CLINICAL REGISTRY AGREEMENT

SMLOUVA O KLINICKEM REGISTRU

Sponsor: Anthos Therapeutics, Inc. at 55
Cambridge Parkway, Suite 103, Cambridge,
MA 01242 (“SPONSOR”)

Zadavatel: Anthos Therapeutics, Inc. na adrese
55 Cambridge Parkway, Suite 103, Cambridge,
MA 01242 (,,ZADAVATEL")

Protocol: (“Protocol”)

Protokol: (,Protokol”)

—“A Global Prospective Observational Study of
Real-World Management of Patients with
Atrial Fibrillation at High Risk of Stroke”
(“Registry”)

—"Globalni prospektivni observaéni studie
realné |éCby pacientd s fibrilaci sini s vysokym
rizikem cévni mozkové prihody" ("Registr")

This Clinical Registry Agreement (the
“Agreement) is effective as of the last
signature and effective from the date of
publication in the Register of Contracts (Insert
(the “Effective Date”) is between

Tato Smlouva o klinickém registru (dale jen
"Smlouva“) je platna od posledniho podpisu a
ucinna ode dne uverejnéni v Registru smluv
(vlozte (dale jen "Datum ucinnosti“) mezi

CYTE Ltd, a contract research organization
with principal place of business at Emmanuel
Kaye Building, Manresa Road, London, SW3
6LR, United Kingdom on behalf of SPONSOR,

spolecnosti CYTE Ltd, smluvni vyzkumnou
organizaci se sidlem spoleénosti na adrese
Emmanuel Kaye Building, Manresa Road,
Londyn, SW3 6LR, Spojené kralovstvi, jménem
ZADAVATELE,

and

a

Motol University Hospital (“Institution”), with
a place of business at VV Uvalu 84, 150 06
Prague 5, Czech Republic, represented by

_, in full power of attorney

Fakultni nemocnice v Motole, (dale jen
"Instituce”), se sidlem spolec¢nosti na adrese V
Uvalu 84, 150 06 Praha 5, Ceska republika,

zastoupena NN  o/n¢

moci

In this Agreement, Institution may sometimes
be referred to individually or, at other times,
referred to collectively as “the Site”.

V této Smlouvé muze byt Instituce nékdy
uvadéna jednotlivé nebo jindy souhrnné jako
"Pracovisté”.

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

,Smluvni stranou” se rozumi CRO, Instituce a
»Smluvnimi stranami se rozumi vSechny tyto
subjekty.

The Parties agree to the publication of the
contract by the Insitution in order to fulfill the
obligations imposed on him by valid and
effective legislation, in particular by Act No.
340/2015 Coll., on the Register of Contracts,
as amended, and further by the instructions
and decisions of the Ministry of Health of the
Czech Republic of the Republic. The contract
will not disclose personal data of indiiduals
that are not publicly available in the public
register, confidential information according to
this contract, and trade secrets agreed by the
Parties in accordance with the provisions of §
504 of the Civil Code as follows:

Smluvni strany souhlasi s uverejnénim
smlouvy poskytovatelem zdravotnich sluzeb za
ucelem splnéni povinnosti uloZzenych mu
platnou a Ucinnou pravni Upravou, a to
zejména zakonem ¢. 340/2015 Sb., o registru
smluv, ve znéni pozdéjsich predpis(, a dale
pokyny a rozhodnutimi Ministerstva
zdravotnictvi Ceské republiky. Ve smlouvé
nebudou zverejnény osobni Udaje fyzickych
osob, které nejsou verejné dostupné ve
verejném rejsttiku, dlvérné informace dle této
smlouvy a dale pak obchodni tajemstvi, které
si smluvni strany sjednavajici ve smyslu
ustanoveni § 504 obcanského zakoniku takto:
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(recommendation: study protocol and design,
detailed budget, number of evaluation
subjects and their remuneration, duration of
the study, detailed information about the
sponsor’s insurance.) In order to publish this
contract in the sense of this paragraph, the
sponsor / CRO will provide to the Institution
with a revised version of the contractin a
machine-readable format. All information will
be sent to the email:

(doporuceni: protokol a design studie, detailni
rozpocet, pocet subjektl hodnoceni a jejich
odmeénovani, délka trvani studie, detailni
informace o pojisténi zadavatele.) Za ucelem
uverejnéni této smlouvy ve smyslu tohoto
odstavce poskytne zadavatel / CRO
poskytovateli zdravotnich sluzeb revidovanou
verzi smlouvy ve strojové Citelném formatu.
Veskeré informace budou zasildny na emai:

BACKGROUND

PREDMET A UCEL SMLOUVY

1 SPONSOR is a clinical-stage
biopharmaceutical company focused on the
development and commercialization of
innovative therapies to advance care for
people living with cardiovascular and
metabolic (CVM) diseases. The SPONSOR’s
lead compound in development is abelacimab,
an investigational monoclonal antibody that
suppresses the novel antithrombotic target
Factor Xl through dual activity against both
Factor Xl and its activated form, Factor Xla.
Abelacimab is being developed for the
prevention of thrombosis in patients with
Atrial Fibrillation and Cancer-Associated
Thrombosis.

1 ZADAVATEL je biofarmaceuticka spole¢nost v
klinické fazi vyvoje, kterd se zaméruje na vyvoj
a komercializaci inovativnich terapii pro
zlepseni péce o lidi s kardiovaskularnimi a
metabolickymi (CVM) onemocnénimi. Hlavni
vyvijenou latkou ZADAVATELE je abelacimab,
zkoumana monoklonalni protilatka, ktera
potlacuje novy antitromboticky cilovy faktor Xl
prostfednictvim dualni aktivity proti faktoru XI
a jeho aktivované formé, faktoru Xla.
Abelacimab je vyvijen pro prevenci trombdzy u
pacientu s fibrilaci sini a trombdzou spojenou s
nadorovym onemocnénim.

2 By separate agreement, the SPONSOR has
engaged CYTE Ltd (“CYTE Ltd”), to act as agent
of SPONSOR to arrange and administer a
multi-centre observational Disease Registry to
determine in real-life practice the behaviour of
patients with Atrial Fibrillation and at high risk
for thrombosis, and has entered into an
agreement with the SPONSOR concerning the
management, funding and administration of
Registry;

2 ZADAVATEL na zakladé samostatné smlouvy
poveéril spole¢nost CYTE Ltd (dale jen "CYTE
Ltd"), aby jako zastupce ZADAVATELE zajistila a
spravovala multicentricky observacni registr
nemoci s cilem urcit v praxi chovani pacientl s
fibrilaci sini a vysokym rizikem trombézy, a
uzavrela se ZADAVATELEM smlouvu o fizeni,
financovdni a spravé registru;

The Parties intend to participate in the
Registry by rendering their services and agree
to the following:

Strany maji v Umyslu podilet se na Cinnosti
registru poskytovanim svych sluzeb a souhlasi
s nasledujicim:

Section 1. Conduct of the Registry

Oddil 1. Vedeni registru

1. Protocol

1. Protokol

1.1 The nature and scope of the Registry are
described in the Protocol. The Protocol,
including any amendments, constitutes an
integral part of this Agreement. In case of any

1.1 Povaha a rozsah registru jsou popsany v
protokolu. Protokol, véetné pfipadnych zmén,
tvoti nedilnou soucast této Smlouvy. V pripadé
jakéhokoli rozporu mezi touto Smlouvou a
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inconsistency between this Agreement and
the Protocol, the terms of this Agreement shall
prevail.

Protokolem, maji pfednost ustanoveni této
Smlouvy.

1.2 Obligations of Institution. Institution will
ensure that Research Staff is informed of and
agree to abide by all terms of this Agreement
applicable to the activities they perform. The
Institution will inform CYTE Ltd about all
changes of personnel, facilities and methods
at the Institution that may affect the Registry.

1.2 Povinnosti instituce. Instituce zajisti, aby
byli Vyzkumni pracovnici informovani o viech
podminkach této Smlouvy vztahujicich se na
¢innosti, které vykonavaji, a aby souhlasili s
jejich dodrzovanim. Instituce bude informovat
spolecnost CYTE Ltd o vSech zménach
personalu, zatizeni a metod v Instituci, které
mohou mit vliv na Registr.

1.3 No Substitution. Institution may not
reassign the conduct of the Registry to a
different Principal Investigator without prior
written authorization from SPONSOR. In the
event Principal Investigator becomes either
unwilling or unable to perform the duties
required by this Agreement, the Institution or
Principal Investigator will inform CYTE Ltd in
writing within 3 days. The Institution shall
endeavour to promptly appoint a replacement
Principal Investigator that is acceptable to
CYTE Ltd and SPONSOR. In the event SPONSOR
does not approve a replacement Principal
Investigator, SPONSOR or CRO may terminate
this Agreement in accordance with the
termination provisions below.

1.3 Vyména. Instituce nesmi bez pfedchoziho
pisemného povoleni ZADAVATELE prenést
vedeni registru na jiného Hlavniho
zkousejiciho. V ptipadé, Ze Hlavni zkousejici
nebude ochoten nebo schopen plnit
povinnosti vyZzadované touto Smlouvou, bude
Instituce nebo Hlavni zkousejici pisemné
informovat spolec¢nost CYTE Ltd do 3 dnd.
Instituce se vynasnaZzi neprodlené jmenovat
nahradniho Hlavniho zkousejiciho, ktery je
vhodnym pro spole¢nost CYTE Ltd a
ZADAVATELE. V ptipadé, Ze ZADAVATEL
nového Hlavniho zkousejiciho neschvali, mlze
ZADAVATEL nebo CRO tuto Smlouvu ukoncit v
souladu s nize uvedenymi podminkami
ukonceni smlouvy.

2. Ethics Committee / Notifications

2. Schvaleni Etickou komisi/ Oznameni

CYTE Ltd shall make any submissions or
notifications to the regulatory authorities,
where necessary, in accordance with local
laws.

Spoleénost CYTE Ltd musi v pfipadé potfeby
predkladat regulacnim organiim veskera
podani nebo ozndmeni v souladu s mistnimi
zakony.

The Site shall provide any reports/updates
required by the EC and shall provide CYTE Ltd
with copies of all documents.

Pracovisté poskytne veskeré
zpravy/aktualizace pozadované EK a poskytne
spolec¢nosti CYTE Ltd kopie vSsech dokumentu.

3. Debarment

3. Zbaveni opravnéni k vykonu ¢innosti

Institution hereby represent and warrant that
neither has been subject to debarment
proceedings, indicted, convicted, or otherwise
engaged in conduct for which a person can be
debarred.

Instituce timto prohlasuje a zarucuje, Ze
nebyla obvinéna, odsouzena nebo jinak
zapojena do jednani, za které muzZe byt osoba
zbavena opravnéni k vykonu ¢innosti.

4. Patient Information and Informed Consent

4. Informace pro pacienta a informovany
souhlas

Prior to the patient’s enrolment into the
Registry, the Principal Investigator, or their
authorised delegate, shall obtain their written,
dated and signed informed consent to

Pfed zapisem pacienta do Registru musi Hlavni
zkousejici nebo jim povéreny zastupce ziskat
pacientlv pisemny, datovany a podepsany
informovany souhlas s Ucasti, jakoZ i souhlas s
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participate, as well as consent for the
confidential disclosure, processing and
transfer of necessary documentation of the
patient’s health and personal data to CYTE Ltd,
its affiliates, SPONSOR, the competent health
authorities and other institutions as legally
required and in accordance with the standards
specified.

davérnym zverejnénim, zpracovanim a
prfedanim nezbytné dokumentace o zdravi a
osobnich ddajich pacienta spolec¢nosti CYTE
Ltd, jejim pfidruzenym spolec¢nostem,
ZADAVATELI, ptislusSnym zdravotnickym
organdm a jinym institucim, jak to vyZzaduje
zakon a v souladu se stanovenymi standardy.

5. Registry Recruitment

5. Nabor do Registru

This is a prospective and partially
retrospective multi-centre registry of male and
female subjects with AF at elevated risk of
stroke. The collected real-world data will be
used to inform future studies of patients with
AF at elevated risk of stroke who are not
treated with appropriate oral anticoagulant
therapy.

Jednd se o prospektivni a ¢astecné
retrospektivni multicentricky registr muzli a
zen s FS se zvySenym rizikem cévni mozkové
pfihody. Shromazdéné rediné Udaje budou
pouzity pro budouci studie pacient( s FS se
zvySenym rizikem cévni mozkové prihody, ktefi
nejsou léc¢eni vhodnou peroralni
antikoagulacni lécbou.

The registry will enrol up to 10,000 patients;
the patients progress over the 2 years follow
up will be recorded. It is expected that 30
patients will be included in the registry during
the recruitment period, which is 9 months
from the date of this contract.

Do registru bude zatazeno az 10 000 pacient(;
u nichZ bude zaznamenavan vyvoj v prlibéhu
dvouletého sledovani. O¢ekava se zarazeni 30
pacientd do registru po dobu naboru, ktera
¢ini 9 mésicl ode dne uzavreni této smlouvy.

Should the total number of patients enrolled
in the Study be met prior to the end of the
recruitment phase specified herein, CYTE Ltd
on the SPONSOR’s behalf, shall terminate
further enrolment and no payment shall be
made for additional patients enrolled without
prior approval.

Pokud bude splnén celkovy pocet pacientl
zatazenych do studie pred koncem faze
naboru uvedené v této smlouvé, spolecnost
CYTE Ltd jménem ZADAVATELE ukondi dalsi
nabor a za dalsi pacienty zarazené bez
predchoziho souhlasu nebude provedena
platba.

6. Registry Documents and Supplies

6. Registracni dokumenty a potreby

CYTE Ltd shall ensure appropriate and timely
supply of the documents necessary for the
performance of the Registry. The Site hereby
warrants that it shall retain all necessary
records and documents about the Registry as
required by the Protocol.

Spolecnost CYTE Ltd zajisti fadné a v€asné
dodani dokument( nezbytnych pro vykon
¢innosti Registru. Pracovisté timto zarucuje, Ze
bude uchovdvat veskeré potrebné zaznamy a
dokumenty o Registru, jak to vyZaduje
Protokol.

7. Monitoring

7. Monitorovani

The Parties agree to frequent or random
monitoring visits (remote or on-site) of the
Institution by a monitor (CRA) appointed by
CYTE Ltd or SPONSOR. The monitor shall
conduct monitoring visits during the Registry
to discuss the progress of the Registry with the
Principal Investigator and other Research Staff
who will allow direct inspection of all Registry

Strany souhlasi s castymi nebo namatkovymi
monitoracnimi navstévami (na dalku nebo na
misté) Instituce ze strany monitora (CRA)
jmenovaného spolecnosti CYTE Ltd nebo
ZADAVATELEM. Monitorovaci organ provadi
béhem registru monitoracni navstévy s cilem
projednat vyvoj Registru s Hlavnim zkousejicim
a dalsimi vyzkumnymi pracovniky, ktefi
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related records, including patient medical
records requested by the monitor. The Site
shall remain responsible for the accurate and
complete data entry in the eCRFs.

umozni pfimou kontrolu vsech zaznam
souvisejicich s Registrem, vCetné lékarskych
zaznamuU pacient(, o néZ monitor pozada.
Pracovisté z(stava odpovédné za presné a
Uplné vloZeni tdajd do eCRF.

8. Audit and Regulatory Inspection

8. Audit a Regulacni kontrola

Audits or inspections may be performed
during or after completion of the Registry, by
CYTE Ltd, SPONSOR or a regulatory authority
(RA). In the event that CYTE Ltd or SPONSOR
requests to perform such an audit, must be
requested at least 3 working days in advance
the Site shall allow access to the facilities,
make documents available and if necessary
provide further information as requested.
Should a regulatory authority request or carry
out an inspection of the Site’s facilities, the
Site shall immediately notify CYTE Ltd by
telephone or/and email and allow CYTE Ltd
and/or the SPONSOR to be present. The Site
shall provide to CYTE Ltd and/or the SPONSOR
copies of all materials, correspondence,
statements, forms and records that the Site
receives, obtains, or generates pursuant to
any such inspection.

Audity nebo kontroly mohou byt provadény v
prabéhu nebo po dokonceni Registru
spolecnosti CYTE Ltd, ZADAVATELEM nebo
regulacnim organem (RA). V pfipadé, Ze
spolec¢nost CYTE Ltd nebo ZADAVATEL pozadaji
o provedeni takového auditu, je tfeba pozadat
alespon 3 pracovni dny pfedem, musi
Pracovisté umoznit pfistup do zatizeni,
zpfistupnit dokumenty a v pfipadé potreby
poskytnout dalsi pozadované informace.
Pokud regulacni orgdn pozadd o inspekci
zafizeni Pracovisté nebo ji provede, Pracovisté
neprodlené telefonicky a/nebo e-mailem
informuji spolec¢nost CYTE Ltd a umozni
pfitomnost spole¢nosti CYTE Ltd nebo
ZADAVATELE. Pracovisté poskytne spole¢nosti
CYTE Ltd a/nebo ZADAVATELI kopie vSech
materialQ, korespondence, vykaz(, formulari
a zaznamdu, které Pracovisté obdrzi, ziska nebo
vytvori na zakladé takové inspekce.

9. Access. Upon reasonable request,
SPONSOR, authorized representatives of
SPONSOR, and/or authorized representatives
of the RA may, during and after the Registry,
during regular business hours: (i) examine all
CRFs and other Registry records (including
Registry Subject records and medical charts,
Registry Subject ICF documents, (ii) examine
and inspect the facilities and other activities
relating to the Registry or the IRB; and

(iii) observe the conduct of the Registry.

9. Pristup. Na zakladé odlivodnéné Zadosti
mohou ZADAVATEL, povéreni zastupci
ZADAVATELE a/nebo povéreni zastupci RA v
prabéhu a po ukonceni Registru, béhem bézné
pracovni doby: (i) prohlizet vSechny CRF a
dalsi zaznamy Registru (véetné zaznaml a
zdravotnich karet subjekt( registru,
dokumentl ICF subjektu registru,

(ii) provérovat a kontrolovat zafizeni a dalsi
¢innosti souvisejici s registrem nebo IRB; a
(iii) dozorovat ¢innost registru.

10 Notice. Institution shall: (i) inform CYTE Ltd
as soon as practicable of any request by the
RA or other persons to inspect or contact the
Institution with regard to the Registry;

(ii) provide SPONSOR and CYTE Ltd with a copy
of any communications sent by such persons;
and (iii) provide SPONSOR and CYTE Ltd the
opportunity to participate in any proposed or
actual responses by Institution to such
communications and to make reasonable

10 Upozornéni. Instituce musi: (i) co nejdrive
informovat spolec¢nost CYTE Ltd o jakékoli
Zadosti orgdnu prislusného k reSeni nebo
jinych osob o kontrolu nebo kontaktovani
instituce, v souvislosti s Registrem;

(ii) poskytnout ZADAVATELI a spole¢nosti CYTE
Ltd kopii jakékoli komunikace zaslané témito
osobami; a (iii) poskytnout ZADAVATELI a
spolecnosti CYTE Ltd moZnost Ucastnit se
jakychkoli navrhovanych nebo skutecnych
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efforts to ensure that SPONSOR may be
present or represented during any such visit.

odpovédi nebo Instituce na takovou
komunikaci a vyvinout pfimérené usili k
zajisténi toho, aby ZADAVATEL mohl byt
pfitomen nebo zastoupen béhem jakékoli
takové navstévy.

10.1 Cooperation. Institution will ensure the
full cooperation of the Research Staff and
Ethics Comittee of University Hospital Motol
with any such inspection and will ensure
timely access to applicable records and data.

10.1 Spoluprace. Instituce zajisti plnou
spolupraci vyzkumnych pracovnik(l a pfipadné
etické komise FN v Motole pfi kazdé takové
inspekci a zajisti v€asny pfristup k pFislusSnym
zaznamUm a udajam.

11. Confidentiality

11. DUOvérnost

11.1 Confidential Information. Except as
provided elsewhere in this Section 11, Site and
Research Staff, shall treat all information and
materials disclosed or provided to it by, or on
behalf of, SPONSOR or CYTE Ltd as confidential
information belonging to SPONSOR
(“Confidential Information”). Confidential
Information means any and all non-public
scientific, technical, business, regulatory, or
financial information in whatever form
(written, oral, electronic or visual) that is
delivered or otherwise disclosed to Site or
Research Staff during the term of this
Agreement, by or on behalf of CYTE Ltd or
SPONSOR or its affiliates, including, without
limitation, patent applications, technology,
business plans, the Protocol and all
information relating thereto, the financial
terms of this Agreement, all approvals and
correspondence with or from the IRB or EC or
other entities with oversight responsibilities
for the Registry, including ethics committees
or data safety monitoring committees, all
Registry correspondence, all CRFs, all
proprietary biological, chemical or other
materials; applications, formulas,
manufacturing processes, basic scientific data,
Registry Data, prior clinical data and
formulation information; and SPONSOR
Technology and REGISTRY Inventions (both
hereinafter defined).

11.1 Davérné informace. S vyjimkou pfipadu
uvedenych v jinych ¢astech tohoto oddilu 11,
musi Zameéstnanci pracovisté a Vyzkumni
pracovnici zachazet se vsemi informacemi a
materialy, které jim byly sdéleny nebo
poskytnuty ZADAVATELEM nebo spolecnosti
CYTE Ltd nebo jejich jménem, jako s
davérnymi informacemi patficimi ZADAVATELI
("Dlvérné informace"). Davérnymi
informacemi se rozuméji veskeré neverejné
védecké, technické, obchodni, regulacni nebo
finan¢ni informace v jakékoli formé (pisemné,
ustni, elektronické nebo vizualni), které jsou
doddany nebo jinak sdéleny Pracovisti nebo
Vyzkumnym pracovnikim béhem trvani této
Smlouvy spoleénosti CYTE Ltd nebo jejim
ZADAVATELEM ¢i jeho pfidruzenymi
spole¢nostmi, mimo jiné véetné zadosti o
patenty, technologii, obchodnich pland,
protokolu a vSech souvisejicich informaci,
finanénich podminek této Smlouvy, veskerych
schvaleni a korespondence s IRB nebo EK nebo
s jinymi subjekty s odpovédnosti za dohled
nad Registrem, vcetné etickych komisi nebo
komisi monitorujicich bezpecnost udaja,
veskeré korespondence v registru, vSech CRF,
veskerych patentovanych biologickych,
chemickych nebo jinych materiald; aplikaci,
vzorcd, vyrobnich proces(, zakladnich
védeckych Gdajud, udajd z Registru,
predchozich klinickych tdaji a informaci o
sloZeni; a technologie a vynalez(i ZADAVATELE
¢i REGISTRU (oboji definovano nize).

11.2 Nondisclosure and Nonuse. During the
term of this Agreement and for a period of
seven (7) years after termination or expiration

11.2 Nezverejiiovani a nepouzivani. Po dobu
trvani této Smlouvy a po dobu sedmi (7) let po
ukonéeni nebo vyprseni platnosti této
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of this Agreement, Site agree sand will ensure
that the Research Staff agree to maintain in
strict confidence all of the Confidential
Information of SPONSOR and not to use any
Confidential Information except as expressly
permitted under this Agreement. Confidential
Information is and remains the confidential
and proprietary property of SPONSOR, and
may be disclosed to third parties by Site only
on a need-to-know basis as necessary for
purposes expressly authorized in this
Agreement. Site agrees that any third party to
whom disclosures of Confidential Information
are made shall be bound by obligations of
confidentiality and non-use at least as
restrictive as those contained in this Section 9.

Smlouvy, Pracovisté souhlasi s tim, aby
Vyzkumni pracovnici souhlasili s pfisnym
zachovanim davérnosti vSech dlvérnych
informaci ZADAVATELE a s tim, Ze nepouZiji
zadné davérné informace, s vyjimkou pripadu
vyslovné povolenych touto Smlouvou.
Davérné informace jsou a zUstavaji divérnym
a vlastnickym majetkem ZADAVATELE a
mohou byt zpfistupnény tfetim strandm pouze
v pfipadé potreby znat tuto informaci, pokud
je to nezbytné pro ucely vyslovné povolené v
této Smlouvé. Pracovisté souhlasi s tim, Ze
jakdkoli tfeti strana, které jsou zpfistupnény
dlvérné informace, bude vazana povinnostmi
mlcenlivosti a zdkazu zneuziti, které jsou
pfinejmensim stejné restriktivni jako
povinnosti obsazené v tomto oddile 9.

11.3 Exceptions. The confidentiality and
nonuse obligations of this Section 9 shall not
apply to information that Site can
demonstrate by competent proof:

11.3 Vyjimky. Povinnost mlcenlivosti a
nepoutziti informaci podle tohoto oddilu 9 se
nevztahuje na informace, které muze
Pracovisté prokazat prislusnym didkazem:

11.3.1 s already in the possession of Site at
the time of disclosure other than as a result of
Site’s breach of any legal obligation;

11.3.1 jsoujiz v dobé zverejnéni ve
vlastnictvi Pracovisté, a to jinak neZ v dusledku
poruseni zakonné povinnosti ze strany
Pracovisté;

11.3.2 is or later becomes part of the public
domain through no fault of Site in breach of
this Agreement;

11.3.2 je nebo se pozdéji stane soucasti
verejné domény bez zavinéni Pracovisté v
rozporu s touto Smlouvou;

11.3.3 becomes known to Site on a non-
confidential basis through disclosure by
sources other than SPONSOR or CYTE Ltd or its
affiliates having the apparent legal right to
disclose such Confidential Information;

11.3.3 se Pracovisté dozvi na ned(ivérné bazi
prostfednictvim zverejnéni jinymi zdroji nez
ZADAVATELEM nebo spole¢nosti CYTE Ltd
nebo jejimi pfidruZzenymi spole¢nostmi, které
maji zjevné zdkonné pravo tyto Dlvérné
informace zverejnit;

11.3.4 isindependently developed by Site
without reference to or reliance upon
Confidential Information; or

11.3.4 je nezavisle vyvinutd Pracovistém bez
odkazu na Dlvérné informace nebo spoléhani
se na DOvérné informace; nebo

11.3.5 s the subject of a written permission
to disclose by SPONSOR or CYTE Ltd.

11.3.5 je predmétem pisemného povoleni
ke zverejnéni ZADAVATELEM nebo spole¢nosti
CYTE Ltd.

11.4  Permitted Disclosure.
Notwithstanding the foregoing, Site disclose
Confidential Information to third parties to the
extent such disclosure is required by
Applicable Law, order of a court, government
agency or the like having competent
jurisdiction; if and only if, Site gives

11.4  Povolené zverejnéni informaci. Bez
ohledu na vyse uvedené muze Pracovisté
zpfistupnit Davérné informace tfetim stranam
v rozsahu, v jakém je takové zptistupnéni
vyzadovano platnymi pravnimi predpisy,
prikazem soudu, vladni agentury nebo
podobné, které maji prislusnou jurisdikci;

7|18P age

ANTHOS GARDENIA I
Version: 1

Date:

ANTHOS GARDENIA I
Verze: 1
Datum:



SPONSOR/CYTE Ltd prior notice of the
required disclosure and uses reasonable
efforts to cooperate with SPONSOR to allow
assertion of whatever exclusions or
exemptions may be available to it under
Applicable Laws. With respect to any
disclosure permitted in accordance with this
Section 11.4, Site may only disclose what is
reasonably necessary to comply with the
applicable disclosure requirement.

pokud a pouze pokud Pracovisté pfedem
oznami spolecnosti ZADAVATELI/CYTE Ltd
pozadované zvefejnéni a vynaloZi pfimérené
usili ke spoluprdci se ZADAVATELEM, aby
umoznily uplatnéni jakychkoli vyjimek nebo
vyjimek, které mu mohou byt k dispozici podle
platnych pravnich predpisd. Pokud jde o
jakékoli zverejnéni povolené v souladu s timto
oddilem 11.4, m(Ze Pracovisté zverejnit pouze
to, co je pfimérené nezbytné pro splnéni
prislusného pozadavku na zverejnéni.

12. Patient Data

12. Udaje o pacientech

12.1 Protection and Retention of Patient Data

12.1 Ochrana a uchovavani udajl o pacientech

With respect to the patients’ medical records,
the Parties agree to exercise measures to hold
in confidence the identity of the patients in
accordance with applicable Law.

Pokud jde o lékafské zaznamy pacientq, Strany
se dohodly, Ze pfijmou opatfeni k zachovani
dlvérnosti o totoZnosti pacientl v souladu s
platnymi pravnimi predpisy.

The Site is obliged to retain the documents
facilitating identification of the patients
included in the Registry so called Identification
Subject List, and all other Registry related
documentation disclosed by SPONSOR, for a
period defined in the SPONSOR/CYTE Ltd
instructions or the Protocol.

Pracovisté je povinno uchovavat dokumenty
umoznujici identifikaci pacient( zarazenych do
Registru tzv. Patient List a veSkerou dalsi
dokumentaci souvisejici s Registrem, kterou
vyhotovil ZADAVATEL, po dobu stanovenou v
pokynech ZADAVATELE/CYTE Ltd nebo v
Protokolu.

12.2 Personal Data Protection and Privacy

12.2 Ochrana osobnich udajd a soukromi

The Parties recognise a common goal of
securing all personal data and holding such
information in confidence and protecting it
from unauthorized disclosure. CYTE Ltd shall
be an independent data controller with
respect to its processing of personal data
contained in the Registry related personal data
reported by Institution. Cyte Ltd is acting as a
data processor solely on behalf of the
SPONSOR with regard to Registry related
personal data. Institution shall continue to be
an independent data controller of personal
data processed by Institution in medical
records with respect to the providing of health
services. The Parties represent and warrant
that they will comply with the provisions of
Applicable Law relating to the confidentiality,
privacy and security of such personal data. In
addition, the Institution shall comply with the
following provisions:

Smluvni strany uznavaji spolecny cil, kterym je
zabezpeceni vSech osobnich udaji a zachovani
dlvérnosti téchto informaci a jejich ochrany
pred neopravnénym vyzrazenim. Spoleénost
CYTE Ltd je nezavislym spravcem udaiji, pokud
jde o zpracovani osobnich udajli obsazenych v
Registru, které Instituce nahlasi. Spole¢nost
Cyte Ltd jedna jako zpracovatel udajl
vyhradné jménem ZADAVATELE, pokud jde o
osobni Udaje souvisejici s Registrem. Instituce
je i naddle nezavislym spravcem osobnich
Udajl zpracovavanych Instituci ve zdravotnické
dokumentaci v souvislosti s poskytnutim
zdravotnich sluZzeb. Strany prohlasuji a
zarucCuji, Zze budou dodrZovat ustanoveni
platnych pravnich pfedpisu tykajicich se
dlvérnosti, soukromi a bezpecénosti téchto
osobnich Gdajli. Kromé toho musi Instituce
dodrZovat nasledujici ustanoveni:
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12.2.1  Authorization to Use and Disclose
Health Information. Institution shall provide
an appropriate privacy notice to each Registry
in line with GDPR Consent requirements.Each
Registry Subject, complying with Applicable
Law, which will enable Institution to provide
SPONSOR, CYTE Ltd and other persons and
entities designated by SPONSOR access to
completed case report forms (“CRFs”), source
documents and all other information required
by the Protocol. The GDPR consent may be
incorporated into the ICF or handled as a
separate document. GPDR Consent expressed
by the study participant can be incorporated
to ICF or separated from the ICF. If GDPR
consent is separated, Institution will only use
the authorization that is approved by
SPONSOR, EC and/or RA (if applicable).
Institution will provide SPONSOR or CYTE Ltd
an opportunity to review and approve the
content of the GDPR Consent (including any
revisions made during the course of the
Registry) before it is used.

12.2.1 Oprdvnéni k pouzivani a zverejiiovani
zdravotnich informaci. Instituce poskytne
kazdému subjektu registru ptislusné oznameni
o ochrané osobnich udajlv souladu s
pozadavky GDPR. V souladu s platnymi
pravnimi ptedpisy, které Instituci umozni
poskytnout ZADAVATELI, spole¢nosti CYTE Ltd
a dalsim osobam a subjektdim uréenym
ZADAVATELEM pfistup k vyplnénym
formulardm pro hlaseni pfipadl (dale jen
,»CRF“), zdrojovym dokumentim a viem
dal$im informacim pozadovanym protokolem.
Souhlas GDPR, ktery vyjadfuje Ucastnik studie
mUzZe byt zaclenén do ICF nebo s ni mize byt
nakladano jako se samostatnym dokumentem.
Pokud je souhlas GDPR oddélen od ICF, bude
Instituce pouzivat pouze autorizaci schvdlenou
ZADAVATELEM, etickou komisi a/nebo RA (je-li
to relevantni). Instituce poskytne ZADAVATELI
nebo spole¢nosti CYTE Ltd moZnost
pfezkoumat a schvalit obsah souhlasu GDPR
(v€etné vsech revizi provedenych v pribéhu
Registru) pred jeho pouzitim.

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

12.2.2 Poutziti osobnich Gdajd subjektu
registru. Instituce nebude pouzivat osobni
Udaje ziskané od subjektl Registru v
souvislosti s Registrem pro jiné ucely, nez jsou
uvedeny v Protokolu, a bude tyto osobni Udaje
spravovat v souladu s platnymi pravnimi
predpisy.

12.2.3 Disclosure of Registry Subject
Personal Data. Institution shall not disclose
personal data to CYTE Ltd or the SPONSOR, the
Institution shall avoid the disclosure of
personal data in accordance with Applicable
Law.

12.2.3 Zverejnéni osobnich udajl subjektu
registru. Instituce nesdéli osobni Udaje
spolecnosti CYTE Ltd ani ZADAVATELI, Instituce
nezverejnéni osobni Udaje v souladu s
platnymi pravnimi predpisy.

12.2.4.1 the conduct of clinical Registry;

12.2.4.1 provadéni klinického registru;

12.2.4.2 verification by government or
regulatory agencies, the SPONSOR, CYTE Ltd
and their agents and affiliates;

12.2.4.2 ovéreni vladnimi nebo regulac¢nimi
organy, ZADAVATELEM, spolecnosti CYTE Ltd a
jejich zastupci a ptidruzenymi spolec¢nostmi;

12.2.4.3 compliance with legal and regulatory
requirements;

12.2.4.3 dodrzZovani pravnich a regulacnich
poZadavk(;

12.2.4.4 publication on
www.clinicalRegistrys.gov and other websites
and/or databases that serve a comparable
purpose;

12.2.4.4 zverejnéni na
www.clinicalRegistrys.gov a dalSich
internetovych strankach a/nebo databazich,
které slouZi srovnatelnému ucelu;

12.2.4.5 compilation of performance metrics;

12.2.4.5 sestaveni vykonnostnich ukazatel(;
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12.2.4.6 storage in databases to facilitate the
selection of investigators for future clinical
Registries; and

12.2.4.6 ukladani do databazi s cilem usnadnit
vybér zkousejicich pro budouci klinické
Registry a

12.2.4.7anti-corruption compliance.

12.2.4.7 dodrZovani protikorupcnich pravidel.

As required by the SPONSOR or CYTE Ltd, CYTE
Ltd. shall give an appropriate privacy notice
and obtain consent from the Research Staff
and other employees for the processing of
their personal data under Applicable Law.

V souladu s poZzadavkem ZADAVATELE nebo
spolecnosti CYTE Ltd, CYTE Ltdvhodnym
zplUsobem informuje o ochrané osobnich
udajli a ziska souhlas Vyzkumnych pracovnik
a dalSich zaméstnancl se zpracovanim jejich
osobnich udajd podle platnych pravnich
predpisu.

12.2.5 |Institution shall process personal data
relating to SPONSOR’s and CYTE Ltd
employees/contractors only to the extent, and
in such a manner as is necessary for the
purposes of this Agreement. The Institution
shall not transfer personal data identifying
SPONSOR’s and CYTE Ltd.’s
employees/contractors to a third party
without the prior written consent of SPONSOR
or CYTE Ltd, as applicable.

12.2.5 Instituce bude zpracovdavat osobni
Udaje tykajici se zaméstnanc(/smluvnich
partnerll ZADAVATELE a spole¢nosti CYTE Ltd
pouze v rozsahu a zplsobem, ktery je
nezbytny pro Ucely této Smlouvy. Instituce
nesmi predavat osobni Udaje identifikujici
zaméstnance/smluvni partnery ZADAVATELE a
spolec¢nosti CYTE Ltd. tfeti strané bez
pfedchoziho pisemného souhlasu
ZADAVATELE nebo ptipadné spolecnosti CYTE
Ltd.

12.2.6  Each Party warrants that it will take
technical and organizational measures against
unauthorized or unlawful processing,
accidental loss, destruction, and/or damage of
personal data from another Party.

12.2.6 Kazda strana se zarucuje, Ze pfijme
technicka a organizacni opatreni proti
neopravnénému nebo protipravnimu
zpracovani, ndhodné ztraté, zni¢eni a/nebo
poskozeni osobnich Udajli od druhé strany.

12.3 Personal Data Breach. Institution shall
notify CYTE Ltd, in the manner specified in the
Agreement, within twenty-four (24) hours of
discovery of a suspected personal data breach
related to the processing of personal data
under the Agreement. In the course of
notification, Institution will provide, as
feasible, sufficient information to assess the
incident and make any required notification to
any government authority within the timeline
required by Applicable Law. Where the
SPONSOR, CYTE Ltd and Institution decide that
notification is required by Applicable Law,
Institution shall be responsible for providing
such notification, which shall be provided to
CYTE Ltd and SPONSOR for review and
approval prior to delivery to data subjects,
government authorities or other third parties.

12.3 Poruseni ochrany osobnich udaju.
Instituce uvédomi spolec¢nost CYTE Ltd
zplUsobem uvedenym ve Smlouvé do dvaceti
Ctyf (24) hodin od zjisténi podezieni na
poruseni zabezpeceni osobnich udaja v
souvislosti se zpracovanim osobnich udajl
podle Smlouvy. V pribéhu oznamovani
poskytne Instituce podle moznosti dostatek
informaci k posouzeni incidentu a k provedeni
pozadovaného oznameni jakémukoli viddnimu
organu ve lhGté vyZadované platnymi pravnimi
predpisy. Pokud se ZADAVATEL, spole¢nost
CYTE Ltd a Instituce rozhodnou, Ze je podle
platnych pravnich predpist vyZzadovano
oznameni, je Instituce odpovédna za
poskytnuti takového ozndmeni, které bude
pred dorucenim subjektim Udajd, viadnim
organdm nebo jinym tfetim stranam
poskytnuto spolec¢nosti CYTE Ltd a
ZADAVATELI ke kontrole a schvaleni.
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13. Publications

13. Publikace

A Registry council comprising a National
Coordinator representative from each country
will provide a leadership forum and will
participate in publications planning and
execution in cooperation and coordination
with the Global Study Steering Committee.

Registracni rada sloZzena ze zastupcl
Narodnich koordinator( z kazdé zemé
poskytne vedouci férum a bude se podilet na
pldnovani a provadéni publikaci ve spolupraci
a koordinaci s Globalnim Ridicim Vyborem
Studie.

14. Term and Termination of the Agreement

Doba trvani a ukonceni Smlouvy

14.1 This Agreement shall remain in force and
effect for the full duration of the Registry
according to the Registry Protocol unless
terminated prematurely.

14.1 Tato Smlouva z(istava v platnosti a
ucinnosti po celou dobu trvani Registru v
souladu s Protokolem o Registru, pokud neni
predcéasné ukoncena.. .

14.2 CYTE Ltd, acting as agent of SPONSOR,
may terminate this Agreement for reasons
including, but not limited to, any of the
following occurrences:

14.2 Spole¢nost CYTE Ltd, jednajici jako
zastupce ZADAVATELE, mZe tuto Smlouvu
vypovédét, mimo jiné z nasledujicich divod:

(a) Patient recruitment has not been
completed within the scheduled period;

a) Nabor pacientl nebyl dokoncen v
pldnovaném terminu;

14.3 Termination of this Agreement by any
Party shall not affect the rights and obligations
of the Parties accrued prior to the effective
date of termination of this Agreement.
Neither the expiration nor the termination of
this Agreement, however effectuated shall
cause the Parties to be released from their
rights and obligations under any other
provisions of this Agreement that by their
terms are understood to survive termination.
14.4. The institution is entitled to terminate
this contract in the event of gross breach of
CYTE Ltd's obligations during the course of the
study. The notice period is 30 days from the
date of the Institution's written statement.

14.3 Ukonceni této Smlouvy kteroukoli
stranou nema vliv na prdva a povinnosti stran
vzniklé pred datem ucinnosti ukonceni této
Smlouvy. Ukonéeni platnosti ani vypovézeni
této Smlouvy, at uz k nému dojde jakymkoli
zplUsobem, nezbavuje Strany jejich prav a
povinnosti vyplyvajicich z jinych ustanoveni
této Smlouvy, ktera podle svého obsahu
zGstavaji v platnosti i po jejim vypovézeni.

14.4. Instituce je opravnéna vypovédét tuto
smlouvu v pfipadé hrobého poruseni
povinnosti CYTE Ltd v pribéhu provadéni
studie. Vypovédni doba ¢ini 30 dnll ode dne
pisemného prohlaseni Instituce.

15. Payment Terms and Conditions

Platebni podminky a ustanoveni

In consideration for the performance of the
Registry, the Site shall be paid by CYTE Ltd as
agent of SPONSOR, in accordance with the
Payment Schedule set out in Appendix 1
attached hereto.

Za provedeni Registru zaplati CYTE Ltd jako
zastupce ZADAVATELE Pracovisti v souladu s
platebnim planem uvedenym v Pfiloze €. 1
této Smiouvy.

It shall be the responsibility of the Site to
comply with all obligations in respect of taxes
and social security contributions, if applicable,
which relate to the patient matter of this
Agreement including, without limitation, those
that relate to the Institution and its employees
and/or collaborators.

Pracovisté je odpovédné za splnéni vSech
povinnosti tykajicich se dani a pfispévkl na
socidlni zabezpeceni, které se pripadné
vztahuji k pacientovi, ktery je predmétem této
Smlouvy, mimo jiné véetné téch, které se
vztahuji Instituci a jeji zaméstnance a/nebo
spolupracovniky.
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17. Intellectual Property

Dusevni vlastnictvi

(a) Any inventions, know-how, improvements,
discoveries, innovations, suggestions, ideas,
work product, results, data and reports
(whether or not patentable or otherwise
protectable under intellectual property laws),
made or developed by Institution, Investigator
and/or Research Staff, alone or jointly with
others and resulting from the performance of
this Study or made using Study Information
(collectively, with all associated intellectual
property rights, “Inventions”) shall be
promptly disclosed to SPONSOR and shall
become, be and remain the sole and exclusive
property of SPONSOR. Institution and
Investigator hereby assign and shall ensure all
Research Staff assign all right, title, and
interest in and to Inventions to SPONSOR, free
and clear of all liens, claims or other
encumbrances. All Inventions are, to the
fullest extent possible, “works made for hire”
for the benefit of SPONSOR. Upon SPONSOR's
request, and at SPONSOR’s reasonable cost
and expense, Institution and Investigator shall
take (and will cause Research Staff to take)
such actions as SPONSOR deems necessary or
appropriate to perfect and enforce SPONSOR'’s
exclusive ownership of Inventions and obtain
patent or other proprietary protection in
SPONSOR's name with respect to any of the
foregoing.

(a) Veskeré vynalezy, know-how, vylepseni,
objevy, inovace, navrhy, napady, pracovni
produkty, vysledky, udaje a zpravy (bez ohledu
na to, zda jsou ¢i nejsou patentovatelné nebo
jinak chranitelné podle zakon( o dusevnim
vlastnictvi), které byly provedeny nebo
vyvinuty Instituci, Zkousejicim a/nebo
Vyzkumnymi pracovniky, samostatné nebo
spolecné s ostatnimi a které jsou vysledkem
provadéni této studie nebo byly provedeny s
vyuzitim informaci o studii (spolecné se vSemi
souvisejicimi pravy dusevniho vlastnictvi, dale
jen ,Vyndlezy“), musi byt neprodlené sdéleny
ZADAVATELI a stanou se a zUstanou vyhradnim
a vylu€nym vlastnictvim ZADAVATELE.
Instituce a Zkousejici timto prevadéji a zajisti,
aby vsichni vyzkumni pracovnici prevedli
veskera prava, vlastnicka prava a podily na
vyndlezech ZADAVATELI, a to bez jakychkoli
zastavnich prdv, narokl nebo jinych bremen.
Vsechny vyndlezy jsou v maximadlni moziné
mire ,,dily vytvofenymi na zakdzku“ ve
prospéch ZADAVATELE. Na Zadost
ZADAVATELE a na jeho pfimérené ndklady
Instituce a Zkousejici podniknou (a zajisti, aby
Vyzkumni pracovnici podnikli) takové kroky,
které ZADAVATEL povaZuje za nezbytné nebo
vhodné pro zdokonaleni a prosazeni vyluéného
vlastnictvi Vynalez(i ZADAVATELEM a ziskani
patentové nebo jiné vlastnické ochrany
jménem ZADAVATELE s ohledem na vyse
uvedené.

(b) Neither CYTE Ltd nor SPONSOR shall
transfer to Institution or Investigator (or
Research Staff) by operation of this
Agreement or by any other means any patent
right, copyright or other proprietary or
property right of SPONSOR.

(b) Spole¢nost CYTE Ltd ani ZADAVATEL
neprevedou na Instituci nebo Zkousejiciho
(nebo Vyzkumné pracovniky) na zakladé této
Smlouvy ani Zddnymi jinymi prostredky Zadna
patentova prava, autorska prava nebo jina
vlastnicka nebo majetkova prava ZADAVATELE.

18. Conflict of Interests

Stret zajmu

The Site warrants that it, as well as all
Research Staff, is not presently under any
agreement or obligation which may conflict
with the duties and obligations to CYTE Ltd or
SPONSOR under this Agreement, and further
agrees not to undertake any such obligation or
agreement during the course of the Registry.

Pracovisté zarucuje, Ze v soucasné dobé,
stejné jako vsichni Vyzkumni pracovnici, neni v
souladu s Zddnou smlouvou nebo povinnosti,
ktera by mohla byt v rozporu s povinnostmi a
zavazky vici spole¢nosti CYTE Ltd nebo
ZADAVATELI podle této Smlouvy, a dale se
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zavazuje, ze béhem trvani Registru zadny
takovy zdvazek nebo smlouvu nepfijme.

19. Relationship of Parties

19. Vztahy smluvnich stran

The Site shall perform its services under this
Agreement only as an independent contractor
for SPONSOR, and nothing contained herein
shall be construed to be inconsistent with that
relationship or status.

Pracovisté bude vykondvat své sluzby podle
této Smlouvy pouze jako nezdavisly dodavatel
ZADAVATELE a nic z toho, co je obsaZzeno v
této Smlouvé, nesmi byt vykladano v rozporu s
timto vztahem nebo postavenim.

The Registry is performed independently from
any business transactions and decision on
supply purchases with SPONSOR. The Site shall
not receive any benefits for their provision of
services for the Registry other than the
remuneration agreed.

Registr je provadén nezavisle na jakychkoli
obchodnich transakcich a rozhodnutich o
nakupu doddvek u ZADAVATELE. Pracovisté
neobdrzi za poskytovani sluzeb pro Registr
zadné jiné vyhody neZ sjednanou odménu.

The Site shall not retain any subcontractor to
perform any of its obligations under this
Agreement without the prior written consent
of SPONSOR or CYTE Ltd. Any such consent
shall not relieve the Site of its obligations
hereunder.

Pracovisté si nesmi najmout Zadného
subdodavatele k plnéni jakychkoli svych
povinnosti podle této Smlouvy bez
pfedchoziho pisemného souhlasu
ZADAVATELE nebo spolecnosti CYTE Ltd.
Zadny takovy souhlas nezbavuje Pracovidté
jejich zavazkl podle této Smlouvy.

The Site understands and agrees that this
Agreement is being entered into on behalf of
SPONSOR and for SPONSOR’s benefit that
accordingly, SPONSOR is a third-party
beneficiary hereto.

Pracovisté bere na védomi a souhlasi s tim, Ze
tato smlouva je uzavirana jménem
ZADAVATELE a v jeho prospéch a ze
ZADAVATEL je v souladu s tim opravnénou
tfeti stranou této smlouvy.

20. Assignment

20. Postoupeni

The Site may not assign its rights or obligations
out of this Agreement to any third party
without the prior written consent of CYTE Ltd
or SPONSOR, which consent shall not be
unreasonably withheld. SPONSOR shall have
the right to assign its rights and obligations in
this Agreement to any third party and shall
provide notice of such assignment to Site.

Pracovisté nesmi postoupit sva prava nebo
povinnosti z této smlouvy Zadné treti strané
bez ptedchoziho pisemného souhlasu
spolecnosti CYTE Ltd nebo ZADAVATELE, ktery
nesmi byt bezdGvodné odepren. ZADAVATEL
ma pravo postoupit sva prava a povinnosti
vyplyvajici z této Smlouvy na jakoukoli tfeti
stranu a je povinen o takovém postoupeni
informovat Pracovisté.

21. Publicity

21. Publicita

No Party to this Agreement shall use the name
of any party hereto or CYTE Ltd name in
connection with any advertising or promotion
of any product or service without the prior
written permission of such Party or SPONSOR,
as appropriate.

Z4adna strana této Smlouvy nesmi pouzivat
jméno kterékoli strany této smlouvy nebo
jméno spolecnosti CYTE Ltd v souvislosti s
reklamou nebo propagaci jakéhokoli produktu
nebo sluzby bez pfedchoziho pisemného
souhlasu takové strany, ptipadné
ZADAVATELE.

22. Communications

22. Komunikace
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(1) The Parties undertake to notify each
other of all events that influence the
performance of this Agreement.

(1) Strany se zavazuji vzajemné se
informovat o vSech udalostech, které ovliviuji
plnéni této Smlouvy.

(2) Notifications and payments shall be (2) Ozndmeni a platby se provadéji na
made to the following addresses: tyto adresy:

To CYTE Ltd: CYTE Ltd:

See Page 1 Viz strana 1

To SPONSOR: ZADAVATELI:

See Page 1 Viz strana 1

To Institution: Instituci:

See Page 1 Viz strana 1

23. Contractual 23. Smluvni

23.1 Entire Agreement

23.1 Uplna Smlouva

This Agreement (including the Protocol and
any Appendices hereto) represents the entire
understanding between the Parties with
respect to the patient matter hereof. No
amendment to this Agreement will be
effective or binding unless it is in writing
signed by all parties and refers to this
Agreement.

Tato Smlouva (v€etné Protokolu a veskerych
jeho pfiloh) pfedstavuje uplné ujedndni mezi
Stranami, pokud jde o pacientskou zaleZitost
této Smlouvy. Zadny dodatek k této Smlouvé
nebude Uc¢inny ani zdvazny, pokud nebude
pisemné podepsan vsemi Stranami a nebude
odkazovat na tuto Smlouvu.

23.2 Applicable Law, Place of Venue

23.2 Rozhodné pravo, Soudni pfislusnost

The Parties agree that this Agreement shall be
governed by Law of the Czech Repubilic,
without regard to the conflicts of law’s
provisions thereof.

Strany se dohodly, Ze tato Smlouva se bude
Fidit pravem Ceské republiky, bez ohledu na
jeho ustanoveni o kolizi pravnich norem.

The parties will endeavour to settle amicably
any dispute having its origin in this Agreement.
In case a dispute is brought before a court of
law, the general courts of the Czech Republic
are exclusively responsible for hearing it in the
place determined by Czech legal regulations,
This Agreement is concluded in Czech and
English language mutations. In case of
discrepancies between the versions, the Czech
version of the contract is decisive.

Strany budou usilovat o smirné urovnani
jakéhokoli sporu, ktery ma plvod v této
dohodé. V ptipadé, Ze je spor predlozen
soudu, jsou k jeho projednani pfislusné
vyhradné obecné soudy Ceské republiky v
misté urceném dle ceskych pravnich predpisu.

Tato smlouva je uzaviena v Ceské a anglické
jazykové verzi. V pfipadé rozporl mezi verzemi
je rozhoduijici ¢eska verze smlouvy.

23.3 Severability

23.3 Oddélitelnost

Should any of the provisions of this Agreement
be declared entirely or in part invalid or
unenforceable by the pertinent authorities
according to the applicable laws, the
remaining terms of this Agreement shall not
be affected by such declaration. Such invalid
provision shall be replaced by a valid provision

Pokud by nékteré z ustanoveni této Smlouvy
bylo pfislusSnymi organy podle platnych
pravnich predpisl prohlaseno za zcela nebo
zCasti neplatné nebo nevymahatelné, nema
takové prohldseni vliv na ostatni ustanoveni
této Smlouvy. Takové neplatné ustanoveni
bude nahrazeno platnym ustanovenim, které
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reflecting to the extent possible the intent of
the original provision.

bude v co nejvétsi mire odrazet zamér
plvodniho ustanoveni.

23.4 Waiver

23.4 Vzdani se prava

The waiver of or acquiescence by any party
hereto to any terms or provision hereunder, or
the failure of any party to insist upon strict
compliance with any warranty, representation,
agreement, term, or condition in this
Agreement, shall not constitute a waiver of
any subsequent default or failure, whether
similar or dissimilar.

Zieknuti se jakychkoli podminek nebo
ustanoveni této Smlouvy nebo souhlas s nimi
ze strany kterékoli strany, ani to, Ze kterakoli
strana netrva na prisném dodrzovani jakékoli
zaruky, prohlaseni, dohody, podminky nebo
ujednani v této Smlouvé, nepredstavuje
zieknuti se jakéhokoli nasledného neplnéni
nebo selhani, at uz podobného nebo
odlisného.

Agreed to and accepted:

Odsouhlaseno a pfijato:

CYTE Limited (on behalf of sponsor)

CYTE Limited (jménem zadavatele)

Signature

Podpis

Printed Name

Jméno hllkovym pismem

Title Nazev
Date Datum
INSTITUTION INSTITUCE
Signature Podpis

Printed Name

Jméno halkovym pismem

Title Nazev

Date Datum
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APPENDIX 1

PRILOHA 1

Payment of study conduct

Platba za provedeni studie

(a) Total payment, compliance

a) Celkova platba, soulad

Payment of remuneration will only be made
for eligible patients who meet all of the
applicable inclusion and exclusion criteria of
the Protocol, under the condition that the
Registry is conducted in accordance with the
Protocol, the Registry documentation is
complete and evaluable, can be verified from
the patient medical files, and is submitted to
CYTE Ltd at the stipulated points in time.
Unless expressly agreed otherwise in writing,
total payment will not exceed the amount set
out below.

Odmeéna bude vyplacena pouze za
zpUsobilépacienty, ktefi splni vSechna
prislusna kritéria pro zarazeni a vylouceni
uvedena v Protokolu, a to pod podminkou, Ze
Registr bude veden v souladu s Protokolem,
dokumentace Registru bude Uplna a
vyhodnotitelna, bude mozné ji ovéfit ze
zdravotnich zaznama pacientl a bude
predloZena spolecnosti CYTE Ltd ve
stanovenych terminech. Pokud neni vyslovné
pisemné dohodnuto jinak, celkova platba
nepresahne nize uvedenou ¢astku.

(b) Payment Schedule

b) Platebni plan

For each evaluable patient who completes the
Registry in accordance with the Protocol, CYTE
Ltd will compensate the Principal
Physician/Institution remuneration as
specified below:

Za kazdého hodnoceného pacienta, ktery
dokonci Registr v souladu s Protokolem, uhradi
CYTE Ltd odménu Hlavnimu lékafi/Instituci, jak
je uvedeno nize:

CYTE Ltd will provide financial support for this

Registry on the basis of - per patient upon

completion of the baseline visit and Month 4

visits and - for an additional year of

follow-up, at the maximum rate of a total of
Jper patient as follows:

Spolecnost CYTE Ltd bude poskytovat financni
podporu pro tento registr na zdkladé - na
pacienta po absolvovani zdkladni ndvstévy a
navstévy ve 4. mésici a - na dalsi rok
sledovdni, a to v maximalni celkové vysi

- na pacienta takto:

STAGE 1

FAZE 1

Area of Cost

Oblast nakladd

1 Informed consent 1 Informovany souhlas

2 Baseline - 2 Vychozi stav -

3 Month4 ] 3 Mésic4 ]

4 Month 12 [ 4 Meésic 12 e

5  Month24 ] 5 Mésic 24 ]
Start-up fee - Start-up poplatek -

The payments will be adjusted on a prorated
basis for the actual number of patients who
participate in this Registry and for whom
completed case report forms have been
accepted by CYTE Ltd.

Platby budou upraveny pomérné podle
skutecného poctu pacientl, ktefi se Ucastni
tohoto Registru u nichz spole¢nost CYTE Ltd
pfijala vyplnéné formulafe pro hlaseni
pripadd.

Payments will be made by CYTE Ltd on behalf
of SPONSOR every six months Payments will
be made in local currency if requested in the

Platby budou provadény spolecnosti CYTE Ltd
jménem ZADAVATELE kaZdych Sest mésicd.
Platby budou provadény v mistni méné, pokud
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invoice and calculated according to the
respective actual foreign exchange rate on the
date of the invoice.

to bude poZzadovani na fakture, a budou
vypocteny podle pfislusného aktudlniho
sménného kurzu platného v den vystaveni
faktury.

Costs or expenses, not referenced herein,
including but not limited to, hospital overhead
fees, staff costs, etc. are included in the above
stated Registry Subject compensation.

Naklady nebo vydaje, které zde nejsou
uvedeny, mimo jiné véetné reZijnich poplatk(
nemocnice, nakladl na zaméstnance atd., jsou
zahrnuty ve vySe uvedené platbé za subjekt
hodnoceni. .

(c) Protocol violators

c¢) Porusovatelé protokolu

In case of protocol violation by the Institution
the payments will be made up to and including
the visit where the violation occurred, but will
not cover visits made after the violation.
Payments for patients that are protocol
violators due to missed or delayed Registry
visits may be paid at CYTE Ltd discretion.

V pripadé poruseni protokolu ze strany
Pracovisté budou platby provedeny az do
navstévy, kde k poruseni doslo, véetné této
navstévy, ale nebudou zahrnovat navstévy
provedené po poruseni. Platby za pacienty,
ktefi porusili protokol z divodu zmeskanych
nebo opoZdénych navstév Registru, mohou byt
vyplaceny podle uvazZeni spolecnosti CYTE Ltd.

(d) Invoicing

d) Fakturace

Sponsor (through CYTE with CYTE acting on
Sponsor’s behalf) is obliged to reimburse the
Institution fourty-five (45) days following
receipt of avalid, correct and undisputed
invoice The payment is stated without VAT.
Adding VAT at the applicable legal rate is
governed by applicable legal standards on the
date of invoicing by the Institution. The
payment will be made on the basis of billing of
the Institution. The invoice is issued by the
Institution based on a calculation of the visits
made by the sponsor and agreed upon by the
investigator. Any failure to calculate the visits
made does not relieve the Institution of the
right to issue the relevant invoice in
accordance with the payment terms agreed in
the Agreement. Invoicing will take place
biannually.

Zadavatel (prostrednictvim spolecnosti CYTE,
kdy CYTE jedna jménem zadavatele) se
zavazuje uhradit platbu zdravotnickému
zafizeni ve |haté 45 dni po pfrijeti faktury
vystavené zdravotnickym zafizenim. Platba je
uvedena bez DPH. Pfipocteni DPH v platné
zakonné vysi se Fidi platnymi pravnimi
normami v den fakturace zdravotnickym
zafizenim. Platba bude provadéna na zakladé
fakturace zdravotnickym zafizenim. Fakturu
vystavi zdravotnické zafizeni na

zakladé kalkulace uskute¢nénych navstév
vytvorené zadavatelem a odsouhlasenych
zkousejicim. Pfipadné nedodani kalkulace
uskutecnénych navstév nezbavuje
zdravotnické zatizeni prava vystavit pfislusnou
fakturu dle platebnich podminek dohodnutych
ve smlouvé. Fakturace bude probihat
pololetné.

(f) Payment details

(f) Platebni udaje

Payment of the remuneration will be made by
bank transfer to the following account:

Vyplata odmény bude provedena bankovnim
pfevodem na nésledujici ucet:

Account holder: Fakultni nemocnice v Motole

Majitel uctu: Fakultni nemocnice v Motole

Bank: Ceska narodni banka

Nazev banky: Ceska narodni banka

Account No.: 17937051/0710

Cislo uctu: 17937051/0710
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Sort Code : invoice number Variabilni &islo : ¢islo faktury
BIC (SWIFT) Code: CNBACZPP BIC (SWIFT) kéd: CNBACZPP
IBAN:CZ42 710 0000 0000 1793 7051 IBAN: CZ42 0710 0000 0000 1793 7051
Reference/Third Party Funds Account: Referencni/finanéni Ucet treti strany: -
Tax number, if applicable: Pfipadné danové Cislo:-
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