
jakékoliv ujmy subjektu klinického hodnoceni, které
utrpél subjekt klinick¢ého hodnoceni v disledku
ucasti v klinickém hodnoceni. Zdravotnické zatizeni
a Hlavni zkousSejici lékaf neprodlené¢ uvédomi
Zadavatele o jakémkoli takové ujme subjektu
klinického hodnoceni. Povinnosti spojené s
vyhodami a zavazky podle tohoto oddilu 8.5
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9. REPRESENTATIONS AND WARRANTIES
9.1 No Inconsistent ~ Obligations  or
Constraints. Institution and Investigator each
represents and warrants that it is qualified and
permitted to enter into this Agreement and that the
terms of this Agreement are not inconsistent with
their other contractual arrangements. Institution and
Investigator each warrants that it is not constrained
by any existing agreement in performing their
obligations under this Agreement.

9.2 Legal and Binding Agreement. Institution
and Investigator each represents and warrants that
this Agreement is a legal and valid obligation
binding upon it and enforceable in accordance with
its terms.

9.3 No Impairment; No Conflict. During the
term of this Agreement, Institution and Investigator
each warrants that it shall not enter into any
agreement to provide services which would in any
way (a) materially impair his, her or its ability to
complete participation in the Study, or (b) constitute
a conflict of interest with Sponsor’s development of
Study Drug.

94 No Pending Litigation; No Action by
SUKL/FDA. Institution and Investigator each
represents and warrants that (a) it is not currently
involved in any litigation, and is unaware of any
pending litigation proceedings, relating to
Institution’s and/or Investigator’s role in the conduct
of a clinical trial for any third party; and (b) it has
not received any warnings from the SUKL, FDA or
other Regulatory Authority relating to services it has
provided to third parties during the conduct of a
clinical trial.

9.5 No Debarred or Disqualified Persons.
Investigator and Institution each warrants that
neither Investigator nor any Study Team Member
has been debarred by the SUKL, or FDA under 21
U.S.C. § 335(a), disqualified as described in 21
CF.R. §812.119 or otherwise found by any
Regulatory Authority to have violated any statue,
rule or regulation concerning the conduct of clinical

pfetrvaji i po ukonceni, vyprSeni nebo zruseni této
Smlouvy.

9. PROHLASENI A ZARUKY

9.1  Zadné rozporné povinnosti  nebo
omezeni. Zdravotnické zatizeni a Zkousejici 1ékat
prohlasuji a zarucuji se, ze maji kvalifikaci a
opravnéni k uzavieni této Smlouvy a ze podminky
této Smlouvy nejsou v rozporu s jejich dal§imi
smluvnimi ujednanimi. Zdravotnické zafizeni a
Zkousejici 1ékat se zarucuji, Ze nejsou omezovani
zadnou existujici dohodou pii plnéni svych zavazk
podle této Smlouvy.

9.2 Pravni a zavazna dohoda. Zdravotnické
zafizeni a Zkousejici 1ékar prohlasuji a zarucuji se,
ze tato Smlouva je pro né pravnim a platnym
zavazkem, ktery je vymahatelny v souladu s jejimi
podminkami.

9.3  Zadné poskozeni; Zadny konflikt. Po
dobu platnosti této Smlouvy se Zdravotnické
zafizeni a Zkousejici 1ékaf zarucuji, Ze neuzaviou
zadnou Smlouvu o poskytovani sluzeb, které by
jakkoli (a) podstatné narusily jejich schopnost
dokoncit ucast v klinickém hodnoceni, nebo (b)
predstavuji stfet zajmd s vyvojem Hodnoceného
pripravku Zadavatelem.

9.4  Zidné nevyiizené soudni spory; Zidna
akce ze strany SUKL/FDA. Zdravotnické zafizeni
i Zkousejici 1ékatr prohlasuji a zarucuji se, Ze (a)
nejsou v soucasné dobé zapojeni do Zzadného
soudniho sporu a nejsou si védomi zadnych
probihajicich  soudnich fizeni tykajicich se
Zdravotnického zafizeni a/nebo role Zkousejiciho
lékate pii provadéni klinického hodnoceni pro
jakoukoli treti stranu; a (b) neobdrzeli zadné
varovéani od regulaéniho organu SUKL, FDA nebo
jiného regulacniho ufadu tykajici se sluzeb, které
poskytli tfetim stranam béhem provadéni klinického
hodnoceni.

9.5  Zadné vyloutené nebo diskvalifikované
osoby. Zkousejici 1ékai a Zdravotnické zafizeni se
zaruCuji, ze ani ZkouSejici 1ékaf, ani zadny ¢len
tymu klinického hodnoceni nebyl vyloucen
regulaénim organem SUKL, popi. FDA podle 21
USC § 335(a), diskvalifikovan, jak je popsano v 21
CFR § 812.119, nebo jinak shledan jakymkoli
regulatnim ufadem poruSujicim jakykoliv zédkon,
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investigations.  Institution and Investigator each
warrants that it shall not employ, contract with or
retain any person directly or indirectly to perform
services under this Agreement if such a person is
debarred by the SUKL, FDA under 21 U.S.C. §
335(a), disqualified as described in 21 C.F.R.
§812.119 or otherwise found by any Regulatory
Authority to have violated any statue, rule or
regulation concerning the conduct of clinical
investigations. In the event that Investigator or any
Subinvestigator become aware of or receive notice
of the debarment or disqualification of any person
providing services to Institution, Investigator or
Subinvestigator which relate to services being
provided under this Agreement, then such entity or
individual, as applicable, agrees to notify Sponsor
and CRO immediately and address the issue as
directed by Sponsor and CRO.

9.6 Limited Warranty and Disclaimer.
Institution and Investigator each acknowledges and
agrees that the Study Drug is experimental in nature.
SPONSOR MAKES NO REPRESENTATIONS
OR WARRANTIES EXPRESS OR IMPLIED,
REGARDING THE STUDY DRUG.
ADDITIONALLY, SPONSOR MAKES NO
REPRESENTATIONS OR  WARRANTIES,
EXPRESS OR IMPLIED, REGARDING SAFETY
OR EFFICACY WITH RESPECT TO THE
STUDY DRUG.

10. CONFIDENTIALITY AND NONDISCLOSURE
10.1 Confidential Information. Except as
provided elsewhere in this Section 10, Institution, its
employees, its agents, Investigator, Subinvestigators
and Study Team Members, as applicable, shall treat
all information and materials disclosed or provided
to it by, or on behalf of, Sponsor or CRO as
confidential information belonging to Sponsor
(“Confidential Information”).  Confidential
Information means any and all non-public scientific,
technical, business, regulatory, or financial
information in whatever form (written, oral,
electronic or visual) that is delivered or otherwise
disclosed to Institution or Investigator during the
term of this Agreement, by or on behalf of CRO or
Sponsor or its affiliates, including, without

pravidlo nebo nafizeni tykajiciho se provadéni
klinickych zkousek.  Zdravotnické zafizeni a
Zkousejici I€kat se zarucuji, ze nebude zameéstnavat,
uzavirat Smlouvy ani si ponechdvat zadnou osobu
pfimo ¢i neptfimo k poskytovani sluzeb podle této
Smlouvy, pokud je takova osoba vyloucena ze
strany SUKL, FDA podle 21 USC § 335(a),
diskvalifikovdna, jak je popsano v 21 CFR
§812.119, nebo jinak shledana jakymkoli
regulatnim organem porusSujici jakykoliv zakon,
pravidla nebo nafizeni tykajiciho se provadéni
klinickych zkousek. V ptipadé, Ze se Zkousejici
1ékatf nebo jakykoli Spoluzkousejici 1ékat dozvi o
vylou¢eni nebo diskvalifikaci jakékoli osoby
poskytujici  sluzby Zdravotnickému zafizeni,
Zkousejicimu lékari nebo Spoluzkousejicimu lékari,
které se tykaji sluzeb poskytovanych podle této
Smlouvy, souhlasi takovy subjekt nebo jednotlivec
s tim, Ze bude neprodlené informovat Zadavatele a
CRO a fesit problém podle pokyni Zadavatele a
CRO.

9.6  Omezena  zaruka a  vyloudeni
odpovédnosti. Zdravotnické zatizeni i Zkousejici
Iékat uznavaji a souhlasi s tim, ze Hodnoceny
ptipravek ma experimentalni povahu.
ZADAVATEL NEPOSKYTUJE ZADNA
PROHLASENI NEBO ZARUKY VYSLOVNE
NEBO PREDPOKLADANE, TYKAJICI SE
HODNOCENEHO PRIPRAVKU. ZADAVATEL
NAVIC NEPOSKYTUJE ZADNA VYSLOVNA
ANI  IMPLICITNI PROHLASENI NEBO
ZARUKY TYKAIJICI SE BEZPECNOSTI NEBO
UCINNOSTI HODNOCENEHO PRIPRAVKU.

10. DUVERNOST A NEZVEREJNOVANi
10.1 Divérné informace. S vyjimkou
ustanoveni jinde v tomto oddilu 10 budou

Zdravotnické zafizeni, jeho zaméstnanci, jeho
zastupci, Zkousejici 1ékar, Spoluzkousejici 1€kati a
¢lenové tymu klinického hodnoceni podle potieby
zachazet se vSemi informacemi a materialy, které
jim byly sdéleny nebo poskytnuty Zadavatelem
nebo CRO nebo jejich jménem, jako divérné
informace patiici Zadavateli (,,davérné
informace”). Duvérné informace znamenaji
jakékoli neverejné védecké, technické, obchodni,
regulacni nebo financni informace v jakékoli formée
(pisemné, ustni, elektronické nebo vizualni), které
jsou doruceny nebo jinak  zpfistupnény
Zdravotnickému zafizeni nebo Zkousejicimu lékati
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limitation, patent applications, technology, business
plans, the Protocol and all information relating
thereto, the Investigators’ Drug Brochure, the
financial terms of this Agreement, all approvals and
correspondence with or from the EC or other entities
with oversight responsibilities for the Study,
including ethics committees or data safety
monitoring committees, all Study correspondence,
all CRFs, all proprietary biological, chemical or
other materials; applications, formulas,
manufacturing processes, basic scientific data,
Study Data, prior clinical data and formulation
information; and Sponsor Technology and Study
Inventions.

10.2 Nondisclosure and Nonuse. During the
term of this Agreement and for a period of seven (7)
years after termination or expiration of this
Agreement, Institution and Investigator agrees and
will ensure that Study Team Members and
Subinvestigators agree to maintain in strict
confidence all of the Confidential Information of
Sponsor and not to use any Confidential Information
except as expressly permitted under this Agreement.
Confidential Information is and remains the
confidential and proprietary property of Sponsor,
and may be disclosed to third parties by Institution
or Investigator (as applicable) only on a need-to-
know basis as necessary for purposes expressly
authorized in this Agreement. Institution and
Investigator agrees that any third party to whom
disclosures of Confidential Information are made
shall be bound by obligations of confidentiality and
non-use at least as restrictive as those contained in
this Section 10.

10.3 Exceptions.  The confidentiality and
nonuse obligations of this Section 10 shall not apply
to information that Institution or Investigator can
demonstrate by competent proof:

(@) is already in the possession of Institution or
Investigator at the time of disclosure other than as a
result of Institution’s or Investigator’s breach of any
legal obligation;

béhem doby platnosti této smlouvy, nebo jménem
CRO nebo Zadavatele nebo jeho piidruzenych
spolecnosti, mimo jiné vcetné patentovych
ptihlasek, technologii, obchodnich pland, protokolu
a vSech s tim souvisejicich informaci, Brozury o
lé¢ivech pro zkousejictho Iékafe, finan¢nich
podminek této smlouvy, vSech schvéleni a
korespondence s nebo od EK nebo jinych subjektt s
odpovédnosti za dohled nad klinickym hodnocenim,

véetn¢ etickych komisi nebo wvybord pro
monitorovani bezpecnosti dat, veskera
korespondence klinického hodnoceni, vSechny

CRF, veskeré chranéné biologické, chemické nebo
jiné materialy; aplikace, receptury, vyrobni procesy,
zékladni védeckd data, tudaje =z klinického
hodnoceni, predchozi klinickd data a informace o
slozeni; a technologie Zadavatele a vynalezi
klinického hodnoceni.

10.2 Nezvefejiiovani a nepouZiviani. B&hem
platnosti této Smlouvy a po dobu sedmi (7) let po
ukonéeni nebo vyprSeni platnosti této Smlouvy
souhlasi Zdravotnické zafizeni a Zkousejici 1ékar a
zajisti, ze ¢lenové tymu klinického hodnoceni a
Spoluzkousejici 1€kaii také souhlasi s tim, Ze budou
zachovavat prisnou davérnost vSech duvérnych
informaci Zadavatele a nebudou pouzivat zadné
davérné informace jinak, nez je vyslovné povoleno
touto Smlouvou. Divérné informace jsou a zistavaji
divérnym a vlastnickym majetkem Zadavatele a
Zdravotnické zatfizeni nebo Zkousejici 1ékar (podle
situace) je mohou sdélit tfetim stranam pouze na
zéklade potieby védet, jak je to nezbytné pro ucely
vyslovné povolené v této Smlouvé. Zdravotnické
zafizeni a Zkousejici 1€kar souhlasi s tim, ze jakakoli
treti strana, které jsou zpfistupnény davérné
informace, je vazana povinnosti zachovavat
mlcenlivost a nezneuzivat je alespon tak striktnég, jak
je uvedeno v tomto oddilu 10.

10.3  Vyjimky. Povinnost divérnosti a nepouZiti
podle tohoto oddilu 10 se nevztahuje na informace,
které muze Zdravotnické zafizeni nebo Zkousejici
1ékat prokazat kompetentnim dikazem:

(@)  jejiz v drzeni Zdravotnického zafizeni nebo
Zkousejiciho 1ékaie v dobé zvefejnéni jinak nez v
disledku poruSeni jakékoli pravni povinnosti
Zdravotnickym  zafizenim nebo ZkouSejicim
lékafem;
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(b) is or later becomes part of the public domain
through no fault of Institution or Investigator in
breach of this Agreement;

(©) becomes known to Institution or
Investigator on a non-confidential basis through
disclosure by sources other than Sponsor or its
affiliates having the apparent legal right to disclose
such Confidential Information;

(d) is independently developed by Institution or
Investigator without reference to or reliance upon
Confidential Information; or
(e) is the subject of a written permission to
disclose by Sponsor or CRO.

10.4  Permitted Disclosure. Notwithstanding the
foregoing, Institution or Investigator may disclose
Confidential Information to third parties to the
extent such disclosure is required by Applicable
Law, order of a court, government agency or the like
having competent jurisdiction; if and only if,
Institution or Investigator gives Sponsor prior notice
of the required disclosure and uses reasonable
efforts to cooperate with Sponsor to allow assertion
of whatever exclusions or exemptions may be
available to it under Applicable Laws. With respect
to any disclosure permitted in accordance with this
Section 10.4, Institution and Investigator may only
disclose what is reasonably necessary to comply
with the applicable disclosure requirement.

105 CRO Confidential Information.
Institution and Investigator shall keep strictly
confidential any information disclosed to it by
Sponsor and/or CRO regarding Sponsor’s and/or
CRO’s processes, pricing, systems and procedures.
Institution and Investigator shall protect such
confidential information of Sponsor and/or CRO
with the same degree of care as Institution and
Investigator would protect their own confidential
information. Institution and Investigator shall
require all Study Team Members working on this
Study to comply with the terms of this provision.

(b)  je nebo se pozdgji stane soucasti vefejného
prostoru bez zavinéni Zdravotnického zatrizeni nebo
Zkousejiciho 1ékate v rozporu s touto Smlouvou;
(©) se Zdravotnické zafizeni nebo Zkousejici
1ékat dozvi na nediivérném zaklade¢ prostiednictvim
zvetejnéni jinymi zdroji nez Zadavatelem nebo jeho
pfidruzenymi spole¢nostmi, které maji zjevné
zakonné pravo takové divérné informace sdélit;

(d)  je nezavisle vyvinut Zdravotnickym
zafizenim nebo Zkousejicim lékafem bez odkazu na
diavérné informace nebo spoléhani se na né; nebo
(e) je predmétem pisemného povoleni ke
zvetejnéni od Zadavatele nebo CRO.

10.4 Povolené zveiejnéni. Bez ohledu na vyse
uvedené mize Zdravotnické zafizeni nebo
Zkousejici lékar sdélit diveérné informace tietim
strandm v rozsahu, v jakém je takové zvefejnéni
vyzadovano platnym zakonem, nafizenim soudu,
vladni agenturou nebo pfislusnou jurisdikci, pouze
tehdy, pokud Zdravotnické zatizeni nebo Zkousejici
l1ékaf pfedem upozorni Zadavatele na pozadované
zvefejnéni a vynalozi pfiméfené¢ TUsili, aby
spolupracoval se Zadavatelem, aby umoznil
uplatnéni jakychkoli vyjimek nebo osvobozeni,
které muze mit k dispozici podle platnych pravnich
pfedpisi. S ohledem na jakékoli zvefejnéni
povolené v souladu s timto oddilem 10.4 mohou
Zdravotnické zafizeni a ZkousSejici 1ékai zvefejnit
pouze to, co je piiméfené nezbytné pro splnéni
prislusného pozadavku na zvetejnéni.

10.5 Divérné informace CRO. Zdravotnické
zafizeni a ZkousSejici 1ékat zachovaji prisnou
davérnost veskerych informaci, které jim Zadavatel
a/nebo CRO sd¢li, pokud jde o procesy, ceny,
systtmy a postupy Zadavatele a/nebo CRO.
Zdravotnické zatizeni a Zkousejici lékat budou
takové diveérné informace Zadavatele a/nebo CRO
chranit se stejnou péci, s jakou by Zdravotnické
zafizeni a ZkouSejici lékat chranili své vlastni
davérné informace. Zdravotnické zafizeni a
ZkousSejici 1ékat budou vyzadovat, aby vSichni
¢lenové tymu klinického hodnoceni pracujici na
tomto klinickém hodnoceni dodrzovali podminky
tohoto ustanoveni.
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10.6 Irreparable Injury. Institution and
Investigator acknowledges and agrees that any
violation of the terms of this Agreement relating to
the disclosure or use of Confidential Information
may result in irreparable injury and damage to
Sponsor not adequately compensable in money
damages, and for which Sponsor may have no
adequate remedy at law. Institution and Investigator
acknowledges and agrees, therefore, that if the
disclosure and non-use terms herein are violated,
Sponsor may need to seek injunctions, orders, or
decrees in order to protect the Confidential
Information and will be entitled to do so. This
Section 10 shall survive termination of this
Agreement.

11. PUBLICATION AND PUBLICITY

11.1 Publication. Upon completion of the Study
and evaluation by Sponsor of all data from the Study,
or upon early termination or abandonment of the
Study, Institution and Investigator may publish or
otherwise publicly disclose, for non-commercial
purposes, Study Data in compliance with this Section
11.

(@) Review Period. A copy of such
disclosure will be given to Sponsor for review at least
thirty (30) days prior to the date of submission for
publication (including abstracts) or of public
disclosure (the “Review Period”). If during the
Review Period, Sponsor requests that Institution
and/or Investigator delete any Confidential
Information other than Study Data, Institution and/or
Investigator will do so.

(b) Patent Filings. If during the Review
Period, Sponsor notifies Institution or Investigator
that it desires patent applications to be filed on any
Study Invention disclosed or contained in the
disclosures, Institution and Investigator will defer
publication or other disclosure for a period, not to
exceed an additional sixty (60) days, sufficient to
permit Sponsor or its designee to file or have filed
any desired patent applications.

(© Multi-Center Study.
Notwithstanding anything to the contrary in this

10.6 NenapravitelndA djma. Zdravotnické
zafizeni a ZkouSejici 1ékat berou na védomi a
souhlasi s tim, Ze jakékoli poruseni podminek této
Smlouvy tykajici se zpfistupnéni nebo pouziti
divérnych informaci mize mit za nasledek
nenapravitelnou Ujmu a Skodu pro Zadavatele,
kterou nelze dostate¢né kompenzovat penézitou
nahradou $kody a pro kterou Zadavatel nemusi mit
k dispozici odpovidajici pravni prosttedky napravy.
Zdravotnické zatizeni a ZkouSejici 1ékaf berou na
védomi a souhlasi s tim, ze pokud dojde k poruseni
zde uvedenych podminek zvetejnéni a nepouzivani,
je mozné, Ze Zadavatel bude muset pozadat o soudni
prikazy, ptikazy nebo vyhlaSky za ti€elem ochrany
divérnych informaci a bude k tomu opravnén. Tento
oddil 10 zistane v platnosti i po ukonéeni této
Smiouvy.

11. PUBLIKACE A PROPAGACE

11.1 Publikace. Po dokonceni klinického
hodnoceni a vyhodnoceni vSech daji z klinického
hodnoceni Zadavatelem, nebo po piedéasném
ukonceni nebo upusténi od klinického hodnoceni
muzou Zdravotnické zafizeni a ZkouSejici lékar
zvetejnit nebo dat jinak vefejnosti na védomi pro
nekomercni ucely udaje z klinického hodnoceni v
souladu s timto oddilem 11.

(@) Lhita pro posouzeni. Kopie
takového zvefejnéni bude piedana Zadavateli
k posouzeni nejméné tticet (30) dni pted datem
odeslani k publikaci (v€etné abstraktd) nebo
zvetejnéni (dale jen ,lhiita pro posouzeni*). Pokud
béhem lhity pro posouzeni Zadavatel pozada, aby
Zdravotnické zafizeni a/nebo Zkousejici 1ékar
vymazali jakékoli jiné divérné informace nez udaje
z klinického hodnoceni, Zdravotnické zafizeni
a/nebo Zkousejici 1ékar tak ucini.

(b) Podani  patentovych  p¥ihlasek.
Pokud béhem kontrolniho obdobi Zadavatel oznami
Zkousejicimu 1ékafi nebo Zdravotnickému zatizeni,
ze si preje, aby byly podané patentové piihlasky na
jakykoli vynalez klinického hodnoceni zvefejnény
nebo obsazeny v téchto zvefejnénich, odlozi
Zdravotnické zatizeni a ZkousSejici 1ékar zvefejnéni
nebo jiné zvefejnéni na dobu nepiesahujici dalSich
Sedesat (60) dnt, dostacujicich k tomu, aby Zadavatel
nebo jim povéerena osoba mohla podat nebo nechat
podat jakékoli pozadované patentové prihlasky.

(c) Multicentrické klinické hodnoceni.
Bez ohledu na cokoli, co je v tomto oddilu 11 v
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Section 11, as the Study is part of a multi-center
clinical research study, no submission for publication
or public disclosure by Institution or Investigator will
be made until after publication of the multi-center
results. After the first to occur of: (i) publication of
the multi-center results, (ii) notification by Sponsor
that such a multi-center submission is no longer
planned, or (iii) the twelve (12) month anniversary of
the completion or termination of the Study at all
participating centers, Institution and Investigator
may publish or publicly present the Study Data,
subject to Institution’s and Investigator’s compliance
with Sections 11.1 This Section 11.1 survives
termination of this Agreement.

11.2  Publicity. Other than as permitted in this
Agreement, Institution and Investigator (which shall
include their respective employees, students,
medical and professional staff, agents and
representatives) agrees that they will not issue nor
allow their employees, students, medical and
professional staff, agents or representatives to issue
or disseminate any press release or statement
regarding the Study, written or oral, to the
communications media or any third party without
the prior written consent of Sponsor. Additionally,
all announcements or publicity concerning the Study
or the Study Drug used in the Study or this
Agreement by Institution or Investigator shall be
approved in advance by Sponsor, such approval not
to be unreasonably withheld. Institution and
Investigator expressly consent to Sponsor’s listing
of information about the Study on publicly
accessible  internet  sites  (for  example,
ClinicalTrials.gov, patient recruitment sites, etc.),
including the name and contact information for
Institution and/or Investigator. This Section 11.2
survives termination of this Agreement.

12. MISCELLANEOUS

12.1 Relationship of Parties. Institution and
Investigator shall perform services under this
Agreement as independent contractors. Neither
Institution nor Investigator shall be considered an

rozporu, jelikoz je klinické hodnoceni soucésti
multicentrického klinického vyzkumného klinického
hodnoceni, bude Zdravotnické zatizeni a Zkousejici
1ékat predkladat ke zvefejnéni az po zvetejnéni
vysledki z vice center. Po prvnim vyskytu: (i)
zvetejnéni vysledkd z vice center, (ii) oznameni
Zadavatele, ze takové predlozeni vysledkl z vice

center jiz neni planovdno, nebo  (iii)
dvanactimesi¢niho (12) vyro¢i dokonceni nebo
ukonCeni  klinického  hodnoceni ve  vSech

zucCastnénych centrech, mohou Zdravotnické zatizeni
a Zkousejici 1ékat zvetejnit nebo vetejné prezentovat
udaje z klinického hodnoceni, pokud Zdravotnické
zafizeni a ZkousSejici 1ékar dodrzi ustanoveni oddilu
11.1. Tento oddil 11.1 zstava v platnosti i po
ukonceni této Smlouvy.

11.2  Publicita. Kromé toho, co je povoleno v
této Smlouve, Zdravotnické zatizeni a Zkousejici
1ékaf (coz zahrnuje jejich piislusné zaméstnance,
studenty, lékaisky a odborny persondl, agenty a
zastupce) souhlasi s tim, Ze nevydaji ani nedovoli
svym zaméstnanctum, studentim, Iékafskému a
odbornému personalu, agentim nebo zastupci
vydavat nebo Sifit jakoukoli tiskovou zpravu nebo
prohlaseni tykajici se klinického hodnoceni,
pisemné nebo ustni, komunikacnim médiim nebo
jakékoli treti strané bez pfedchoziho pisemného
souhlasu Zadavatele. Krom¢ toho veskera oznameni
nebo publicita tykajici se klinického hodnoceni nebo
Hodnoceného ptipravku pouzitého v klinickém
hodnoceni nebo v této Smlouvé ze strany
Zdravotnického zatizeni nebo Zkousejiciho 1ékate
musi byt pfedem schvalena Zadavatelem a tento
souhlas nesmi byt bezdivodné odepien.
Zdravotnické zatizeni a ZkousSejici 1ékat vyslovné
souhlasi s tim, aby Zadavatel uvad¢l informace o
klinickém hodnoceni na vefejné piistupnych

internetovych strankach (naptiklad
ClinicalTrials.gov, stranky naboru pacienti atd.),
véetn¢ jména a  kontaktnich  informaci
Zdravotnického zafizeni a/nebo Zkousejiciho

lékate. Tento oddil 11.2 plati i po ukonéeni této
Smiouvy.

12. RUZNE

121 Vztah mezi stranami. Zdravotnické
zafizeni a ZkousSejici 1ékat budou poskytovat sluzby
podle této Smlouvy jako nezavisli dodavatelé.
Zdravotnické zatizeni ani Zkousejici 1ékar nebudou
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employee or agent of Sponsor or CRO nor shall this
Agreement constitute, create or in any way be
interpreted as a joint venture, partnership or formal
business organization of any kind. In that respect,
no Party shall have the authority to execute any
agreement on behalf of another Party, nor shall any
Party have any authority to negotiate any agreement,
except as another Party may expressly direct in
writing.

12.2  Use of Name. Except as noted in Section
11.2, no Party will use the name, trademarks, logos,
symbols, or other images of any Party hereto for any
marketing, advertising or public relations purposes
without the prior written consent of the affected
Party.

12.3  Governing Law. This Agreement shall be
governed by and construed in accordance with the
law of Czech Republic.

12.4  Severability. In case any one or more of the
provisions contained in this Agreement is, for any
reason, held to be invalid, illegal or unenforceable in
any respect by a court with competent jurisdiction,
such invalidity, illegality or unenforceability shall
not affect the other provisions of this Agreement,
and this Agreement shall be construed as if such
invalid, illegal or unenforceable provision had never
been contained in this Agreement. If moreover, any
one or more of the provisions contained in this
Agreement is for any reason held to be excessively
broad as to duration, geographical scope, activity or
subject, it shall be construed by limiting and
reducing it, so as to be enforceable to the extent
compatible with the applicable law as it then
appears.

12.5 Notices. Except as provided below, any
notice required or permitted to be sent under this
Agreement shall be in writing and is deemed given
and received (a) upon personal delivery to the
appropriate address, (b) five (5) days after the date
of mailing to the address(es) below when sent
registered/certified  international  mail;  (c)
acknowledged e-mail, or (d) five (5) business days
after sending to the address(es) below by nationally
recognized bonded courier. Notice information is as
follows:

povazovani za zaméstnance nebo zastupce
Zadavatele nebo CRO, ani tato Smlouva nebude
vytvaret, ani byt Zzadnym zptsobem vykladana jako
spoleény podnik, partnerstvi nebo formalni
obchodni organizace jakéhokoli druhu. V tomto
ohledu nebude mit zadna Strana pravomoc uzaviit
jakoukoli dohodu jménem jiné Strany ani zadna
Strana nebude mit pravomoc sjednat jakoukoli
dohodu, pokud to jind Strana vyslovné pisemné
nenafidi.

12.2 PouZiti jména. S vyjimkou piipadd
uvedenych v oddilu 11.2 Zadna ze Stran nepouzije
jméno, ochranné znamky, loga, symboly nebo jiné
obrazky zadné Strany pro marketingové, reklamni
nebo public relations ucCely bez predchoziho
pisemného souhlasu dotéené Strany.

12.3  Rozhodné pravo. Tato Smlouva se fidi a
vyklada v souladu s pravem Ceské republiky.

12.4  Oddélitelnost. V piipadé, Ze jedno nebo
vice ustanoveni obsazenych v této Smlouvé je z
jakéhokoli dGvodu povazovano za neplatné,
nezakonné nebo nevymahatelné v jakémkoli ohledu
soudem s piislusnou jurisdikci, takova neplatnost,
nezakonnost nebo nevymahatelnost neovlivni
ostatni ustanoveni této Smlouvy a tato Smlouva
bude vykladana tak, jako by takové neplatné,
nezakonné nebo nevymahatelné ustanoveni nikdy
nebylo v této Smlouvé obsazeno. Pokud se navic
nékteré z ustanoveni obsazenych v této Smlouve z
jakéhokoli diivodu ukaze jako prilis Siroké, pokud
jde o dobu trvani, zemepisnou puisobnost, ¢innost
nebo predmét, bude vykladano tak, ze bude
omezeno a zkraceno tak, aby bylo vymahatelné v
rozsahu slucitelném s platnym pravem v daném
okamziku.

125 Oznameni. S vyjimkou nize uvedenych
pripadi musi mit jakékoli oznameni pozadované
nebo povolené k odeslani podle této Smlouvy
pisemnou formu a je povazovano za doruCené a
prijaté (a) osobnim doruc¢enim na ptislusnou adresu,
(b) pét (5) dni po datu odeslani na nize uvedenou
adresu (adresy) pri zasilani
doporucené/certifikované mezinarodni posty; (c)
potvrzenym e-mailem nebo (d) pét (5) pracovnich
dnti po odeslani na nize uvedenou adresu (adresy)
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Institution: Fakultni Thomayerova nemocnice

Sponsor: Anthos Therapeutics, Inc.
55 Cambridge Parkway, Suite 103

Cambridge, MA 02142

Attention:

Investigator:

with copyto 1QVIA Biotech LLC

CRO: 2400 Ellis Road, Pod A, Level 4
Durham, NC 27703

12.6 Non-Waiver. The omission, or delay, by

any Party at any time to enforce any right or remedy
reserved to it, or to require performance of any of
the terms, covenants or provisions hereof, by
another Party, shall not be a waiver of any such right
or remedy to which the Party is entitled. Any waiver
by any Party of a breach by another Party of this
Agreement shall not operate or be construed as a
waiver of any subsequent breach by such other
Party.

12.7 Successors and  Assigns.  Neither
Institution nor Investigator shall assign, subcontract
or otherwise transfer any of their rights or
obligations hereunder, or any part hereof, whether

celostatné uznavanym celnim kuryrem. Informace
oznameni jsou nasledujici:

Zdravotnické  Fakultni Thomayerova nemocnice
zafizeni: administrativni zalezitosti k rukam:
Zadavatel: Anthos Therapeutics, Inc.
55 Cambridge Parkway, Suite 103
Cambridge, MA 02142
Zkousejici  odborné zalezitosti k rukam [
1ékai: -
s kopii pro IQVIA Biotech LLC
CRO: 2400 Ellis Road, Pod A, Level 4

Durham, NC 27703

i

12.6 Nevzdani se prav. Opomenuti nebo
prodleni kterékoli Strany kdykoli uplatnit jakékoli
pravo nebo opravny prostiedek, ktery je ji vyhrazen,
nebo pozadovat plnéni jakychkoli podminek,
zavazkli nebo ustanoveni této Smlouvy jinou
Stranou neznamena vzdani se jakéhokoli takového
prava nebo opravného prostfedku, na ktery ma tato
Strana narok. Jakékoli vzdani se prav jakékoli
Strany v pfipadé poruseni této Smlouvy jinou
Stranou nebude mit za nasledek vzdani se prav
Vv ptipade¢ jakéhokoli nasledného poruseni ze strany
této druhé Strany.

12.7  pravni nastupci a postupnici.
Zdravotnické zafizeni ani ZkouSejici lékat nesmi
bez ptredchoziho pisemného souhlasu Zadavatele
postoupit, uzavtit subdodavatelskou Smlouvu ani
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by operation of law or otherwise, without the prior
written consent of Sponsor. This Agreement inures
to the benefit of and is binding upon the successors
and permitted assigns of the Parties. Any purported
assignment not consistent with this Section 12.7 is
null and void.

12.8 Limitation of Liability. SPONSOR and
CRO SHALL NOT BE RESPONSIBLE OR LIABLE WITH
RESPECT TO ANY SUBJECT MATTER OF THIS
AGREEMENT OR ANY ATTACHMENT OR TERMS AND
CONDITIONS RELATED THERETO UNDER ANY
CONTRACT, NEGLIGENCE, STRICT LIABILITY OR
OTHER THEORY FOR ANY INDIRECT, INCIDENTAL,
SPECIAL OR CONSEQUENTIAL DAMAGES, IF SUCH
DAMAGES WERE NOT CAUSED IN A DIRECT
CONNECTION WITH THE SPONSOR’S ACTION.

12.9 Counterparts. This Agreement will be
executed in three 3) counterparts, each of which will
receive one.

12.10 Entire Agreement; Amendment; Conflict
of Terms. This Agreement, together with the
attached Exhibits, contains the entire agreement by
and between Institution, Investigator and Sponsor
with respect to the subject matter hereof. No
amendment, waiver or discharge of any provision of
this Agreement is effective against a Party unless
that Party has consented thereto in writing by its
authorized representatives of Institution,
Investigator and Sponsor. In the event of a conflict
between the terms of this Agreement and the terms
of the Protocol, (a) with respect to issues of
medicine or patient safety, the terms of the Protocol
govern and (b) in all other cases, the terms of this
Agreement govern.

12.11 Force Majeure. Any delays in performance
by a Party under this Agreement shall not be
considered a breach of this Agreement if and to the
extent caused by occurrences beyond the reasonable
control of the Party affected, including but not
limited to acts of God, embargoes, governmental
restrictions, strikes or other concerted acts of
workers, fire, earthquake, flood, explosion,
pandemic, riots, wars, civil disorder, rebellion or
sabotage which could not have been avoided or
mitigated by the exercise of reasonable care by that

jinak pfevést zddna ze svych prav nebo povinnosti
podle této Smlouvy nebo jakékoli jeji Casti, at’ uz ze
zékona nebo jinak. Z této Smlouvy maji prospéch a
je zavazna pro pravni nastupce a opravneéné
postupniky Stran. Jakékoli udajné postoupeni, které
neni v souladu s timto oddilem 12.7, je neplatné.

12.8 Omezeni odpovédnosti. ZADAVATEL a
CRO NENESOU S OHLEDEM NA TUTO SMLOUVU
ODPOVEDNOST ZA JAKOUKOLI PRILOHU (I
PODMINKY S NI SOUVISEJICI NA ZAKLADE
SMLOUVY, NEDBALOSTI, STRIKTNI ODPOVEDNOSTI
NEBO JINE TEORIE ZA JAKEKOLI NEPRIME,
NAHODNE, ZVLASTNi NEBO NASLEDNE SKODY,
POKUD TAKOVE SKODY NEBYLY ZPUSOBENY
V PRIME SOUVISLOSTI S JEDNANIM ZADAVATELE.

12.9  Stejnopisy. Tato Smlouva bude podepséana
ve tiech stejnopisech, z nichz kazda smluvni strana
obdrzi po jednom vyhotoveni.

12.10 Uplnost ujednani; zmény a dodatky; rozpor
mezi podminkami. Tato Smlouva spolu s
pripojenymi pfilohami predstavuje Uplné ujednani
mezi Zdravotnickym zafizenim, ZkousSejicim
lékatem a Zadavatelem s ohledem na pfedmét této
Smlouvy.  Zadny dodatek, zieknuti se nebo
zpros$téni jakéhokoli ustanoveni této Smlouvy neni
vaci Strané ucinné, pokud k tomu tato Strana
pisemné nedala souhlas svymi opravnénymi
zastupci Zdravotnického zatizeni, ZkousSejiciho
lékate a Zadavatele. V pfipadé rozporu mezi
podminkami této Smlouvy a podminkami Protokolu
plati, Ze (a) pokud jde o otazky mediciny nebo
bezpecnosti pacientll, plati podminky Protokolu a
(b) ve vsech ostatnich pripadech plati podminky této
Smiouvy.

12.11 Zasah vy$§i moci. Prodleni s plnénim
smluvni stranou podle této Smlouvy nebude
povazovano za poruseni této Smlouvy, pokud bude
v rozsahu zptsobeno udalostmi mimo pfimétenou
kontrolu dotcené smluvni strany, mimo jiné véetné
zasahti vys$§i moci, embarg, vladnich omezeni,
stavek nebo jinych dohodnutych akci zaméstnanci,
pozaru, zemétieseni, povodni, vybuchu, pandemie,
nepokojli, valek, obcanskych nepokojd, vzpoury
nebo sabotdze, kterym nemohla tato strana zabranit
nebo je zmirnit pifi vynaloZeni pfiméfené péce.
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Party. The Party suffering the occurrence shall
immediately notify the other Party as soon as
practicable and any time for performance hereunder
is extended by the actual time of delay caused by the
occurrence, so long as the Party affected by the
event uses reasonable efforts to overcome the delay.

12.12 Anti-Kickback and Anti-Fraud.
Institution and Investigator agrees that their
judgment with respect to the advice and care of each
Study subject will not be affected by the
compensation they receive from this Agreement,
that such compensation does not exceed the fair
market value of the services they are providing, and
that no payments are being provided to them for the
purpose of inducing them to purchase or prescribe
any drugs, devices or products.

12.13 Anti-Bribery. Institution and
Investigator agrees that the fees to be paid pursuant
to this Agreement represent fair compensation for
the services to be provided by Institution and
Investigator. Institution and Investigator represent
and warrant that payments or items of value received
pursuant to this Agreement or in relation to the
Study will not influence any decision that
Institution, Investigator or any of their respective
owners, directors, employees, agents, consultants, or
any payee under this Agreement may make, as a
Government Official or otherwise, in order to assist
Sponsor to secure an improper advantage or obtain
or retain business.

Institution and Investigator further represent and
warrant that neither they nor any of their respective
owners, directors, employees, agents, or consultants,
nor any payee under this Agreement, will, in order
to assist Sponsor to secure an improper advantage or
obtain or retain business, directly or indirectly pay,
offer or promise to pay, or give any items of value
to any person or entity for purposes of: (i)
influencing any act or decision; (ii) inducing such
person or entity to do or omit to do any act in
violation of their lawful duty; (iii) securing any
improper advantage; or (iv) inducing such person or
entity to use influence with the government or

Strana, u niz doslo k udalosti, neprodlen¢ oznami
druhé Stran¢, jakmile to bude mozné, a jakakoli
lhita pro plnéni podle této Smlouvy se prodlouzi o
skute¢nou dobu prodleni zptisobené udalosti, pokud
Strana dotCena udalosti vynalozi pfiméfené usili,
aby zpozdéni piekonala.

12.12 Ustanoveni proti uplatkim a
podvodum. Zdravotnické zafizeni a ZkouSejici
1ékat souhlasi s tim, ze jejich sudek s ohledem na
rady a péci o kazdého ucastnika klinického
hodnoceni nebude ovlivnén kompenzaci, kterou
obdrzi z této Smlouvy, ze tato kompenzace
nepiesahuje spravedlivou trzni hodnotu sluzeb,
které poskytuji, a Ze jim nejsou poskytovany zadné
platby za tucelem piimét je k nakupu nebo
predepsani jakychkoli 1€kd, zatizeni nebo produktii.

12.13. Protikorupéni ujednani.
Zdravotnické zatizeni a ZkousSejici 1€kat souhlasi s
tim, ze poplatky, které maji byt zaplaceny podle této
Smlouvy, piedstavuji spravedlivou kompenzaci za
sluzby, které maji Zdravotnické =zafizeni a
Zkousejici 1€kar poskytovat. Zdravotnické zatizeni
a ZkousSejici 1ékar prohlasuji a zarucuji se, ze platby
nebo hodnotné polozky obdrzené podle této
Smlouvy nebo v souvislosti s klinickym
hodnocenim neovlivni zaddné rozhodnuti, které
Zdravotnické zarizeni, ZkouSejici 1ékat nebo
kterykoli z jejich pfislusnych vlastnikl, fediteld,
zameéstnancii, zastupcl, konzultantti nebo jakykoli
ptijemce platby podle této Smlouvy muize ucinit,
jako vladni ufednik nebo jinak, aby pomohl
Zadavateli zajistit si nepatfi¢nou vyhodu nebo ziskat
¢i udrZet obchod.

Zdravotnické zafizeni a ZkouSejici 1ékai dale
prohlasuji a zarucuji, Ze ani oni, ani zadny z jejich
prislusnych  vlastnikli, feditell, zaméstnanct,
zastupcti nebo konzultantd, ani zadny pfijemce
platby podle této Smlouvy, neposkytne za Gcelem
pomoci Zadavateli ziskat nepatfi¢énou vyhodu nebo
ziskat ¢i udrzet si obchod, pfimo nebo nepiimo
platbu, nabidku nebo slib platby nebo daruje
jakékoli hodnotné piedméty jakékoli osobé nebo
subjektu za ucelem: (i) ovlivnit jakékoli jednani
nebo rozhodnuti; (ii) pfimét takovou osobu nebo
subjekt, aby ucinil nebo opomenul ucinit jakykoli
ukon v rozporu se svou zakonnou povinnosti; (iii)
zajistit si jakoukoli nepatficnou vyhodu; nebo (iv)
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instrumentality thereof to affect or influence any act
or decision of the government or instrumentality.

In addition to other rights or remedies under this
Agreement or at law, Sponsor may terminate this
Agreement if Institution or Investigator breaches
any of the representations or warranties contained in
this Section or if Sponsor learns that improper
payments are being or have been made to or by
Institution or Investigator or any individual or entity
acting on its or their behalf.

12.14 Each party represents and warrants that it
has the power and authority to enter and perform its
obligations under this Agreement without conflict
with, default under, or violation of any law,
regulation, or agreement binding upon it. Each party
represents and warrants that this Agreement has
been duly and validly executed and delivered by it
and constitutes its legally valid and binding
obligation, enforceable in accordance with its terms,
except as enforcement may be limited by law or in
equity.

12.15 This Agreement is written in the Czech and
English languages and the Parties accept both
language versions as equivalent, but in the event of
inconsistencies between the individual versions, the
Contracting Parties agree that the Czech version of
the Agreement shall prevail. This Agreement and all
its annexes constitute the entire Agreement of the
Parties with respect to the Agreements.

12.16 The Sponsor and the CRO declare that in
connection with the Study which is the subject of
this Agreement, they have not concluded and will
not enter into any other agreement with the
Investigator or Subinvestigators without the
participation of the Institution regulating their
mutual rights and obligations. In the event that it is
found that the Sponsor and / or the CRO have
concluded such another Agreement, this will be a
reason for immediate termination of cooperation
under this Agreement and to close the Study at
Institution without compensation. All wasted costs
(costs incurred in connection with the closure of the
Study Site, which would not have arisen if the

pfimét takovou osobu nebo subjekt, aby vyuzil vlivu
na vladu nebo jeji organ k ovlivnéni nebo ovlivnéni
jakéhokoli jednani nebo rozhodnuti vlady nebo
organu.

Krom¢ jinych prav nebo opravnych prostredki
podle této Smlouvy nebo zakona mulze Zadavatel
tuto Smlouvu ukoncit, pokud Zdravotnické zatizeni
nebo Zkousejici 1ékat porusi jakékoli prohlaseni
nebo zaruky obsazené v této Casti nebo pokud se
Zadavatel dozvi, Ze jsou nebo byly provadény
nespravné platby ve prospéch nebo ze strany
Zdravotnického zatfizeni nebo Zkousejiciho 1ékare
nebo se tykaji jakékoliv fyzické nebo pravnické
osoby jednajici jejich jménem.

12.14 Kazda Strana prohlaSuje a zaruCuje, ze ma
pravomoc a opravnéni uzavfit a plnit své zavazky
podle této Smlouvy, aniz by doSlo k rozporu s
jakymkoli zakonem, predpisem nebo dohodou, které
jsou pro ni z&dvazné, nebo k jejich poruseni. Kazda
Strana prohlasuje a zarucuje, ze tato Smlouva byla
fadn¢ a platn¢€ uzaviena a dorucena, a predstavuje
jeji pravné platny a zavazny zavazek, ktery je
vymahatelny v souladu s jejimi podminkami, s
vyjimkou pfipadt, kdy vymahani mulze byt
omezeno zakonem nebo spravedlivosti.

12.15 Tato Smlouva je sepsina v Ceském a
anglickém jazyce a smluvni strany povazuji obé¢
jazykové verze za rovnocenné, avSak pro piipad
vykladovych nesrovnalosti mezi jednotlivymi
verzemi se smluvni strany dohodly, ze pfednost ma
ceska verze Smlouvy. Tato Smlouva a vSechny jeji
ptilohy piedstavuji uplnou dohodu smluvnich stran
o pfedmétu této Smlouvy.

12.16 Zadavatel a CRO prohlasuji, ze v
souvislosti se Studii, ktera je predmétem této
Smlouvy, neuzavieli a neuzaviou bez ucasti
zdravotnického  zafizeni se zkouSejicim  ¢i
Spoluzkousejicimi zadnou dal§i smlouvu upravujici
jejich vzdjemnd prdva a povinnosti. V piipadé
zjisténi, Ze Zadavatel a/nebo CRO uzavieli takovou
dal$i Smlouvu, bude toto divodem k okamzitému
ukonéeni spoluprace dle této smlouvy a k uzavieni
centra bez nahrady. VeSkeré zmatené naklady
(néklady vzniklé¢ v souvislosti s uzavienim Mista
hodnoceni, které by nevznikly, kdyby k poruseni
povinnosti Zadavatele/CRO stanovenych v daném
ustanoveni nedoslo) ponese Zadavatel. Ukonceni
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Sponsor / CRO's obligations set out in the given
provision had not been breached) shall be borne by
the Sponsor. Termination of the Agreement and Site
Close-out will be notified to the State Institute for
Drug Control and the relevant ethics committees.

12.17 The following Annexes form an integral part
of this Agreement, unless otherwise provided in this
Agreement:

Annex A: Budget and payment schedule

Annex B: Protocol

Annex C: Authorization from the Contracting
Authority for the CRO and extract of the CRO from
the Commercial Register

Annex D: Permission from the State Institute for
Drug Control

Appendix E: _ Approval of the Ethics Committee
for Multicenter Clinical Trials and the Local Ethics
Committee

Annex F: Patient information and informed consent
Appendix G: Insurance certificate

Annex H: Model Agreement to be published in the
Register of Contracts

[SIGNATURES TO FOLLOW ON NEXT
PAGE]

IN WITNESS WHEREOF, the Parties hereto
have executed this Agreement by their respective
duly authorized signatories on the dates specified
below to take effect on and as of the Effective Date.

smlouvy a uzavieni centra bude ozndmeno Statnimu
ustavu pro kontrolu 1éCiv a pfislusSnym etickym
komisim.

12.17 Nasledujici piilohy tvofi nedilnou sou¢ast
této Smlouvy, nestanovi-li tato Smlouva jinak:

Ptiloha A: Rozpocet a platebni harmonogram
Ptiloha B: Protokol

Ptiloha C: povéteni od Zadavatele pro CRO a vypis
CRO z obchodniho rejstiiku

Ptiloha D: Povoleni Statniho ustavu pro kontrolu
1éciv

Ptiloha E: Schvéaleni etickou komisi pro
multicentricka klinickd hodnoceni a mistni etickou
komisi

Ptiloha F: informace pro pacienta a informovany
souhlas

Ptiloha G: pojistny certifikat

Ptiloha H: vzor smlouvy ureny ke zvetejnéni
v registru smluv

[PODPISY, KTERE JE NUTNE SLEDOVAT
NA DALSI STRANCE]

NA DUKAZ TOHO Strany této Smlouvy
podepsaly tuto Smlouvu svymi fadné opravnénymi
signatafi v nize uvedenych dnech tak, aby nabyla
ucinnosti k datu G¢innosti.
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DUVERNE
INSTITUTION | ZDRAVOTNICKE IQVIA BIOTECH LTD. ON BEHALF OF / ON
ZARIZENI

JMENEM ANTHOS THERAPEUTICS, INC.

INVESTIGATOR / ZKOUSEJICi LEKAR
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DUVERNE
EXHIBIT A PRILOHA A
BUDGET AND PAYMENT SCHEDULE ROZPOCET A PLATEBNI
HARMONOGRAM

In full consideration for performance of the Study by Jako plnou ¢astku odmény za provedeni studie

the Institution and Investigator, the Sponsor will pay zdravotnickym zafizenim a zkousejicim provede

the payee identified below as follows: zadavatel nasledujici thradu nize uvedenému
ptijemci plateb:
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DUVERNE

Invoices must be issued to the Sponsor:
Anthos Therapeutics, Inc.

55 Cambridge Parkway, Suite 103, Cambridge,
MA 02142 USA

And must be sent to:

Or via mail at:

IQVIA Biotech, LLC

Attn: Site Payments

2400 Ellis Road, Pod A, Level 4
Durham, NC 27703, USA

The Parties agree that the payee designated
below is the proper payee for this Agreement,
and that payments under this Agreement will
be made only to the following payee
(“Payee”):

Faktura bude vystavena na:

Anthos Therapeutics, Inc.
55 Cambridge Parkway, Suite 103, Cambridge,
MA 02142 USA

Faktura bude odeslana:

Upftednostiiuje se elektronické doruceni:

Nebo postou na adresu:

IQVIA Biotech LLC

Attn: Site Payments

2400 Ellis Road, Pod A, Level 4
Durham, NC 27703 USA

Smluvni strany timto souhlasi, ze niZze uvedeny
prijemce platby je fadnym a jedinym piijemcem
plateb dle této Smlouvy, adale, Ze platby
provedené¢ na zdkladé této Smlouvy budou
realizovany vyhradné vici niZze uvedenému
ptijemci plateb (dale jen ,,PFijemce plateb*):

Payment: All payments will be remitted to the following Payee: / Platba: Vsechny platby budou poukazany

nasledujicimu pfijemeci:

Payee Name: / Jméno piijemce
platby:

Payee Address: / Adresa piijemce
platby:

Payee Contact Name: / Kontaktni
jméno piijemce platby:

Payee Phone No.: / Telefonni &islo
ptijemce platby:

Payee Email Address: / E-mailova
adresa prijemce platby:

Bank Account Number: / Cislo
bankovniho uétu:

bl
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DUVERNE

Account Name (if different than
Payee Name): / Nazev uétu (pokud
se li$i od jména piijemce platby):

Bank Name: / Nazev banky:
Bank Address: / Adresa banky:

IBAN Number: / IBAN:
SWIFT Code: / SWIFT kod:

Senders Reference: / Reference
odesilatelu:

I‘l '

*In case of changes in the Payee’s bank details,
Payee must inform CRO in writing. The parties
agree that in case of changes in bank details which
do not involve a change of Payee/Bank Account
Name or change of country location of bank
account, no further amendments are required.

Attach Final Budget

*V pripadé zmen bankovnich udajii prijemce plateb,
musi o této skutecnosti prijemce plateb pisemné
informovat CRO. Strany se dohodly, Ze v pripadé
zmén bankovnich udajii, které nezahrnuji zménu
prijemce plateb/ ndzvu bankovniho uctu nebo
zménu zemé umisténi bankovniho uctu, nejsou
vyzadovany zadné dalsi upravy.

PiiloZte kone¢ny rozpocet

Treatment Group 1 - Site and Phone Visits (Day 211 at site) / 1. Iécebna
skupina — Navstévy v centru a po telefonu (211. den v centru)

Total Cost per Visit
/ Celkova cena za
navstevu

Screening / Vstupni navstéva Day -3 to -1 / Den €. -3 az -1

Day 1/ 1. den

Day 8 (Phone Visit) / 8. den (telefonicka navstéva)

Treatment / LéCba Day 31 / 31. den

Treatment / Lécba Day 38 (Phone Visit) / 38. den (telefonicka

navstéva)

Treatment / Léc¢ba Day 61 / 61. den

Treatment / LéCba Day 91 / 91. den

Treatment / LéCba Day 121 / 121. den

Treatment / Lécba Day 151 / 151. den

Treatment / LéCba Day 181 / 181. den
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FU / Nasledna kontrola Day 211 (Site Visit) / 211. den (navstéva

centra)

Ceska republika

FU / Nasledna kontrola Day 250 (EoS) / 250. den (ukonceni
studie)

Total payment for patients, inclusive of Overhead /
Celkova platba za pacienty, véetné rezijnich nakladd

Treatment Group 1 - Site and Phone Visits (Day 211 via phone) / 1.
lécebna skupina — Navstévy v centru a po telefonu (211. den po telefonu)

Total Cost per Visit
/ Celkova cena za
navstévu

Screening / Vstupni navstéva Day -3 to -1 / Den €. -3 aZ -1

Day 1/ 1. den

Day 8 (Phone Visit) / 8. den (telefonicka navstéva)

Treatment / Léc¢ba Day 31 / 31. den

Treatment / Lécba Day 38 (Phone Visit) / 38. den (telefonicka
navstéva)

Treatment / Lécba Day 61 / 61. den

Treatment / Léc¢ba Day 91 / 91. den

Treatment / Lécba Day 121 / 121. den

Treatment / Lécba Day 151 / 151. den

Treatment / Lécba Day 181 / 181. den

FU / Nasledna kontrola Day 211 (Phone Visit) / 211. den
(telefonicka navstéva)

FU / Nasledna kontrola Day 250 (EoS) / 250. den (ukonceni
studie)

Total payment for patients, inclusive of Overhead /
Celkova platba za pacienty, véetné rezijnich nakladi

| 11—
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Treatment Group 2 - Site and Phone Visits / 2. |lécebna skupina — Navstévy
v centru a po telefonu

Total Cost per Visit
/ Celkova cena za
navstévu

Screening / Vstupni navstéva Day -3 to -1 / Den €. -3 aZ -1

Day 1/ 1. den

Day 8 (Phone Visit) / 8. den (telefonicka navstéva)

Treatment / Léc¢ba Day 31 / 31. den

Treatment / Lécba Day 38 (Phone Visit) / 38. den (telefonicka
navstéva)

Treatment / Lécba Day 61 / 61. den

Treatment / Lécba Day 91 / 91. den

Treatment / Lécba Day 121 / 121. den

Treatment / Lécba Day 151 / 151. den

Treatment / Lécba Day 181 / 181. den

FU / Nasledna kontrola Day 250 (EoS) / 250. den (ukonceni
studie)

11

Total payment for patients, inclusive of Overhead /
Celkova platba za pacienty, véetné rezijnich nakladi
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Site Costs / Naklady centra klinického hodnoceni

Local IRB / EC / REB fees / Mistni
poplatky IRB / EC / REB

Administrative Start-up Costs (includes
administrative, document preparation,
legal procedures); to be invoiced after
agreement signature / (zahrnuje
administrativni Ukony, ptipravu
dokumentd, pravni revize); bude
fakturovano po podpisu smlouvy

Site Start-up Costs - staff training and
Protocol review (to be invoiced after
agreement signature/bude fakturovano
po podpisu smlouvy)

CTA Amendment fee/Poplatek za uzavieni
dodatku (Poplatek je splatny
bezprostiedné po podpisu dodatku / To
be invoiced after CTAA signature)

archiving fee/ poplatek za archivaci

Laboratory certificates (to be invoiced
after agreement signature/bude
fakturovano po podpisu smlouvy)

Pharmacy start-up fee/Zahajovaci
poplatek lékarny (to be invoiced after
agreement signature/bude fakturovano
po podpisu smlouvy)

Pharmacy start-up fee in case IMP
delivered before SIV/Zahajovaci poplatek
Iékarny v pripadé, Zze dodavka IéCiva
probéhne pred iniciaci (to be invoiced
after agreement signature/bude
fakturovano po podpisu smlouvy)

Pharmacy fee per year/rocni poplatek
lékarné

(bude hrazen v 6mésicnim intervalu ve
vysi 12 000 CZK spolu s visitami / will be
paid in 6-month intervals together with
visit-related payments)

Pharmacy infusion preparation per 1
preparation of;

basic infusion

with filter
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Continuous infusion

Pharmacy close out fee/ukoncovaci
poplatek lékarné

Pharmacy archiving fee/archivacni
poplatek lékarné

Pharmacy IMP destruction fee / Poplatek
za likvidaci léciva

Invoiceable Visits / Fakturovatelné navstévy

Screen failure Flat Fee --Nelspésny
screening pacienta

Unscheduled visit + performances /
Neplanovana navstévé + vykony

Travel Reimbursement — “You will not be
paid for taking part in this study. You will
be reimbursed for reasonable
transportation, parking, meal expenses,
discomfort and loss of time related to
study center visits in amount of 1800 CZK
per each visit in cash or via bank transfer
to your account.

You will not have to pay for the
abelacimab or apixaban, study visits, or
for the procedures needed for you to take
part in this study. The sponsor of the
study will pay for the costs of the study
drug and study medication, as well as the
costs of the tests and procedures needed
in this study.”

Pregnant Partner Reimbursement Cost —
“There will be no cost to you for taking
part in this pregnancy follow-up.
However, you will be reimbursed for
providing information on your pregnancy,
childbirth and the newborn in amount of
800 CZK in cash or via bank transfer per
each doctor ’s visit .

The Sponsor and the study doctor will not
be responsible for the costs related to
your pregnancy, delivery and/or care of
your child. This means, that the regular
medical care costs related to your
pregnancy and the birth and care of your
child will be covered by your health
insurance in the usual way.”
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Invoiceable Procedures /
Fakturovatelné ukony

Total / Celkem

VTE sono imaging

Optional consent form for exploratory
DNA sample collection / Formular
volitelného souhlasu s odbérem
vyzkumnych vzorkt DNA

Repeat Vital signs outside of Physical
Examination / Opakované zakladni Zivotni
funkce mimo |ékarské vysSetieni

Repeat 12 Lead ECG / Opakované
12svodové EKG

Repeat Local safety lab assessments:
Urinalysis; urinary dipstick / Opakované
vySetieni mistni bezpecnostni laboratore:
Rozbor moci; testovaci prouzek

Direct Bilirubin / P¥imy bilirubin

Serum Pregnancy Test (WOCBP only) /
Téhotensky test ze séra (pouze zeny
v plodném véku)

Urine Pregnancy Test (WOCBP only) /
Téhotensky test z moci (pouze Zeny
v plodném véku)

Repeat Simple blood draw for Central lab
safety assessment includes hematology,
biochemistry and pregnancy test (serum
central lab test for WOCBP only) and FSH
as applicable. / Opakovany jednoduchy
odbér krve pro vysetieni bezpeCnosti v
centralni laboratofi zahrnuje
hematologicka vysetieni, biochemicka
vySetfeni a téhotensky test (test ze séra v
centralni laboratofi pouze pro zeny

v plodném véku) a FSH podle potreby.

Repeat Urine Collection for Urinalysis /
Opakovany odbér moci pro rozbor moci
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Repeat/Unscheduled Complex Blood Draw
for PK, PD (Free XI, total FXI, FXI:C and
aPTT), and Additional BM of
hypercoagulable state (e.g., D-dimer,
F1.2, TAT, etc.) (invoice also for Day 31
timepoint and additional post-dose PK
draw at Day 1) (for a subset of patients
randomized to abelacimab) and ADA (all
patients) / Opakovany/neplanovany
komplexni odbér krve pro FK, FD (volny
XI, celkovy FXI, FXI:C a aPTT) a dalsi BM
v hyperkoagula¢nim stavu (nap¥. D-
dimer, F1.2, TAT atd.) (faktura také za
¢asovy bod 31. dne a dalsi odbér pro FK
po davce v 1. den) (pro podskupinu
pacientd randomizovanych na
abelacimab) a ADA (vSichni pacienti)

Repeat Simple Lab Handling and Shipping
charges / Poplatky za opakovanou
jednoduchou laboratorni manipulaci a
dopravu

Repeat Complex Lab Handling and
Shipping charges / Poplatky za
opakovanou komplexni laboratorni
manipulaci a dopravu

Site Assistance with Tablet Capture of
HRQoLs (EQ-5D-5L, EORTEC QLQ C30,
TSQM II) / Pomoc centra se
zachytavanim HRQoL tabletem (EQ-5D-
5L, EORTEC QLQ C30, TSQM II)

Phone Visits / Telefonické navstévy

Data base lock

electronic questionnaires / elektronické
dotazniky
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