ENRICH-AF — CZECH REPUBLIC - CENTRE # 175

CLINICAL TRIAL AGREEMENT - ENRICH-AF

This CLINICAL TRIAL AGREEMENT (“Agreement”),
valid as of the date of the last signature of the Parties
(“validity Date”) and effective on the date following the
date of its publishing in the Contract Register pursuant
to the Act on the Contract Register (“Effective Date”) is
made between:

Hamilton Health Sciences Corporation (“HHSC”),
through its Population Health Research Institute, at
237 Barton Street East, Hamilton, Ontario, L8L 2X2,
Canada, represented b

(“PHRI")

-and-

Thomayer University Hospital, at Videnska 800,
Praha 4, 140 59, Czech Republic, represented by doc.
MUDr. Zdenék Bene$S, CSc., director, State funded
organization made by Ministry of Health of Czech
Republic, full Incorporation Deed no. MZDR 17268-
IV/2012, registered in Commercial Register at the
Municipal Court in Prague, Section Pr, Insert 1043,
Company ID no.: 00064190, Tax ID no.: CZ00064190
(“Institution”)

-and-

I - \iceiiska 800, Praha 4, 140

59, Czech Republic (“Investigator”)

Each party is hereinafter referred to individually as a
“Party” and collectively as the “Parties”.

WHEREAS:

A. PHRI is coordinating and is the sponsor of a multi-
centre clinical trial entitted EdoxabaN foR
IntraCranial Hemorrhage survivors with Atrial
Fibrillation (ENRICH-AF) (“Project”), the protocol
including any amendments from time to time
(“Protocol”) is incorporated hereto by reference;

B. PHRI may also conduct substudies in conjunction
with the Project (“Substudy(ies)”), and in the
event that Site participates in any Substudies, all
references to the Project shall include
Substudy(ies), and the references to the Protocol
shall include any protocols related to such
Substudy(ies);

C. Institution and Investigator possess the resources
and expertise to carry out a portion of the Project
and wish to participate as a site for the Project.
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SMLOUVA O KLINICKEM HODNOCENI — ENRICH-
AF

Tuto SMLOUVU O KLINICKEM HODNOCENI (dale jen
.,Smlouva”) s platnosti od data posledniho podpisu
(dale jen ,Datum platnosti”) a s ucinnosti ode dne
nasledujiciho po dni jejiho zvefejnéni v registru smluv
podle zakona o registru smluv ,Datum ucinnosti”)
uzavieli:

Hamilton Health Sciences Corporation (dale jen
“HHSC”) prostfednictvim Population Health Research
Institute se sidlem na adrese 237 Barton Street East,
Hamilton, Ontario, L8L 2X2, Kanada, zastoupeny i}

(dale jen
PHRI")

_a_

Fakultni Thomayerova nemocnice, se sidlem na
adrese Videniska 800, Praha 4, 140 59, Ceska
republika, jednajici prostfednictvim doc. MUDr. Zderika
Benese, CSc., feditele, statni pfispévkova organizace
zfizena Ministerstvem zdravotnictvi CR, Uplné znéni
zfizovaci listiny ¢.j. MZDR 17268-1V/2012, zapsana v
obchodnim rejstifiku u Méstského soudu v Praze, oddil
Pr, vl. 1043, ICO: 00064190, DIC: CZ00064190 (dale
jen ,Instituce®)

_a_

., se §idlem na adrese
Videriska 800, Praha 4, 140 59, Ceska republika (dale
jen ,ZkousSejici”)

Kazda jednotliva strana se bude dale oznaCovat jen jako
~omluvni strana® a spoleéné pak jako ,Smluvni
strany*.

VZHLEDEM K TOMU, ZE:

A. PHRI koordinuje a je zadavatelem multicentrické
klinické hodnoceni s nazvem EdoxabaN pro
pacienty prezivSi nitrolebecni krvaceni a trpici
sifovou fibrilaci (ENRICH-AF) (dale jen ,Projekt®),
protokol vcetné pfipadnych zmén (dale jen
~Protokol®) je zde zahrnut formou odkazu;

B. PHRI mlzZe v souvislosti s projektem provadét
rovnéZz podstudie (dale jen ,Podstudie) a v
pfipadé, Ze se Misto vykonu klinického hodnoceni
bude na jakychkoliv podstudiich podilet, veSkeré
odkazy na projekt budou zahrnovat i veSkeré
podstudie a odkazy na protokol budou zahrnovat
veSkeré protokoly vztahujici se k takovym
podstudiim;

C. Instituce a Zkousejici vlastni zdroje a odborné

znalosti pro provedeni Casti Projektu a chtéji
spolupracovat jakozto zafizeni pro realizaci
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Investigator is the person responsible for the
conduct of the Study at Institution. Institution
and/or Investigator are collectively referred to as
“Site”. Project activities carried out by Site shall be
referred to as the “Study”;

D. The Parties, in their respective roles as data
controller and data processor, undertake to
comply with the provisions of the General Data
Protection Regulation (EU) 2016/679 (“GDPR”),
and applicable national laws, regulations and
guidance, with particular reference to the
requirements  concerning the  processing,
safekeeping and security of a Subject’s personal
data, as defined in the GDPR. The Parties shall
adopt appropriate security measures, whether
technical or organizational, as required by
applicable law to protect data collected during the
conduct of the Project against any unauthorized
use, destruction, loss, disclosure or access.

NOW THEREFORE, in consideration of the terms and
conditions contained herein, the Parties agree as
follows:

ARTICLE 1. PERFORMANCE OF THE STUDY

1.1 Compliance: Site agrees to carry out the Study
in conformance with the following: (a) all
applicable requirements of any governmental,
regulatory or other body that has authority with
respect to the performance of the Study
(“Regulatory Authority(ies)”); (b) generally
accepted standards of good clinical practice,
including but not limited to, to the extent adopted
by the relevant Regulatory Authority, the
Guidance for Good Clinical Practice of the
International Conference on Harmonization, and
all applicable laws, regulations and guidelines
governing the conduct of human clinical research
in the jurisdiction of the Institution (together with
(a) as “Applicable Laws”); (c) the Protocol; and
(d) this Agreement.

1.2 Investigator: The Study shall be carried out
under the direction and supervision of the
Investigator.

1.3 Study Personnel: Site represents that, during
the course of the Study, all subinvestigators,
employees, contractors, affiliates, agents and
any other persons performing services for the
Study (together as “Personnel”) shall have the
appropriate  training, information, licenses,
approvals, and certifications necessary to safely,
adequately and lawfully perform the Study in
accordance with this Agreement. Further, Site
shall be responsible to ensure that the Personnel
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projektu. ZkouSejici je osoba odpovédna za
provedeni studie u Instituce. Instituce a Zkou3ejici
jsou souhrnné oznacovani jako ,Misto vykonu
klinického hodnoceni“. Cinnosti v ramci projektu
provadéné Mistem vykonu klinického hodnoceni
se budou oznacovat jako ,Studie®;

D. Smluvni strany se v ramci svych pfisludnych roli
jako spravce osobnich Udaji a zpracovatel
osobnich udajli zavazuji dodrZovat ustanoveni
obecného nafizeni o ochrané osobnich udaja (EU)
2016/679 (dale jen ,GDPR") a pfisluSnych
vnitrostatnich pravnich predpis, nafizeni a
pokynd, se zvlastnim ohledem na pozadavky
tykajici se zpracovani, uchovavani a bezpecnosti
osobnich Udaji Subjektu, jak jsou definovany v
GDPR. Smluvni strany pfijmou vhodna
bezpe€nostni opatfeni, at jiz technicka nebo
organizac¢ni, pozadovana platnymi pravnimi
predpisy, za ucelem ochrany udaju
shromazdénych v pribéhu realizace Projektu pred
neopravnénym  pouzitim, zni€enim, ztratou,
zvefejnénim nebo pfistupem.

TIMTO se na zakladé podminek obsazenych v tomto
dokumentu Smluvni strany dohodly takto:

CLANEK 1. PROVEDENI STUDIE

1.1 Dodrzovani pozadavkli: Misto vykonu
klinického hodnoceni se zavazuje provést studii v
souladu s témito pozadavky: (a) vSechny
pfislusné pozZadavky jakychkoliv  statnich,
regulaénich nebo jinych organl, které maji
pfislusné pravomoci v souvislosti s provadénim
studie (dale jen ,Regulaéni organ(y)“); (b)
vSeobecné pfijimané standardy spravné klinické
praxe, a to mimo jiné v&etné (a v rozsahu pfijatém
pfisluSnym regulacnim organem) Smérnice pro
spravnou klinickou praxi Mezinarodni konference
pro harmonizaci a vSechny z&kony, pfedpisy a
smérnice, které upravuji provadéni klinického
vyzkumu na lidech, platné v misté pusobnosti
Instituce (spoleéné s (a) jen jako ,Platné
zakony*); (c) protokol; a (d) tato Smlouva.

1.2 Zkousejici: Studie bude provadéna pod vedenim
a pod dohledem Zkousejiciho.

1.3 Pracovnici provadéjici studii: Misto vykonu
klinického hodnoceni prohlasuje, ze po celou
dobu provadéni Studie vSichni spoluzkousejici,
zaméstnanci, dodavatelé, poboc¢ky, zastupci a
jakékoli jiné osoby, které budou poskytovat
sluzby pro uc&ely studie (spole¢né jen jako
,Pracovnici), budou mit fadnou kvalifikaci,
informace, opravnéni, souhlasy a certifikace
potfebné k bezpe€nému, fadnému a zakonnému
provadéni studie v souladu s touto Smlouvou.
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have read and understood the Protocol and shall
perform their activities and fulfill their obligations
in a timely and competent manner.

Informed Consent Form: PHRI shall provide
Site with a template informed consent form
(“ICF”) for the Study. PHRI shall, prior to initiation
of the Study and during conduct of the Study,
obtain and maintain written approval from the
Site’s local ethics committee (“LEC”). Any
changes to the ICF require the prior written
approval of both the LEC and PHRI.

Subjects: Site shall obtain a completed and
signed ICF from each subject participating in the
Study (“Subject”) prior to enrolling the Subject
into the Study, and keep the Subjects informed
throughout the Study.

Recruitment: Site may commence recruitment of
Subjects upon receipt of an authorization to do so
from PHRI. Site will use diligent efforts to recruit
Subjects in accordance with the Protocol. The
Parties acknowledge that the Project is a multi-
centre study and that recruitment is on a
competitive basis. Once the Project recruitment
goal has been reached, PHRI reserves the right
to notify Site to limit or cease further recruitment,
and Site shall immediately comply upon receipt of
any such notice.

Conflict: Site represents and warrants that
it/he/she is not presently, and shall not be at any
time during the performance of the Study under
any obligation to a third party or subject to any
impediments which would: (a) prevent, inhibit or
negatively affect their performance of the Study,
(b) create a conflict of interest or (c) otherwise
impair the acceptance by a Regulatory Authority
of the data or results collected by Site.

Debarment: Site represents that neither it’/he/she
nor any of the Personnel has been or is under
investigation by a Regulatory Authority for
debarment, disqualification, or any similar
regulatory action, and that it/he/she has no notice
or knowledge of debarment, disqualification, or
any similar regulatory action by any Regulatory
Authority in another jurisdiction. Furthermore,
Site shall, during the term of this Agreement and
for three (3) years following its expiration or early
termination, promptly notify PHRI in the event of
such debarment or threat of debarment,
conviction, disqualification, or indictment of Site
or Personnel.
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Dale musi Misto vykonu klinického hodnoceni
zajistit, aby si pracovnici preCetli protokol,
chapali jeho obsah a vykonavali svou Cinnost a
plnili své povinnosti v€as a spravnym zpusobem.

Formular informovaného souhlasu: PHRI
poskytne mistu vykonu klinického hodnoceni
formular informovaného souhlasu (dale jen ,ICF)
pro studii. PHRI pfed zahajenim studie ziska
av pribéhu provadéni studie bude uchovavat
pisemny souhlas lokalni etické komise (dale jen
,LEK“) mista vykonu Kklinického hodnoceni.
VeSkeré zmény v ICF vyzaduji predchozi
pisemny souhlas lokalni etické komise LEK a
PHRI.

Subjekty: Misto vykonu klinického hodnoceni
musi ziskat vyplnény a podepsany ICF kazdého
subjektu, ktery se studie uCastni (dale jen
~Subjekt®), pfed zafazenim takového subjektu do
studie a po celou dobu provadéni studie zajistit
informovani Subjektu.

Nabor: Misto vykonu klinického hodnoceni mize
zacit s naborem subjekt, kdyz k tomu obdrzi
povoleni PHRI. Misto vykonu klinického
hodnoceni vynalozi maximalni usili k tomu, aby
provedlo nabor subjektd v souladu s protokolem.
Smluvni strany jsou si védomy toho, Ze projekt je
multicentrickd studie a nabor se provadi na
zakladé soutéze. Kdyz bude dosazeno cile
projektu v oblasti naboru, PHRI si vyhrazuje
pravo oznadmit Mistu vykonu klinického
hodnoceni, aby omezilo nebo zastavilo dalSi
nabor a Misto vykonu klinického hodnoceni tak
ihned po obdrzeni takového oznameni ugini.

Konflikt: Misto vykonu klinického hodnoceni
prohlasuje, Ze v sou€asné dobé ani kdykoliv v
pribéhu provadéni studie nebude mit zadné
povinnosti vuci tfeti strané nebo nebudou na jeho
strané Zadné jiné piekazky, které by: (a) branily,
omezovaly nebo mély negativni vliv na jeho
cinnost pfi provadéji studie, (b) vedly ke stfetu
zajmU nebo (c) jinym zplsobem narusily pfijeti
udaju nebo vysledkld ziskanych Mistem vykonu
klinického hodnoceni regulaénim organem.

Vylouéeni: Misto vykonu klinického hodnoceni
prohlasuje, Ze samotné misto ani Zadny z jeho
pracovnikl neni vySetfovan zadnym regulaénim
organem za UcCelem vylouceni, diskvalifikace
nebo jakéhokoliv podobného opatfeni, a ze nema
zadné informace o vylouceni, diskvalifikaci nebo
jakémkoliv podobném opatfeni ze strany
jakéhokoliv regulagniho organu v jiné jurisdikci.
Misto vykonu klinického hodnoceni je rovnéz
povinno v pribéhu platnosti této Smlouvy a po
dobu ftfi (3) let po jejim ukon&eni nebo
pfedCasném vypovézeni okamzité informovat
PHRI v pfipadé takového vylouéeni nebo
hroziciho vylouCeni, usvé&dceni, diskvalifikace
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Subject Safety: PHRI agrees to notify Site
promptly upon receipt of Study information that
would directly affect the health or safety of
Subjects. Site shall without delay inform all
Subjects and the IRB, as applicable. PHRI shall
not be liable for the failure of Site to immediately
inform Subjects or IRB of such new information.
Site shall promptly report all safety data and
information, including but not limited to any failure
to comply with or deviations from the Protocols,
to PHRI in accordance with the requirements of
the Protocol.

Records: Site shall prepare, maintain and store
accurate and complete written records and
supporting documentation for each Subject
(“Source Documents”) in accordance with the
instructions provided by PHRI and Applicable
Laws. Site shall prepare and submit accurate and
complete case report forms and all additional
documentation (“CRFs”) for each Subject to
PHRI as required by the Protocol. Site shall
reasonably cooperate with PHRI to promptly
resolve all data queries from PHRI and provide
such Source Documents as may be required. In
accordance with the obligations in ARTICLE 5
(Privacy), Site and the Personnel shall ensure
that any data or Source Documents disclosed to
PHRI does not include personal health
information (“PHI”) unless permitted by signed
ICFs and/or other authorizations.

Audit and Monitoring: Site shall cooperate with
and permit Regulatory Authorities or PHRI to
examine and inspect the facilities and equipment
required for performance of the Study and to
inspect and copy all data, reports, work products
and results relating to the Study. In relation to
visits by PHRI and/or its representative, the
Parties will mutually and reasonably agree upon
dates and times taking into account the reason for
such visit. For clarity, access to records for
monitoring or audit does not entitle PHRI to make
or retain a copy of any Subject’s PHI, as more
particularly specified in ARTICLE 5 (Privacy),
unless such copying is permitted in accordance
with the ICF or any other authorizations. Site
understands that clinical trial monitoring is
essential to good clinical practices and agrees to
cooperate with PHRI to enable its monitoring
activities without undue restriction. If Site is
notified of an inspection by a Regulatory

1.9
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nebo Zaloby podané na Misto vykonu klinického
hodnoceni nebo pracovniky.

Bezpecnost subjekti: PHRI se zavazuje, Ze
bude Misto vykonu klinického hodnoceni
urychlené informovat, pokud obdrzi v ramci
studie informace o pfimém dopadu na zdravi
nebo bezpecénosti subjektd. Misto vykonu
klinického hodnoceni neprodlené informuje
vSechny dotené subjekty a IRB. PHRI nenese
Zadnou odpovédnost za to, kdyz Misto vykonu
klinického  hodnoceni  nebude  okamzité
informovat subjekty nebo IRB o téchto novych
informacich. Misto vykonu klinického hodnoceni
neprodlené sdéli PHRI veSkeré udaje a
informace o bezpecnosti, mimo jiné vcéetné
jakéhokoliv poruseni nebo odchylky od protokolu
v souladu s pozadavky protokolu.

Zaznamy: Misto vykonu Kklinického hodnoceni
musi vypracovat, vést a uchovavat pfesné a
Uplné pisemné zaznamy a podklady pro kazdy
subjekt (dale jen ,Zdrojové dokumenty®) v
souladu s pokyny PHRI a platnymi zakony. Misto
vykonu klinického hodnoceni vypracuje a
predlozi PHRI pfesné a kompletné vyplnéné
formulafe  zdznam( a  veSkerou  dalSi
dokumentaci (,CRF") pro kazdy subjekt podle
pozadavkl protokolu. Misto vykonu klinického
hodnoceni musi spolupracovat s PHRI a
bezodkladné poskytnout Udaje pozadované
PHRI a pfedloZit takové zdrojové dokumenty,
které mohou byt poZadovany. V souladu s
povinnostmi  uvedenymi v CLANKU 5
(Soukromi) musi Misto vykonu klinického
hodnoceni a pracovnici zajistit, aby zadné udaje
ani  zdrojové dokumenty predané PHRI
neobsahovaly osobni zdravotni informace
(,PHI*), pokud to nebude povoleno na zakladé
podepsanych ICF a/nebo jiného souhlasu.

Audit a sledovani: Misto vykonu klinického
hodnoceni je povinno spolupracovat a povolit
regulaénim organdm nebo PHRI provedeni
kontroly a inspekce zafizeni a vybaveni
potfebného k provadéni studie a kontroly vSech
Udajli, zprav, pracovnich produktd a vysledku
vztahujicich se ke Studii a pofizeni jejich kopii. V
souvislosti s navstévami PHRI a/nebo jeho
zastupce se Smluvni strany vzajemné a rozumné
dohodnou na pfisluSnych terminech a €asech, a
to s ohledem na duvod takové navstévy. Pro
upfesnéni, pFistup k zaznamum pro Uucely
sledovani nebo auditu neopraviuje PHRI
pofizovat nebo uchovavat kopie jakychkoliv PHI
subjektl, jak je to konkrétnéji uvedeno v
CLANKU 5 (Soukromi), pokud takové
kopirovani nebude povoleno v souladu s ICF
nebo jinym opravnénim. Misto vykonu klinického
hodnoceni si je védomo toho, ze sledovani
klinického hodnoceni je nezbytné pro zajisténi
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Authority, Site shall forthwith inform PHRI about
the pending inspection and permit PHRI, or any
person designated by PHRI, to attend the
inspection unless prohibited by Applicable Laws
or court order. Site shall forthwith communicate
the information that arises from such inspections
to PHRI, unless prohibited by Applicable Laws or
court order. The Parties agree that any
consideration payable for the assistance of Site
for any audits and inspections is included in the
consideration payable hereunder, whether or not
itemized as such.

Change of Investigator: Should Investigator
leave the Institution or otherwise become
unavailable during the term of this Agreement,
PHRI shall cooperate with Institution to find a
replacement investigator who is acceptable to
both Institution and PHRI. Institution shall require
the replacement investigator to agree to comply
with and be bound by all the terms and conditions
hereof. Notwithstanding this, PHRI may elect not
to approve any person proposed as a
replacement investigator, in which event PHRI
shall have the right to terminate this Agreement
in accordance with ARTICLE 10 (Termination).

Study Product: PHRI shall provide Site with
sufficient amount of drug products required for
use in the Study (“Product”) upon receipt of all
documents required by PHRI. Site shall: (a) only
use the Product provided by PHRI and not from
other sources for the Study, (b) use the Product
solely for the purposes of conducting the Study,
and (c) ensure the Product is stored in
accordance with the instructions provided by
PHRI in the pharmacy questionnaire, the
Protocol, and the Product labels. Site shall control
and/or limit access to the Product to the
Personnel, and provide up-to-date records
showing receipt, dispensing and returns of the
Product in accordance the Protocol and
Applicable Laws. After completion of the Study,
Site shall dispose of or return the Product in
accordance with the instructions from PHRI.

TERM

This Agreement shall commence on the Effective
Date specified above, and continue until PHRI
receives all completed and corrected forms,
reports and other documentation required by the
Protocol and final payment is sent by PHRI or
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spravné klinické praxe a zavazuje se, Zze bude
spolupracovat s PHRI, aby mohl provadét
sledovani bez zbyteénych omezeni. Pokud bude
Misto vykonu klinického hodnoceni informovano
o0 kontrole ze strany regulacniho organu,
okamzité uvédomi PHRI o takové kontrole a
umozni PHRI nebo jakékoli osobé, kterou PHRI
urc€i, zucCastnit se této kontroly, pokud to nebude
v rozporu s platnymi zakony nebo soudnim
pfikazem. Misto vykonu klinického hodnoceni
neprodlené sdéli PHRI informace, které se zjisti
pfi téchto kontrolach, pokud to nebude v rozporu
s platnymi zakony nebo soudnim pfikazem.
Smluvni strany se dohodly, Ze jakakoliv odména
splatna za spolupraci Mista vykonu klinického
hodnoceni pfi vSech auditech a inspekcich je
soucasti uhrady splatné podle této Smlouvy, a to
bez ohledu na to, zda je zde jako takova
uvedena.

Zména zkousejiciho: Pokud ZkouSejici opusti
Instituci nebo bude jinak nedostupny v pribéhu
trvani této Smlouvy, PHRI bude spolupracovat s
Instituci na nalezeni nahradniho zkousSejiciho,
ktery bude pfijatelny jak pro Instituci, tak pro
PHRI. Instituce bude pozadovat, aby kazdy
nahradni zkouSejici souhlasil s tim, ze spini a
bude vazan vSemi podminkami této Smlouvy.
Nehledé na vySe uvedené se mulze PHRI
rozhodnout zamitnout osobu navrhovanou na
nahradniho zkouS$ejiciho a v takovém pfipadé ma
PHRI pravo tuto Smlouvu vypovédét v souladu
s CLANKEM 10 (Vypovézeni).

Produkt studie: PHRI poskytne mistu vykonu
klinického hodnoceni dostate¢né mnozstvim
IéCivych pfipravkl potfebnych pro pouziti v ramci
studie (dale jen ,Produkt®) po obdrzeni vSech
dokumentd, které PHRI vyzaduje. Misto vykonu
klinického hodnoceni je povinno: (a) pouzivat pro
studii pouze produkt poskytnuty PHRI a ne z
jinych zdroj, (b) pouzivat produkt pouze pro
ucely provadéni studie a (c) zajistit, aby byl
produkt uchovavan v souladu s pokyny
poskytnutymi PHRI v dotazniku pro Iékarnu,
v protokolu a pokyny na etiketé produktu. Misto
vykonu klinického hodnoceni bude kontrolovat
a/nebo omezovat pfistup pracovnikd k produktu
a zajisti aktualni zaznamy potvrzujici pfijem,
vydej a vraceni produktu v souladu s protokolem
a platnymi zakony. Po dokoné&eni studie Misto
vykonu klinického hodnoceni zlikviduje produkt v
souladu s pokyny PHRI.

DOBA PLATNOSTI

Tato Smlouva vstoupi v platnost k vyse
uvedenému datu uc&innosti a bude trvat az do
doby, kdy PHRI obdrzi vSechny vyplnéné a
opravené formulare, zpravy a dalSi dokumentaci
pozadovanou v souladu s timto protokolem a

KS
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upon written notice from PHRI of early termination
of the Project, whichever occurs first, unless
otherwise terminated earlier in accordance with
ARTICLE 10 (Termination) (“Term”).

ARTICLE 3. COMPENSATION AND PAYMENT

3.1

3.2 Site shall review the details accompanying each
payment and inform PHRI in writing of any
discrepancies between the payment received and
the payment expected. Site shall inform PHRI of
any final discrepancies no later than four (4)
months after the Project database is locked.
Should PHRI not receive written notice of any final
discrepancies within such four (4) month period,
all payments required to be made hereunder shall
be deemed to have been made in full.

3.3 Site represents and warrants that it/he/she is not
a resident or citizen of Canada for tax purposes.

ARTICLE 4. CONFIDENTIAL INFORMATION

4.1 Site agrees to maintain or cause to be maintained
in confidence all information received, resulting
from and related to the Project, including but not
limited to, the Protocol and CRFs (“Confidential
Information”). This obligation shall be binding for
a period of ten (10) years from the termination or
completion of the Project. Site will not disclose the
Confidential Information without the prior written
approval of PHRI. Site may disclose Confidential
Information to Personnel and the IRB to the extent
required for the proper conduct of the Study,
provided that each person to whom disclosure is
made is fully informed of the confidential nature of
the information and agrees to keep it confidential
in accordance with this Agreement.

4.2 The obligations in Section 4.1 will not apply to
Confidential Information if and to the extent only
that it: (a) is or later becomes known to the public
or is in the public domain, other than by an act or
omission of Site; (b) is previously known to Site,
before the Effective Date or prior to Site having
signed a confidentiality agreement with PHRI in
connection with the Project, as evidenced by
written records; (c) is lawfully obtained from a third

ENRICH-AF — CESKA REPUBLIKA - €. CENTRA. 175

PHRI zasle kone€nou platbu nebo do pisemného
oznameni PHRI o pfed€asném ukonceni projektu,
a to podle toho, co nastane dfive, pokud nebude
ukoné&ena dfive jinak v souladu s CLANKEM 10
(Vypovézeni) (dale jen ,Doba platnosti®).

CLANEK 3. UHRADA A PLATBA

3.1

3.2 Misto vykonu klinického hodnoceni zkontroluje
Udaje kazdé platby a informuje pisemné PHRI o
jakychkoli nesrovnalostech mezi obdrzenou
platbou a o€ekavanou platbou. Misto vykonu
klinického hodnoceni informuje PHRI o
pripadnych nesrovnalostech nejpozdéji do Ctyr (4)
mésicll po uzaméeni databaze projektu.
V pfipadé, Zze PHRI neobdrzi pisemné oznameni
o zadnych nesrovnalostech béhem této Ihlty ¢ty
(4) mésicu, budou vSechny platby, které maji byt
vsouladu stouto  Smlouvou  provedeny,
povazovany za zcela uskute¢néné.

3.3 Misto vykonu klinického hodnoceni prohlasuje, ze
neni rezidentem nebo obfanem Kanady pro
dariové ucely.

CLANEK 4. DUVERNE INFORMACE

4.1 Misto vykonu klinického hodnoceni se zavazuje,
Ze zachova nebo zajisti zachovani vSech
informaci  ziskanych,  vyplyvajicich  nebo
souvisejicich s projektem v tajnosti, a to mimo jiné
véetné protokolu a CRF (dale jen ,Duvérné
informace®). Tato povinnost je zavazna po dobu
deseti (10) let od vypovézeni nebo dokonceni
projektu. Misto vykonu klinického hodnoceni
nesdéli zadné ddavérné informace bez
pfedchoziho pisemného souhlasu PHRI. Misto
vykonu klinického hodnoceni mize predat
divérné informace pracovnikim a IRB v rozsahu
nezbytném pro fadné provedeni studie, a to za
pfedpokladu, ze kazda osoba, které budou
prfedany, bude fadné informovana o davérné
povaze téchto informaci a zavaze se je udrzovat
v tajnosti v souladu s touto Smlouvou.

4.2 Povinnosti uvedené v Clanku 4.1 se nevztahuji
na d{vérné informace, pokud: (a) jsou nebo se
pozdéji stanou vefejné znamymi nebo
dostupnymi, a to jinak neZ jednanim nebo
opomenutim Mista vykonu klinického hodnoceni;
(b) jsou jiz dfive znamy Mistu vykonu klinického
hodnoceni pfed datem Uu&innosti nebo pFed
podpisem smlouvy o zachovani dvérnosti
Mistem vykonu klinického hodnoceni a PHRI v
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ARTICLE 5.

51

ARTICLE 6.
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party and such third party has a legal right to
disclose the information; or (d) is independently
developed by Site without the use of the
Confidential Information, as evidenced by written
records.

PRIVACY

All Parties shall comply with Applicable Laws
regarding the Confidential Information, including
but not limited to protected or personal
information, PHI and all data received or obtained
in the course of the Project. Access to PHI shall
be provided only to the extent permitted by the
Subject's ICF or other authorization and
Applicable Laws. Site shall de-identify all
information, data and documents prior to
providing access to PHRI, however in the event
PHRI receives or otherwise has access to a
Subject’'s PHI, PHRI shall hold the PHI in
confidence in accordance with all Applicable
Laws, the signed ICF or other authorization.

INTELLECTUAL PROPERTY

CLANEK 5.

5.1

CLANEK 6.

7117
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souvislosti s projektem, coz bude dolozeno
pisemnymi dokumenty; (c) budou v souladu se
zakonem ziskany od tfeti strany a tato treti strana
ma pravo na predani téchto informaci; nebo (d)
Misto vykonu klinického hodnoceni je ziska
nezavisle bez vyuziti divérnych informaci, coz
bude dolozZeno pisemnymi dokumenty.

SOUKROMI

V8echny Smluvni strany musi dodrzovat platné
pravni pfedpisy pro divérné informace, a to mimo
jiné v&etné chranénych nebo soukromych
informaci, PHI a v3ech informaci pfijatych nebo
ziskanych v pribéhu projektu. Pfistup k PHI bude
poskytnut pouze v rozsahu povoleném ICF
subjektu &i jinym souhlasem a platnymi zakony.
Misto vykonu klinického hodnoceni musi pFed
poskytnutim  pfistupu PHRI deidentifikovat
v8echny informace, udaje a dokumenty, avdak v
pfipadé, Zze PHRI obdrzi nebo ziska jinak pfistup
k PHI subjektd, musi PHRI udrzet PHI v tajnosti v
souladu se vSemi platnymi zakony, podepsanym
ICF nebo jinym souhlasem.

DUSEVNI VLASTNICTVI
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ARTICLE 7.  PUBLICATION CLANEK7. ZVEREJNENI

7.1 Multi-Site Publication By Project Lead: Site | 7.1 Hromadné zveiejnéni vedenim projektu: Misto
acknowledges that consolidated data from all vykonu klinického hodnoceni souhlasi s tim, ze
sites will be analyzed collectively by a Project konsolidované udaje ze vSech mist vykonu
committee (“Project Results”). klinického hodnoceni budou analyzovany

souhrnné projektovym vyborem (dale jen
,Vysledky projektu®).

7.2 Single Site Study Publication: After the Project | 7.2 Zverejnéni studie jednoho Mista vykonu
Results are public, or eighteen (18) months after klinického hodnoceni: Po zvefejnény vysledku
the conclusion of the Project, Site shall have the projektu nebo osmnact (18) mésict po dokonc&eni
right to publish the Study results from the data projektu ma Misto vykonu klinického hodnoceni
collected at its location in accordance with the pravo zverejnit vysledky studie z idajl ziskanych
terms of this ARTICLE 7 (Publication). At least ve svém zarfizeni v souladu s podminkami
sixty (60) days prior to the date for submission of stanovenymi v tomto CLANKU 7 (Zvefejnéni).
a publication, abstract, and/or presentation Nejméné Sedesat (60) dnG pfed datem
(“Publication”), Site shall provide copies of any zvefejnéni, publikovani abstraktu nebo
proposed Publication to PHRI for review and prezentace (dale jen ,Zvefrejnéni‘), predlozi
comment by the Project committee. Site agrees to Misto vykonu klinického hodnoceni PHRI kopie
consider the comments, if any, of the Project vSech navrhovanych druhG zvefejnéni k
committee. posouzeni a pfipominkam projektového vyboru.

Misto vykonu klinického hodnoceni souhlasi s
tim, Ze zohledni pfipadné pfipominky
projektového vyboru.

7.3 If, in the course of review of the proposed | 7.3 Pokud v pradbéhu kontroly navrhovaného
Publication, PHRI and/or the Project committee zvefejnéni PHRI nebo projektovy vybor zjisti
identifies any Confidential Information that it or jakékoliv duvérné informace, které bude chtit
they may wish to protect, PHRI shall have the right chranit, bude mit PHRI pravo pozadovat zmény
to request amendments to the proposed navrhovaného zvefejnéni v  odudvodnénych
Publication on reasonable grounds including pfipadech, a to mimo jiné v€etné toho, aby se (a)
without limitation to (a) ensure that the proprietary zajistilo, Z2e nebudou neumysiné prozrazeny
information is not inadvertently divulged, (b) chranéné informace, (b) umoznila se ochrana
enable intellectual property rights to be secured, prav duSevniho vlastnictvi a/nebo (c) umoznilo se
and/or (c) enable relevant supplementary poskytnuti pFislusnych dodate¢nych informaci.
information to be provided. Site shall comply with Misto vykonu klinického hodnoceni musi vyhovét
any reasonable request to amend or delete opravnénému pozadavku na zménu nebo
information in a proposed Publication, provided odstranéni informaci v navrhovaném zvefejnéni,
such request does not necessitate removal of pokud tento poZzadavek nevyZzaduje odstranéni
Study data and/or results. In addition, on written Udaju a/nebo vysledkl studie. Kromé toho mlze
notice, PHRI may require Site to postpone the PHRI na z&kladé pisemného oznameni
Publication to enable PHRI to protect its vyZadovat odloZeni zvefejnéni, aby mohl PHRI
intellectual property rights. Upon receipt of such zajistit ochranu svych prav dusevniho vlastnictvi.
written notice, Site shall delay the Publication for Po obdrZeni takového pisemného ozndmeni musi
the period of time specified in the notice, provided Misto vykonu klinického hodnoceni odlozit
that such period shall not exceed sixty (60) days. zvefejnéni na dobu uvedenou v oznameni za

predpokladu, Ze tato doba nepfesahne Sedesat
(60) dni.
2022-0290-PHRI 8/17
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7.4 Other than as agreed herein, no Party shall use | 7.4 Pokud to zde nebude stanoveno jinak, Zadna ze
the name(s) of another Party or its/his/her Smluvnich stran nesmi pouZivat jméno &i jména
Personnel without the prior written consent of jiné Smiuvni strany nebo jejich pracovnik(l bez
such Party. Site may acknowledge in general prfedchoziho pisemného souhlasu této Smluvni
terms the existence of this Agreement and its strany. Misto vykonu klinického hodnoceni muze
receipt of financial support from PHRI in order to obecné potvrdit existenci této Smlouvy a pfijeti
comply with Applicable Laws and for Publication finan¢nich prostfedkl od PHRI, aby splnilo platné
of the Study Results, and with the prior written pravni predpisy a pro ucely zvefejnéni vysledku
approval of PHRI in connection with advertising or studie a s predchozim pisemnym souhlasem
promotional materials for the Project. PHRI may PHRI i v souvislosti s reklamnimi nebo
disclose the name(s) of Site in any Publication of propagacnimi materidly pro projekt. PHRI muze
the Project Results, and may use the names and zvefejnit jméno Mista vykonu klinického
the amount of funding provided to Site for hodnoceni pfi jakémkoliv zvefejnéni vysledkl
registration of the Project on projektu a mlze uvadét toto jméno a vysi
www.clinicaltrials.gov and to comply with finanénich prostfedk( poskytnutych Mistu vykonu
Applicable Laws and general industry standards. klinického hodnoceni pro registraci projektu na

strankach www.clinicaltrials.gov a v souladu s
plathymi zakony a obecnymi oborovymi
standardy.

ARTICLE 8. DISCLAIMER CLANEK 8. ODMITNUTI ODPOVEDNOSTI

8.1 PHRI makes no warranties of any kind | 81 PHRI neposkytuje zadné zaruky jakéhokoliv
whatsoever concerning the efficacy or safety of druhu tykajici se ucinnosti a bezpecénosti projektu,
the Project, the procedures, treatments and postupll, procedur a Iékafskych postupl
medical practices described in the Protocol, the popsanych v protokolu, produktu ¢ samotného
Product, or the Protocol itself. Except as expressly protokolu. Pokud to zde vyslovné nebude
provided herein, PHRI hereby specifically uvedeno jinak, PHRI timto vyslovné odmita
disclaims any and all warranties or conditions, jakékoliv zaruky nebo podminky, které mohou
which may be implied by law. vyplyvat ze zakona.

8.2 Site makes no warranties of any kind whatsoever | 8.2 Misto vykonu klinického hodnoceni neposkytuje
concerning the success of the Study. Zadné zaruky jakéhokoliv druhu, pokud jde o

Uspésnost studie.
ARTICLE 9.  INDEMNIFICATION AND CLANEK9. ODSKODNENIi A POJISTENI
INSURANCE

9.1 PHRI: PHRI agrees to defend, indemnify and hold | 9.1 PHRI: PHRI souhlasi s tim, odSkodni, zajisti a
harmless Site and its trustees, directors, officers bude branit Misto vykonu klinického hodnoceni a
and Personnel from and against any and all costs, jeho spravce, feditele, ufedniky a pracovniky pred
losses, liabilities, damages, actions, proceedings, jakymikoliv vydaiji, ztratami, zavazky, Skodami,
demands, claims and reasonable expenses kroky, Fizenimi, poZadavky, naroky a naklady, a to
including legal fees (“Claims”) made by a third véetné poplatkl za pravni sluzby (dale jen
party to the extent directly resulting from PHRI’s ,Naroky“), které vznese tfeti strana, v rozsahu
negligence, wrongful acts and omissions in pfimo vyplyvajicim z nedbalosti, pochybeni ¢&i
connection with its performance or non- opomenuti PHRI v souvislosti s jeho pInénim nebo
performance of its obligations under this neplnénim zavazkd podle této Smiouvy.
Agreement.

9.2 Site: Site agrees to defend, indemnify and hold | 9.2 Misto vykonu klinického hodnoceni: Misto
harmless PHRI, and its trustees, directors, vykonu klinického hodnoceni souhlasi s tim, ze
officers, medical and professional staff, students, odskodni, zajisti a bude branit PHRI a jeho
appointees, contractors, agents and sponsors (if spravce, feditele, ufedniky, lékafe a odborné
any) from and against any and all Claims made by pracovniky, studenty, povéfence, dodavatele,
a third party to the extent directly resulting from zastupce a zadavatele (pokud takovi existuji) pred
Site’s and the Personnel’s negligence, wrongful veSkerymi naroky vznesenymi tfeti stranou, a to v
acts and omissions in connection with its rozsahu pfimo vyplyvajicim ze zanedbani,
performance or non-performance of their pochybeni & opomenuti Mista vykonu klinického
obligations under this Agreement. hodnoceni v souvislosti s jeho pInénim nebo

neplnénim zavazku podle této Smiouvy.

2022-0290-PHRI 9/17
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9.3

9.4

9.5

9.6

ARTICLE 10.

Notification: In connection with any Claim, each
Party shall notify the other Parties promptly of any
Claim and cooperate fully in the investigation and
defense of any such Claims.

Limitation of Liability: Notwithstanding any
other provision of this Agreement, under no
circumstances will a Party be liable to another
Party for any indirect, consequential or incidental
damages that such other Party may have
suffered, including without limitation damages for
loss of profit or revenue and regardless of whether
such other Party has been advised of the
possibility of such damages arising, or for non-
compensatory damages of any kind, including
without limitation aggravated or punitive
damages.

Insurance: During the Term and for the duration
of their obligations surviving expiration or
termination of this Agreement, PHRI will obtain
and maintain a policy or program of self-insurance
at levels sufficient to support its obligations herein
and in amounts appropriate to the conduct of its
business, which at minimum, shall include
comprehensive general liability coverage with
limits of not less than the equivalent of five million
dollars Canadian ($5,000,000) aggregate or
amounts required by Applicable Laws. The
Institution declares it has insurance coverage as
required by Applicable Law covering liability for
damage caused during the provision of health
care and shall maintain this insurance active
through the entire duration of the Study.

Investigator’s License: Investigator agrees to
hold membership in the medical professional
association in his/her jurisdiction for the duration
of the Project and to provide evidence of such
membership on PHRI’s request.

TERMINATION

10.1 For Default: In the event either PHRI, on the one

2022-0290-PHRI

hand, or Site, on the other hand, fails to perform
or performs improperly any of its material
obligations under this Agreement, the non-
defaulting Party shall provide the other Party or
Parties with thirty (30) days’ notice in writing to
cure the default. In the event the default is not
cured to the reasonable satisfaction of the non-
defaulting Party, such Party may terminate this
Agreement on notice to the other Parties.

9.3

9.4

9.5

9.6

CLANEK 10.
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Oznameni: V souvislosti s jakymkoliv narokem
musi kazda Smluvni strana neprodlené
informovat ostatni Smiluvni strany o jakémkoli
naroku a plné spolupracovat pfi vySetfovani a
obrané pfed takovymi naroky.

Omezeni odpovédnosti: Bez ohledu na jakékoli
jiné ustanoveni této Smlouvy nebude zadna
Smluvni strana za zadnych okolnosti odpovédna
druhé Smluvni strané za jakékoli nepfimé,
nasledné nebo ndhodné Skody, které tato Smluvni
strana muze utrpét, a to mimo jiné véetné Skody
z dlivodu uslého zisku nebo pfijma, a bez ohledu
na to, jestli tato druhd Smluvni strana byla
informovana o moznosti vzniku takovych Skod, ani
za nekompenzacni nahrady Skody jakéhokoli
druhu, a to mimo jiné vcetné odskodnéni nad
ramec nahrady vzniklé Skody a odSkodnéni
s trestni funkci.

Pojisténi: Béhem trvani této smlouvy a béhem
doby trvani zavazk(, které zlstavaji v platnosti i
po ukonceni nebo predéasném vypovézeni této
Smlouvy, PHRI uzavie a bude udrzovat pojistnou
smlouvu nebo vlastni pojistny program v rozsahu
dostate¢ném pro pokryti svych zavazkd, které ma
podle této Smlouvy, a ve vySi limitu pojistného
plnéni, ktery mu umoZznuje realizovat jejich
¢innost, coz minimalné zahrnuje sdruzené
pojisténi obecné odpovédnosti za Skodu se
souhrnnymi limity pojistného plnéni nejméné pét
milion kanadskych dolart (5 000 000 CAD) nebo
ve vysi, ktera se vyZzaduje podle platnych pravnich
predpist. Instituce prohlasuje, ze ma uzavieno
pojisténi své odpovédnosti za Skodu zplisobenou
Vv souvislosti s poskytovanim zdravotnich sluzeb,
jak je vyzadovano pfislusnymi pravnimi predpisy, a
zajisti trvani tohoto pojisténi po celou dobu
provadéni Studie.

Opravnéni  ZkouSejiciho:  ZkouSejici se
zavazuje, Ze bude &lenem odborného Iékafského
sdruzeni podle svého mista plsobnosti po celou
dobu trvani projektu a pfedlozi PHRI na Zadost
doklad o tomto &lenstvi.

VYPOVEZENI

10.1 Z divodu neplnéni: V pfipadé, Ze bud PHRI na

10/17

strané jedné, nebo Misto vykonu klinického
hodnoceni na strané druhé, nebude pinit nebo
fadné provadét nékteré ze svych podstatnych
povinnosti podle této Smlouvy, pak druha Smluvni
strana predlozi této Smluvni strané nebo
Smluvnim strandm pisemny poZzadavek na
provedeni napravy s lhatou tficeti (30) dni. V
pfipadé, ze takové poruSeni nebude napraveno
ke spokojenosti Smluvni strany, ktera se porudeni
nedopustila, mize tato Smluvni strana tuto
Smlouvu vypovédét formou oznameni zaslaného
ostatnim Smluvnim stranam.

KS
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10.2

10.3

10.4

10.5

10.6

10.7

2022-0290-PHRI

For Safety or Other Reasons: PHRI may
terminate this Agreement at any time, on written
notice to Site if: (a) the regulatory authorization or
approval to perform the Project is withdrawn; (b) a
decision is made to terminate the Project early
due to safety or other reasons; (c) Site has not
recruited a Subject into the Study within three (3)
months of receipt of notice from PHRI to
commence recruitment; or (d) Site is debarred or
disqualified. Upon written notice to PHRI, Site may
jointly terminate this Agreement if, in the
reasonable judgement of Site, serious or life-
threatening events raise issues of subject safety.

For No Cause: PHRI may also terminate this
Agreement on thirty (30) days’ prior written notice
to Site for any reason.

On-going Obligations: Termination shall be
subject to the on-going obligations of each of the
Parties pursuant to Section 10.5. Immediately
upon receipt of a notice of termination, Site shall
cease recruitment of Subjects into the Study and
cease conducting procedures as directed by PHRI
and to the extent medically permissible.

Closing Activities: Regardless of the cause of
termination, the Parties shall in all instances
cooperate in closing-out of the Study and, if
applicable, comply with all recommendations of
the Project steering committee.

Payment: In the event of early termination of this
Agreement, other than for a material breach by
Site, PHRI shall pay all fees actually earned to the
effective date of termination notice and for closing-
out activities as determined by the Project steering
committee. PHRI will consider payment of other
reasonable non-cancellable expenses incurred by
Site, but shall not be liable for such costs or
expenses unless they have been pre-approved or
subsequently agreed between the Parties.

Survival: The rights and obligations of Parties
that by intent or meaning have validity beyond

expiration or termination (including, without
limitation, rights with respect to intellectual
property, Publication, Confidential Information,

privacy, and indemnification) shall survive the
termination or expiration of this Agreement.

10.2

10.3

104

10.5

10.6

10.7

11/17
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Z bezpecnostnich nebo jinych davodi: PHRI
muze tuto Smlouvu kdykoli vypovédét formou
pisemného oznameni zaslaného Mistu vykonu
klinického hodnoceni, pokud: (a) je zruseno
povoleni nebo souhlas k provedeni projektu; (b) je
u€inéno rozhodnuti o pfed€asném ukonceni
projektu z dlavodu bezpecnosti nebo z jinych
dlvod(; (c) Misto vykonu klinického hodnoceni
neprovedlo nabor subjektt pro studii do tfi (3)
mésicl od obdrZzeni oznameni PHRI, aby nabor
zahdjilo; nebo (d) dojde k vyloueni nebo
diskvalifikovani ~ Mista  vykonu  klinického
hodnoceni. Na zakladé pisemného oznameni
zaslaného PHRI muize Misto vykonu klinického
hodnoceni spoleéné vypovédét tuto Smlouvu,
pokud na zakladé opravnéného posouzeni Mista
vykonu Kklinického hodnoceni dojde k vaznym
nebo Zivotu nebezpeCnym udalostem, které
ohrozi bezpeénost subjekta.

Bez divodu: PHRI muze vypovédét tuto
Smlouvu z jakéhokoliv divodu formou pisemné
vypovédi zaslané Mistu vykonu klinického
hodnoceni s vypovédni Ihdtou tficeti (30) dnd.

Stavajici zavazky: Vypovéd vyzaduje dodrzeni
stavajicich zavazk( vSech Smluvnich stran v
souladu s Clankem 10.5 Misto vykonu klinického
hodnoceni je povinno okamzité po obdrzeni
vypovédi ukongit nabor Subjektd pro studii a
ukon¢it provadéni c&innosti v souladu s pokyny
PHRI, a to vrozsahu pfipustném z Iékafského
hlediska.

Uzavieni: Bez ohledu na divod vypovézeni jsou
Smluvni strany za vSech okolnosti povinny
spolupracovat na uzavfeni studie a v pfipadné
potfeby postupovat podle vSech doporuceni
fidiciho vyboru projektu.

Platba: V pfipadé predéasného vypovézeni této
Smilouvy z jiného ddvodu nez na =zakladé
zavazného poruseni ze strany Mista vykonu
klinického hodnoceni uhradi PHRI veSkeré
poplatky splatné ke dni ucinnosti vypovédi a za
uzavfeni, jak to stanovi Fidici vybor projektu. PHRI
zvazi moznost Uhrady ostatnich opravnénych a
nezruSitelnych vydaju Mista vykonu klinického
hodnoceni, ale nenese odpovédnost za tyto
naklady nebo vydaje, pokud nebyly pfedem
schvaleny nebo nasledné dohodnuty Smluvnimi
stranami.

Platnost ustanoveni po ukonéeni Smiouvy:
Prava a zavazky Smluvnich stran, které maji byt
svym zamérem nebo vyznamem platné i po
ukon&eni nebo vypovézeni Smlouvy (mimo jiné
v€etné prav tykajicich se duSevniho vlastnictvi,
zvefejnéni, dudvérnych informaci, soukromi a
odskodnéni), zlistavaji v platnosti i po vypovézeni
nebo ukoncéeni této Smlouvy.
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NOTICE

Any notice required by this Agreement shall be in
writing and delivered to the addresses or facsimile
numbers specified below or to such other address
as each party may from time to time designate to
the other in writing. Delivery shall be deemed
received as follows - if prior to 4:00 pm on a
business day in the jurisdiction of the recipient and
otherwise on the next business day by: (a)
personal delivery, when delivered personally; (b)
courier, upon courier’s verification of delivery; (c)
facsimile, successfully received transmission at

recipient’'s location; or (d) electronic mail
transmission successfully received by the
recipient.
If to PHRI:

Population Health Research Institute
237 Barton Street East

Hamilton, ON L8L 2X2

Canada

Attention:

Tel:

Email:

If to Site (Institution):

Ing. Eva Houdova

Thomayer University Hospital
Videnska 800

Praha 4, Czech Republic, 140 59
Czech Republic

Tel:

Email:

If to Site ilnvestirl]atori:

Videriska 800
Praha 4, Czech Republic, 140 59

Czech Republic
Tel:
Email:

Where any notice is given to PHRI under this
Agreement in relation to any alleged breach or
default of this Agreement by PHRI or any Claim
against PHRI, Site shall also provide the notice to:

Research Counsel

Population Health Research Institute
237 Barton Street East

Hamilton, ON L8L 2X2

Canada

Fax:
Email:

CLANEK 11.
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OZNAMENI

Jakékoliv oznameni poZadované podle této
Smlouvy musi byt doru¢eno v pisemné podobé na
adresy nebo c¢isla faxu uvedena nize nebo na
jinou adresu, kterou mlze pfipadné kazda ze
druhé strané pisemnou formou sdélit. Doruceni se
bude povazovat za uskute¢néné, pokud k nému
dojde do 16:00 v pracovni den v misté plsobnosti
pfijemce, jinak nasledujici pracovni den, pfi: (a)
osobnim doruéeni, kdyZ je provedeno osobnég; (b)
doruceni kuryrem po potvrzeni dodavky kuryrem:;
(c) doruceni faxem po uspésné pfijatém prenosu
v misté pfijemce; nebo (d) doruceni elektronickou
postou po uspéSném pfijeti pfijemcem.

Dorucovaci udaje PHRI:

Population Health Research Institute
237 Barton Street East

Hamilton, ON L8L 2X2

Kanada

K rukam:
Tel:
E-mail:

DoruCovaci udaje mista vykonu klinického
hodnoceni (Instituce):

Ing. Eva Houdova

Fakultni Thomayerova nemocnice
Videnska 800

Praha 4, 140 59

Ceska republika

Tel:
Email:

Dorucovaci udaje mista vykonu klinického

hodnoceni iZkouéeIicii:

Videriska 800
Praha 4, 140 59
Ceska republika

Tel:
E-mail:

Pokud bude PHRI doru¢eno oznameni podle této
Smlouvy ohledné jakékoli udajného poruSeni
nebo neplnéni této Smlouvy ze strany PHRI nebo
jakéhokoliv naroku vici PHRI, musi Misto vykonu
klinického hodnoceni toto oznameni také zaslat
na:

Research Counsel

Population Health Research Institute
237 Barton Street East

Hamilton, ON L8L 2X2

Kanada

Fax:
E-mail:

KS
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CONCLUDING PROVISIONS

Entire Agreement, Amendment and
Assignment: The Exhibits and the Protocol are
incorporated herein by reference and form part of
this Agreement. This Agreement sets forth the
entire agreement and understanding of the
Parties as to the subject matter herein. Any
amendments or modifications to this Agreement
shall be in writing and signed by authorized
representatives of each Party. Institution and/or
Investigator may not assign this Agreement or
any obligation hereunder without the prior written
consent of PHRI.

Recitals: The Parties acknowledge the
foregoing recitals to be true and correct.

Conflict: In the event of any conflict between this
Agreement and the Protocol, this Agreement will
govern for any non-clinical matters and the
Protocol will govern for any scientific and clinical
matters.

Independent Contractors: As between PHRI
on the one hand, and Site and the Personnel on
the other hand, the work performed pursuant to
this Agreement shall be as independent
contractors and not as partners, joint venturers,
employees, subcontractors or agents. No Party
has the power or authority to bind another Party.

Force Majeure: In the event that performance of
a Party’s obligations are prevented by events
beyond its reasonable control, including but not
limited to, acts of God, regulations or acts of any
governmental authority, war, civii commotion,
strikes, other labour disturbances, epidemics,
fire, earthquakes, storms or other catastrophes
of a similar nature, the affected Party will notify
the other Parties as soon as reasonably possible
and the affected Party shall be relieved of its
obligations for the duration and to the extent the
performance of an obligation is prevented
thereby. During the existence of any such
condition, the affected Party shall use diligent
efforts to remove the cause and resume
performance of its obligations.

Dispute Resolution: All Parties shall attempt in
good faith to resolve promptly any differences,
disputes or disagreements arising out of or
relating to this Agreement by negotiation.

Invalidity: The invalidity or unenforceability of
any provision of this Agreement shall not affect
the validity of any other provision hereof. The
Parties shall make commercially reasonable
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ZAVERECNA USTANOVENI

Uplna dohoda, zmény a postoupeni: Pfilohy a
protokol jsou zde zahrnuty formou odkazu a jsou
nedilnou soucasti této Smlouvy. Tato Smlouva
predstavuje Uplnou dohodu Smluvnich stran
ohledné pfredmétu, ktery je v ni uveden. Veskeré
zmény nebo Upravy této Smlouvy musi byt
provedeny v pisemné formé a podepsané
opravnénymi zastupci obou Smluvnich stran.
Instituce ani ZkouSejici neni opravnén tuto
Smlouvu ani Zadné povinnosti z ni vyplyvajici
postoupit bez predchoziho pisemného souhlasu
PHRI.

Potvrzeni: Smluvni strany potvrzuji, ze vyse
uvedené skute€nosti jsou pravdivé a spravné.

Konflikt: V pfipadé jakéhokoli rozporu mezi
touto Smlouvou a protokolem se vSechny
neklinické zalezitosti budou Fidit touto Smlouvou
a vS8echny védecké a Kklinické zalezitosti se
budou fidit protokolem.

Nezavisli dodavatelé: Mezi PHRI na strané
jedné a Mistem vykonu klinického hodnoceni a
pracovniky na strané druhé budou prace na
zakladé této Smlouvy provadény jako u
nezavislych dodavatel(, a nikoli jako u partnerq,
spole¢ného podniku, zameéstnancu,
subdodavatelt nebo zastupcl. Zadna Smluvni
strana nema pravo ani pravomoc zavazovat jinou
Smluvni stranu.

Vyssi moc: V pfipadé, Ze pInéni povinnosti
jedné ze Smluvnich stran bude zabranéno
udalostmi mimo jeji pfiméfenou kontrolu, a to
mimo jiné v&etné zivelnych pohrom, pfedpisu
nebo zakonu jakéhokoliv statniho organu, valky,
obc&anskych nepokoju, stavek, jinych pracovnich
sporl, epidemii, pozarll, zemétfeseni, boufi
nebo jinych katastrof podobné povahy, bude
postizena Smluvni strana informovat ostatni
Smluvni strany, jakmile to bude mozné, a
postizend Smluvni strana bude zprosténa svych
zavazku po celou dobu a do té miry, v jaké ji
bude zabranéno v plnéni jejich zavazkl. Po
celou dobu takového stavu musi postizena
Smluvni strana vyvinout maximalni usili, aby
odstranila danou pfi€inu a pokracovala v plnéni
svych povinnosti.

Reseni sport: Strany se v dobré vife pokusi o
vyfeSeni vSech nesrovnalosti, sporl nebo
neshod vyplyvajicich z této dohody nebo s ni
souvisejicich spoleénym vyjednavanim.

Neplatnost: Neplathost nebo nevymahatelnost
jakéhokoli ustanoveni této Smlouvy nema vliv na
platnost ostatnich ustanoveni této Smlouvy.
Smluvni strany se zavazuji, Ze vyvinou veSkeré
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efforts to replace any invalid or unenforceable
provision with one that is valid and enforceable,
and reflects the originally intended commercial
objectives of the Parties.

Prevailing Language: This Agreement has
been executed in the Czech and English
languages. In case of any inconsistency
between the English version and the Czech
version, the Czech version shall prevail to the
extent where such inconsistency exists.

Signing: This Agreement will be signed in three
of counterparts, each of which so executed is
deemed to be an original and when joined
together constitute one and the same original
agreement.

PHRI agrees not to enter into any other
agreement with any of the Institution’s Personnel
in association with this Study.

The following Exhibits form an integral part of this
Agreement:

a) Exhibit 1 (Payment Schedule and Payment

Conditions)
b) Exhibit 2 (Payment Rule Form)
The following documents have been provided
separately from this Agreement:
a) LEC approval
b) Insurance certificate

c) Certificate of Incorporation and delegation
letter or Power of Attorney

d) Redacted version of this Agreement for
publication
e) Informed Consent Form

- signature page to follow -
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pfiméfené usili k tomu, aby takové neplatné
nebo nevymahatelné ustanoveni nahradily
ustanovenim, které je platné a vymahatelné a
které co nejlépe vyjadfuje pavodné zamyslené
cile Smluvnich stran.

Smérodatny jazyk: Tato Smlouva byla
vypracovana v ¢eském a anglickém jazyce.
V pfipadé nesrovnalosti mezi obéma verzemi
bude smérodatna verze v Ceském jazyce
v celém rozsahu rozporného textu.

Podpisy: Tato Smlouva bude podepsana ve
tfech  stejnopisech, =z nichz kazdy bude
povazovan za original, a které dohromady
predstavuji jednu a tutéz originalni Smlouvu.

PHRI se zavazuje, Ze v souvislosti s touto Studii
neuzavie zadnou jinou dohodu s zadnym z
pracovnik{ Instituce.

Nedilnou soucasti této Smlouvy jsou nasledujici
pfilohy:

a) Prfiloha 1 (Harmonogram plateb a platebni
podminky)

b) Pfiloha 2 (Formular pfedpisu plateb)

Tyto dokumenty budou vedeny oddélené od
smlouvy:

a) Souhlas Etické komise

b) Pojistny certifikat

c) Vypis zobchodniho rejstfiku
povéfeni od zadavatele pro CRO

CRO a

d) Verze Smlouvy uréena ke zvefejnéni

e) Navrh Formulare pisemného
informovaného souhlasu Subjektu studie se
zafazenim do Studie

- nasleduje stranka k podpisu -
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IN WITNESS WHEREOF, the Parties have executed | NA DUKAZ CEHOZ uzaviely Smluvni strany tuto
this Agreement as of the Effective Date. Smlouvu k datu ucinnosti.

Hamilton Health Sciences Corporation (“PHRI”) / Hamilton Health Sciences Corporation (,PHRI®)

Date / Datum:

Signature / Podpis

Name / Jméno:

Position / Pozice: Chief Operating Officer (Interim),
PHRI

INSTITUTION / INSTITUCE: Thomayer University Hospital / Fakultni Thomayerova nemocnice

Date / Datum: __ 2.6.2022

Signature / Podpis
Name / Jméno: doc. MUDr. Zdenék Bene$§, CSc.
Title / Titul: Director/feditel

INVESTIGATOR / zKOUSEJici: |G

Date / Datum:

Signature / Podpis

Reviewed:

2022-0290-PHRI 15/17 KS
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EXHIBIT 1 —= PAYMENT SCHEDULE

PRILOHA 1 - HARMONOGRAM PLATEB
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EXHIBIT 2 - PAYMENT RULE FORM

PRILOHA 2 - FORMULAR PREDPISU PLATEB
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