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whether or not itemized as such. Institution shall odmeéna splatna za postoupeni prav vynalezcl je

be responsible for payments to Investigator or soucasti uhrady podle této Smlouvy, a to bez

Personnel according to Applicable Law or ohledu na to, zda je zde jako takova uvedena.

Institution policies for the assignment of inventor Instituce je odpovédna za platby Zkousejicimu

rights to PHRI. nebo pracovnikim v souladu s platnymi pravnimi
pfedpisy nebo predpisy Instituce za postoupeni
prav vynalezct PHRI.

ARTICLE7. PUBLICATION CLANEK 7.  ZVEREJNENI

7.1 Multi-Site Publication By Project Lead: Site | 7.1 Hromadné zvefejnéni 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 v8ech mist vykonu
committee (“Project Results”). The Project klinického  hodnoceni  budou  analyzovany
committee will, regardless of the outcome, submit souhrnné projektovym vyborem (dale jen
an initial publication to a peer reviewed, ,Vysledky projektu“). Bez ohledu na vysledek
biomedical journal or otherwise make the Project musi projektovy vybor provést prvni zvefejnéni
Results public no later than twelve (12) months v recenzovanem c¢asopise specializujicim se na
after the completion of the Project. biomedicinu, nebo musi vysledky projektu

zverejnit jinak, a to nejpozdegji vSak do dvanacti
(12) meésicu po dokonceni 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 vysledkl
the conclusion of the Project, Site shall have the projektu nebo osmnact (18) mésicl po dokoncéeni
right to publish the Study results from the data projektu ma Misto vykonu klinického hodnoceni
collected at its location in accordance with the pravo zvefejnit vysledky studie z udaju ziskanych
terms of this ARTICLE 7 (Publication). At least ve svém zafizeni 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) dnu pfed datem
(“Publication”), Site shall provide copies of any zvefejnéni, publikovani  abstraktu nebo
proposed Publication to PHRI for review and prezentace (dale jen ,Zvefejnéni‘), predlozi
comment by the Project committee. Site agrees to Misto vykonu klinického hodnoceni PHRI kopie
consider the comments, if any, of the Project véech navrhovanych druhl zvefejnéni k
committee. posouzeni a piipominkam 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 prubéhu 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  odUvodnénych
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, Ze 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 vyhoveét
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 pozadavek nevyzaduje odstranéni
Study data and/or results. In addition, on written udaju a/nebo vysledkl studie. Kromé toho muze
notice, PHRI may require Site to postpone the PHRI na zakladé 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 oznameni 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.
2022-0525-PHRI 9/19 Ks



ENRICH-AF — CZECH REPUBLIC - CENTRE # 0172

ENRICH-AF — CESKA REPUBLIKA - €. CENTRA. 0172

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 pouZzivat jméno ¢i jména
Personnel without the prior written consent of jiné Smluvni strany nebo jejich pracovniki bez
such Party. Site may acknowledge in general pfedchoziho pisemného souhlasu této Smluvni
terms the existence of this Agreement and its strany. Misto vykonu klinického hodnoceni maze
receipt of financial support from PHRI in order to obecné potvrdit existenci této Smlouvy a pfijeti
comply with Applicable Laws and for Publication finanénich prostfedkd od PHRI, aby splnilo platné
of the Study Results, and with the prior written pravni pfedpisy a pro ucely zvefejneni vysledkul
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 mlze
the Project Results, and may use the names and zvefgnit jmeno Mista vykonu klinického
the amount of funding provided to Site for hodnoceni pfi jakémkoliv zvefejnéni vysledkd
registration of the Project on projektu a mizZe uvadét toto jméno a vysi
www.clinicaltrials.gov and to comply with finan¢nich prostfedk( poskytnutych Mistu vykonu
Applicable Laws and general industry standards. klinickeho 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

81 PHRI makes no warranties of any kind |81 PHRI neposkytuje zadné zaruky jakéhokoliv
whatsoever concerning the efficacy or safety of druhu tykajici se u€innosti a bezpeénosti projektu,
the Project, the procedures, treatments and postupli, procedur a lékarskych 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. zadne zaruky jakéhokoliv druhu, pokud jde o

uspésnost studie.

ARTICLE9.  INDEMNIFICATION AND CLANEK 9. ODSKODNENI A POJISTENI

INSURANCE

9.1 PHRI: PHRI agrees to defend, indemnify and hold | 9.1 PHRI: PHRI souhlasi s tim, Ze od$kodni, 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 vydaji, 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 poplatki za pravni sluzby (déale jen
party to the extent directly resulting from PHRI's ,Naroky"), které vznese treti 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 plnénim
performance of its obligations under this nebo neplnénim zavazkl podle této Smlouvy.
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, od8kodni, 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)
Site’s and the Personnel’'s negligence, wrongful pred veskerymi naroky vznesenymi tfeti stranou,
acts and omissions in connection with its a to v rozsahu pfimo vyplyvajicim ze zanedbani,
performance or non-performance of their pochybeni ¢i opomenuti Mista vykonu klinického
obligations under this Agreement. hodnoceni v souvislosti s jeho pInénim nebo

neplnénim zavazku podle této Smlouvy.
2022-0525-PHRI 10719 £s
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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 and
Institution will each obtain and maintain a policy or
program of self-insurance at levels sufficient to
support their obligations herein and in amounts
appropriate to the conduct of their respective
businesses, 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.
PHRI declares that prior to the commencement of
the Trial, liability insurance was taken out for the
Healthcare Institution in respect of the Trial and at
the same time insurance of the subjects of the
Trial in case of personal injury, including death as
a result of the Trial, within the meaning of Section
52 (3) (f) of the Medical Drugs Act for the
insurance benefit in the minimum amount in which
it may be reasonably expected that the subject will
suffer such injury. A copy of the insurance
certificate will be provided to the Institution prior to
the commencement of performance of this
Agreement and this insurance contract will be
valid for the entire term of this Agreement.

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

2022-0525-PHRI

hand, or Site, on the other hand, fails to perform
or performs improperly any of its material
obligations under this Agreement, the non-

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 Smluvni strany o jakémkoli
naroku a pIné spolupracovat pfi vySetfovani a
obrané pred takovymi naroky.

Omezeni odpovédnosti: Bez ohledu na jakékoli
jiné ustanoveni této Smlouvy nebude Zzadna
Smluvni strana za zadnych okolnosti odpovédna
druhé Smluvni strané za jakékoli nepfimé,
nasledné nebo nahodné skody, které tato
Smluvni strana maze utrpét, a to mimo jiné véetné
8kody z dlvodu uslého zisku nebo pfijm0, a bez
ohledu na to, jestli tato druha Smluvni strana byla
informovana o moznosti vzniku takovych $kod,
ani za nekompenzaéni nahrady $kody jakéhokoli
druhu, a to mimo jiné véetné odskodnéni nad
ramec nahrady vzniklé Skody a odSkodnéni
s trestni funkci.

Pojisténi: Béhem trvani této smlouvy a béhem
doby trvani zavazku, které zlstavaji v platnosti i
po ukonceni nebo pfed€asném vypovézeni teto
Smlouvy, PHRI a Instituce uzaviou a budou
udrzovat kazda pojistnou smlouvu nebo vlastni
pojistny program v rozsahu dostate¢ném pro
pokryti svych zavazk(, které maji podle této
Smilouvy, a ve vysi limitu pojistného pinéni, ktery
jim umoznuje realizovat jejich cinnost, coz
minimalné zahrnuje sdruzeneé pojisténi obecné
odpovédnosti za Skodu se souhrnnymi limity
pojistného  pInéni  nejméné pét milion
kanadskych dolarG (5 000 000 CAD) nebo ve
vySi, ktera se vyzaduje podle platnych pravnich
pfedpisi. Zadavatel prohlasuje, Zze pred
zahajenim klinického hodnoceni bylo uzavieno
pojisténi odpovédnosti za Skodu pro zdravotnické
zafizeni pro provadéné klinické hodnoceni a
souc¢asné pojisténi subjektd hodnoceni pro pfipad
ajmy vzniklé na zdravi véetné smrti v dlsledku
provadeni klinického hodnoceni, ve smyslu ust. §
52, odst. 3, pism. f) zakona o IéCivech, a to na
plnéni v minimalni vysi, vjaké Ize rozumneé
predpokladat, ze by jej mohla postihnout. Kopie
osvédEeni o pojisténi bude poskytnuta instituci
pfed zahajenim plnéni této smlouvy a tato
pojistna smlouva bude platnd po celou dobu
platnosti této smlouvy.

Opravnéni  ZkouSejiciho:  Zkousejici  se
zavazuje, ze bude ¢lenem odborného Iékarského
sdruzeni podle svého mista plsobnosti po celou
dobu trvani projektu a predlozi PHRI na Zadost
doklad o tomto ¢lenstvi.

VYPOVEZENI

10.1 Z davodu neplnéni: V piipadé, ze bud PHRI na

11/19

strané jedné, nebo Misto vykonu klinického
hodnoceni na strané druhé, nebude plnit nebo
fadné provadét nékteré ze svych podstatnych

(S
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10.2

10.3

10.4

10.5

10.6

2022-0525-PHRI

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.

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.

ENRICH-AF — CESKA REPUBLIKA - C. CENTRA. 0172

10.2

10.3

10.4

10.5

10.6
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povinnosti podle této Smlouvy, pak druha
Smluvni strana predlozi této Smluvni strané nebo
Smluvnim stranam pisemny pozadavek na
provedeni napravy s lhatou tficeti (30) dni. V
pfipadé, Ze takové poruseni nebude napraveno
ke spokojenosti Smluvni strany, ktera se poruseni
nedopustila, muaze tato Smluvni strana tuto
Smlouvu vypovedet formou oznameni zaslaného
ostatnim Smluvnim stranam.

Z bezpeénostnich nebo jinych ddvodi: 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 ucinéno rozhodnuti o pfedCasném ukonceni
projektu z divodu bezpecénosti nebo z jinych
davodu; (c) Misto vykonu klinického hodnoceni
neprovedlo nabor subjektl pro studii do tfi (3)
meésicl od obdrzeni oznameni PHRI, aby nabor
zahgjilo; nebo (d) dojde k vylouCeni nebo
diskvalifikovani ~ Mista  vykonu  klinického
hodnoceni. Na zakladé pisemného oznameni
zaslaného PHRI muaze Misto vykonu klinického
hodnoceni spole¢né vypovedét tuto Smlouvu,
pokud na zakladé opravnéného posouzeni Mista
vykonu klinického hodnoceni dojde k vaznym
nebo zivotu nebezpe¢nym udalostem, které
ohrozi bezpecnost subjekt.

Bez duvodu: PHRI mlzZe vypovédét tuto
Smlouvu z jakéhokoliv divodu formou pisemné
vypovedi zaslané Mistu vykonu klinického
hodnoceni s vypovédni Ihltou triceti (30) dnd.

Stavajici zavazKky: Vypoveéd vyzaduje dodrzeni
stavajicich zavazk( vsech Smluvnich stran v
souladu s Clankem 10.5 Misto vykonu klinického
hodnoceni je povinno okamzité po obdrzeni
vypovédi ukontit nabor Subjektld pro studii a
ukoncit provadéni ¢innosti v souladu s pokyny
PHRI, a to vrozsahu pfipustném z lékafského
hlediska.

Uzavreni: 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 pfedCasného vypovézeni této
Smlouvy z jiného divodu nez na zakladé
zavazného poruseni ze strany Mista vykonu
klinického hodnoceni uhradi PHRI veskeré
poplatky splatné ke dni ucinnosti vypovedi a za
uzavieni, jak to stanovi fidici vybor projektu.
PHRI  zvazi moznost Uhrady ostatnich
opravnenych a nezrusitelnych vydaji Mista
vykonu klinického hodnoceni, ale nenese
odpovédnost za tyto naklady nebo vydaje, pokud
nebyly pfedem schvéleny nebo nasledné
dohodnuty Smluvnimi stranami.

LS
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10.7 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.

ARTICLE 11. NOTICE

11.1 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: ENRICH-AF Pro’ect Manager

If to Site (Institution):

Military Umversﬂy Hosp|tal Prague
U Vojenské nemocnice 1200
Prague, Czech Republic, 16902
Czech Republic

If to Site (Investigator):
Military University Hospital Prague
U Vojenské nemocnice 1200
Prague, Czech Republic, 16902
Czech Republic

11.2 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:

2022-0525-PHRI
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10.7 Platnost ustanoveni po ukonéeni Smlouvy:
Prava a zavazky Smiuvnich stran, které maji byt
svym zamérem nebo vyznamem platné i po
ukonceni nebo vypovézeni Smlouvy (mimo jiné
véetné prav tykajicich se dusevniho vlastnictvi,
zverejnéni, dlvérnych informaci, soukromi a
odskodnéni), zUstavaji v platnosti i po vypovézeni
nebo ukonceni této Smlouvy.

CLANEK 11. OZNAMENI

11.1 Jakékoliv oznameni pozadované podle této
Smlouvy musi byt doru¢eno v pisemné podobé na
adresy nebo cisla faxu uvedena nize nebo na
jinou adresu, kterou muze pripadné kazda ze
druhé strané pisemnou formou sdélit. Doruceni
se bude povazovat za uskutecnéneé, pokud k
nému dojde do 16:00 v pracovni den v misté
plsobnosti pfijemce, jinak nasledujici pracovni
den, pfi: (a) osobnim dorugeni, kdyz je provedeno
osobné; (b) doruCeni kuryrem po potvrzeni
dodavky kuryrem,; (c) doru€eni faxem po uspésne
pfijatém prenosu v misté pfijemce; nebo (d)
doruc¢eni elektronickou postou po UspéSném
prijeti prijemcem.

Dorucovaci udaje PHRI:

Population Health Research Institute
237 Barton Street East

Hamilton, ON L8L 2X2

Kanada

K rukam: ENRICH-AF Projektovy manazer

Doru€ovaci udaje mista vykonu klinického
hodnoceni (Instituce):

Ustfedni vojenska nemocnice — Vojenska fakultni
nemocnice Praha

U Vojenské nemocnice 1200

Prague, Czech Republic, 16902

Czech Reiublic

Dorucovaci udaje mista vykonu klinického

hodnoceni IZkouéeiicii:
stredni vojenska nemocnice — Vojenska fakultni

nemocnice Praha
U Vojenské nemocnice 1200
Prague, Czech Republic, 16802

Czech Reiublic

Pokud bude PHRI dorué¢eno oznameni podle této
Smilouvy ohledné jakékoli udajného poruseni
nebo neplnéni této Smlouvy ze strany PHRI nebo
jakéhokoliv naroku vac¢i PHRI, musi Misto vykonu

11.2

13/19 KS
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klinického hodnoceni toto oznameni také zaslat
na:

Research Counsel Research Counsel

Population Health Research Institute Population Health Research Institute

237 Barton Street East 237 Barton Street East

Hamilton, ON L8L 2X2 Hamilton, ON L8L 2X2

Canada Kanada

ARTICLE 12. CONCLUDING PROVISIONS CLANEK 12. ZAVERECNA USTANOVENI

12.1 Entire Agreement, Amendment and | 12.1 Uplna dohoda, zmény a postoupeni: Pfilohy a
Assignment: The Exhibits and the Protocol are protokol jsou zde zahrnuty formou odkazu a jsou
incorporated herein by reference and form part of nedilnou soucasti této Smlouvy. Tato Smlouva
this Agreement. This Agreement sets forth the pfedstavuje uplnou dohodu Smluvnich stran
entire agreement and understanding of the ohledné predmétu, ktery je v ni uveden. VeSkeré
Parties as to the subject matter herein. Any zmény nebo Upravy této Smlouvy musi byt
amendments or modifications to this Agreement provedeny v pisemné formé a podepsané
shall be in writing and signed by authorized opravnenymi zastupci obou Smluvnich stran.
representatives of each Party. Institution and/or | Instituce ani Zkousejici neni opravnén tuto
Investigator may not assign this Agreement or any | Smlouvu ani zadné povinnosti z ni vyplyvajici
obligation hereunder without the prior written postoupit bez pfedchoziho pisemného souhlasu
consent of PHRI. PHRI.

12.2 Register of contracts: The Parties acknowledge | 12.2 Registr smluv: Smluvni strany berou na védomi
and agree that the Healthcare Institution, in a souhlasi s tim, Ze zdravotnické zafizeni v
accordance with Section 3 (1) of the Contracts souladu s § 3 odst. 1 zakona o registru smluv
Register Act, shall make illegible in the Agreement zneditelni ve smlouvé zaslané spravci registru
sent for publication to the administrator of the smluv k uvefejnéni ty informace, které nelze
Contracts Register the information that cannot be poskytnout pfi  postupu podle predpisu
provided in accordance with regulations upravujicich svobodny pfistup k informacim (napf.
governing free access to information (e.g. osobni Udaje, obchodni tajemstvi nebo informace
personal data, trade secrets or information chranéné pravem k nehmotnym statkim),
protected by intangible property rights), or, under pfipadné za podminek § 5 odst. 6 zakona o
the conditions of Section 5 (6) of the Contract registru smluv vylou¢i z uvefejnéni metadata
Register Act, shall exclude from publication smlouvy, kterd jsou obchodnim tajemstvim
metadata of the Agreement which represent trade smluvni strany spliujici stanovena kritéria. S
secrets of the Party meeting the set criteria. védomim, Ze obchodni tajemstvi mohou tvorit
Knowing that trade secrets can only consist of pouze skute€nosti splfiiujici znaky definované v §
facts that meet the characteristics defined in 504 obcanského zakoniku, prohlasuji smluvni
Section 504 of the Civil Code, the Parties declare strany za své obchodni tajemstvi:
the following as their trade secrets:

PHRI: The Study Protocol and documents Zadavatel: Protokol studie a dokumenty
listed in Article 4 of the Agreement. uvedené v ¢lanku 4 Smiouvy.

Institution: The Agreement does not contain Zdravotnické zafizeni: Smlouva neobsahuje
any trade secrets of the Healthcare Institution obchodni tajemstvi Zdravotnického zafizeni.
The Parties declare that the above list of parts Smluvni strany prohlasuji, Ze uvedeny vycet
of the Agreement containing trade secrets is ¢asti smlouvy obsahujicich obchodni tajemstvi
complete. If, after publication in the Contracts je uplny. Bude-li tfeba smlouvu nebo metadata
Register, the Agreement or its metadata need smlouvy po jejich uvefejnéni v registru smluv
to be corrected by publishing part of the opravit uvefejnénim ¢asti smlouvy nebo
Agreement or metadata that was originally metadat, které byly plvodné z uvefejnéni
excluded from disclosure due to trade secrets vylouéeny z ddvodu ochrany obchodniho
protection, the Party that declared the part of tajemstvi, odpovida za provedeni takové
the Agreement or metadata its trade secret opravy smluvni strana, ktera danou cast
shall be responsible for making such smlouvy nebo metadata prohlasila za své
correction. To fulfill this obligation, as well as to obchodni tajemstvi. Ke spinéni této povinnosti,
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make any other necessary corrections to the
published Agreement or metadata in
accordance with the Contracts Register Act,
the Parties will to provide each other with the
necessary assistance.

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

12.4 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.

12.5 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.

12.6 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, civil 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.

12.7 Governing Law & Jurisdiction: This Agreement
and any dispute arising hereunder shall be
governed in accordance with the laws of the of the
Czech Republicwithout reference to the conflicts
of laws. Should it not be possible to resolve any
dispute through good faith discussions and
negotiations, the Parties attorn to the exclusive
jurisdiction of the Courts in the Czech Republic
with territorial jurisdiction based on the registered
office of the Institution.

12.8 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 efforts to
replace any invalid or unenforceable provision
with one that is valid and enforceable, and reflects

ENRICH-AF — CESKA REPUBLIKA - C. CENTRA. 0172

jakoz i k provedeni jakychkoliv jinych nutnych
oprav uvefejnéné smlouvy nebo metadat
postupem dle zakona o registru smluv se
smluvni strany zavazuji poskytnout si
navzajem potifebnou soucinnost.

12.3 Potvrzeni: Smluvni strany potvrzuji, Ze vySe
uvedené skute€nosti jsou pravdivé a spravne.

12.4 Konflikt: V pfipadé jakéhokoli rozporu mezi touto
Smilouvou a protokolem se vsechny neklinicke
zalezitosti budou fidit touto Smlouvou a vSechny
védecké a Kklinické zalezitosti se budou Fidit
protokolem.

12.5 Nezavisli dodavatelé: Mezi PHRI na strané
jedné a Mistem vykonu klinického hodnoceni a
pracovniky na strané druhé budou prace na
zékladé této Smlouvy provadény jako u
nezavislych dodavateld, a nikoli jako u partnerd,
spole¢ného podniku, zaméstnancl,
subdodavatelt nebo zastupci. Zadna Smluvni
strana nema pravo ani pravomoc zavazovat jinou
Smluvni stranu.

12.6 Vyssimoc: V piipadé, Ze pInéni povinnosti jedné
ze Smluvnich stran bude zabrané&no udalostmi
mimo jeji pfiméfenou kontrolu, a to mimo jiné
véetné Zivelnych pohrom, pfedpist nebo zakonu
jakéhokoliv statniho organu, valky, ob&anskych
nepokojl, stavek, jinych pracovnich spor(,
epidemii, pozaru, zemétfeseni, boufi nebo jinych
katastrof podobné povahy, bude postizena
Smluvni strana informovat ostatni Smluvni strany,
jakmile to bude mozné, a postizena Smluvni
strana bude zprosténa svych zavazk( po celou
dobu a do té miry, v jaké ji bude zabranéno v
plnéni jejich zavazku. Po celou dobu takového
stavu musi postizena Smluvni strana vyvinout
maximalni usili, aby odstranila danou pfi¢inu a
pokracovala v pInéni svych povinnosti.

12.7 Rozhodné pravo a jurisdikce: Tato Smlouva a
jakékoli spory, které vzniknou na zakladé této
Smlouvy, se fidi pravnimi predpisy Ceské
republiky, a to bez ohledu na kolize pravnich
norem. Pokud nebude mozné vyresit jakékoliv
spory diskusi a jednanim v dobré vife, Smluvni
strany svéfi rozhodnuti pro vyieSeni takovych
sporll do vyluéné pravomoci soudi v Ceské
republice s mistni pfislusnosti podle mista sidla
Instituce.

12.8 Neplatnost: Neplatnost nebo nevymahatelnost
jakéhokoli ustanovenf této Smlouvy nema vliv na
platnost ostatnich ustanoveni této Smlouvy.
Smluvni strany se zavazuji, Ze vyvinou veskeré
pfimé&fené usili k tomu, aby takové neplatné nebo
nevymahatelné ustanoveni nahradily
ustanovenim, které je platné a vymahatelné a
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12.9

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.

12.10 Signing: This Agreement may be signed in any

2022-0525-PHRI

number of counterparts, each of which so
executed is deemed to be an original and when
joined together constitute one and the same
original agreement. The Institution shall receive
the Agreement in three (3) counterparts.

- signature page to follow -

ENRICH-AF — CESKA REPUBLIKA - C. CENTRA. 0172

12.9

které co nejlépe vyjadfuje pluvodné zamyslené
cile Smluvnich stran.

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

12.10Podpisy: Tato Smlouva muzZe byt podepsana v

16/19

libovolném poétu vyhotoveni, kdy kazdé z nich
bude povazovano za original, a které dohromady
tvofi jednu a tutéz plvodni Smlouvu. Instituce
obdrzi Smlouvu ve tfech (3) stejnopisech.

- nasleduje stranka k podpisu -

Ks
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IN WITNESS WHEREOF, the Parties have executed | NA DUKAZ CEHOZ uzaviely Smiuvni strany tuto
this Agreement as of the Effective Date. Smlouvu k datu tginnosti.

Hamilton Health Sciences Corporation (‘PHRI") / Hamilton Health Sciences Corporation (,PHRI")

Date / Datum: X)2A2 - AP:’ - 13

Signature / Pedpis’
Name / Jméne=Janette Panhuis
Position / Pozice: Chief Operating Officer/provozni
reditelka, PHRI /, PHRI

INSTITUTION / INSTITUCE: Military Umver5|ty Hospital Prague
V ZASTOUPENI

28 -g5. P,

Date / Datum:

Signature / Podpis
Name / Jméno: prof. MUDr. M|roslav Zavoral, Ph.D.
Title / Titul: Director/Reditel

PRINCIPAL INVESTIGATOR / HLAVNI ZKouéEJici:_

| hereby confirm that | have read this Agreement and that | fully understand it and confirm that, as an employee of
the Institution, | will faithfully fulfill all the obligations of the Institution and the Principal investigator set out in this
document. / Timto stvrzuji, Ze jsem tuto smlouvu cetl a ze ji zcela rozumim a potvrzuji, ze ve funkci
zaméstnance Instituce budu vérné plnit veSkeré povinnosti Instituce a Hlavniho zkouSejiciho stanovené v
tomto dokumentu.

Date / Datum:  $9¢L ~ TARH- AL

Signature / Podpis

2022-0525-PHRI 17719 Ks
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EXHIBIT 1 - PAYMENT SCHEDULE
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PRILOHA 1 - HARMONOGRAM PLATEB

Payments will be processed on a quarterly basis with
payment run cut-offs on March 31%, June 30%,
September 30" and December 31t of each year.
Payments will be issued within 25 days from the
processing/run date (i.e., payment for run date March
31stis mailed on or prior to April 25%). Payments shall
be according to the following schedule, and will be made
for all CRFs received and validated as clean prior to the

applicable cut-off date.

Visit Type / Druh navstévy

Screening/Randomization / Screening/Randomizace

6 month visit / Navstéva po 6 mésicich

12 month visit / Navstéva po 12 mésicich

18 month visit / Navstéva po 18 mésicich

24 month visit / Navstéva po 24 mésicich

30 month visit / Navstéva po 30 mésicich

36 month visit / Navstéva po 36 mésicich

End of study visit / Navstéva na konci studie

Holdback * / Zadrzena &astka *

Additional Fees: / DalSi poplatky:

Substudy — MRI (if applicable): / Dilgi studie — MRI (v

pripadé potreby):
*  The Holdback Fee will be paid when all required

forms and data on Subjects have been collected |

and provided to PHRI, and after the database for the
Project has been locked.

Platby budou provadény &tvrtletné s terminy vyplaty 31.
bfezna, 30. ¢ervna, 30. zafi a 31. prosince kazdého
roku. Platby budou vystaveny do 25 dni od data
zpracovani (tj. platba k 31. bfeznu bude zaslana
nejpozdéji do 25. dubna). Platby budou provedeny
podle nasledujiciho harmonogramu a pro vsechny
obdrzené a bez vyhrad schvalené CRF pfed datem

vyplaty.

Amount in EUR per Project Subject(s), per visit,
including receipt by PHRI of the required CRF for
such visit(s) ** /

Castka v EUR na Subjekt(y) Projektu za navstévu, a
to v€etné prijeti pozadovaného CRF pro takové
navstévy ze strany PHRI **

Zadrzena ¢astka bude vyplacena po shromazdéni
v$ech pozadovanych formulafl a udaju o Subjektu
a jejich prfedani PHRI a po uzamdceni databaze
projektu.

** Amount per completed visit(s), including all costs
(i.e. Project start-up, recruitment and follow-up
including events reporting, overheads, pharmacists,
laboratories, monitoring visits, archiving, all
applicable taxes, Subject expenses such as travel
and parking, etc. if applicable). All relevant forms
are to be completed at each visit, including all prior
events and related documentation.

*k

Castka za dokongenou navstévu(y), véetné vsech
nakladi (fj. zahajeni Projektu, nabor a nasledné
sledovani, vCetné oznamovani udalosti, piipadnych
rezijnich nakladu, 1ékaren, laboratofi, monitorovacich
navstév, archivace, v8ech pfislusnych dani, a
pfipadné vydaju Subjektd, jako je cestovné a vydaje
na parkovani atd.). Pfi kazdé navstévé museji byt
vyplnény v8echny pfislu§né formulére, vietné veskeré
dokumentace o dfivéjSich udalostech a souvisejici
dokumentace.
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