NON-INTERVENTIONAL STUDY
AGREEMENT

SMLOUVA O NEINTERVENCNI STUDII

This  Non-Interventional  Study  Agreement
(“Agreement”) is by and between IQVIA Ltd.,
with a registered address at 23 Forbury Road,
Reading, RG1 3jH, United Kingdom, VAT No:
(“Company”) and
Nemocnice Ceské Budé&jovice, with its registered
office at B. Némcové 585/54, 370 01 Ceské
Budé&jovice, Czech Republic,

VAT purposes VAT ID No.:

Directors, and

Chairman of the Board of

Bl Vember of the Board of Directors,
registered in the Commercial Register maintained
Regional

by  the Court in  Ceské

Budg¢jovice,

(“Institution”) and

located at B. Némcové 585/54, 370 01 Ceské
Budgjovice, Czech Republic (“Investigator”).

Tato Smlouva o neintervenéni studii (dale jen
»Smlouva®) se uzavird mezi spole¢nosti IQVIA
se sidlem 23 Forbury Road, Reading,
Spojené

Ltd.
RG1 3jH, kralovstvi,
(dale jen
~Spoletnost*) a spole¢nosti Nemocnice Ceské
Budéjovice, a.s., se sidlem B. Némcové 585/54,

370 01 Ceské Budgovice, Ceska republika,

pro ucely DPH

zastoupena

fedstavenstva, a

Clenem piedstavenstva, zapsana Vv obchodnim

rejstiiku vedeném Krajskym soudem v Ceskych
Budé¢jovicich,
idéle 'ien ,Zdravotnické zaf'izem’“i a

S mistem
vykonu povolani na adrese B. Némcové 585/54,
370 01 Ceské Budgjovice, Ceska republika (dale
jen ,,Zkousejici*).

1. Conduct of the Study. Company is

managing the Study entitled REAL-WORLD, LONG-
TERM DATA COLLECTION TO GAIN CLINICAL
INSIGHTS INTO ROCHE  OPHTHALMOLOGY

PRODUCTS (“Study”) and entering into this
Agreement on behalf of F. Hoffmann-La Roche

Ltd. Grenzacherstrasse 124,. 4070 Basel,
Switzerland (“Sponsor or Initiator”). Institution
and Investigator will ensure that all Study

personnel will perform the Study in accordance
with the Study protocol number MR41927
(including any subsequent amendments), attached
hereto as Exhibit A (“Protocol”) and incorporated
herein by reference as an inseparable part to this
Agreement. Institution and Investigator will ensure
that all data provided is accurate and complete.
Case Report Forms (“CRFs”) will be legible and
completed within five (5) business days of each
patient visit or data generating event. Any requests
by Company for verification, clarification or

1. Provadéni Studie. Spolec¢nost provadi
Studii s ndzvem Dlouhodobé shromazd’ovani udaju
z redlnych podminek za Gcelem ziskani klinickych
poznatkl o oftalmologickych ptipravcich Roche*
“ (dale jen ,Studie”) auzavird tuto Smlouvu
jménem spole¢nosti F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, 4070 Basel, Svycarsko
(dale jen ,Zadavatel nebo Iniciator®).
Zdravotnické zafizeni a ZkouSejici zajisti, aby
viichni Clenové studijniho tymu provadéli Studii
v souladu s Protokolem studie ¢islo MR41927
(v€etné piipadnych pozdéjsich dodatki), ktery je
k této Smlouvé pfilozen jako jeji Piiloha A (dale
jen ,Protokol”) aodkazem na n¢ se stava
nedilnou soucasti této Smlouvy. Zdravotnické
zatizeni a ZkouSejici  zajisti, aby veSkeré
poskytované Udaje byly piesné a Uplné. Zaznamy
subjektu hodnoceni (dale jen ,,CRF*) musi byt
Citelné a musi byt vyplnény do péti (5) pracovnich

NIS-A — Czech Republic - 300ct2023 — CONFIDENTIAL
*, Roche

,MR41927, VZA87462
Page 1 of 21

NIS-A — Czech Republic - 300¢t2023 —

I Roche

,MR41927, VZA87462

CONFIDENTIAL

Strana 1 ze 21




correction of data furnished on a CRF must be
provided within five (5) business days of receipt of
such request. Sponsor and/or Company reserve(s)
the right to withhold payment in case of significant
or repeated failure to perform the tasks set forth in
this Section 1. The parties will comply with all
applicable laws and regulations relating to the
conduct of the Study, including those related to the
conduct of clinical research, data privacy, study
documentation storage, safety reporting, financial
disclosure, conflict of interest, patient safety,
anti-bribery and anti-corruption (“Applicable
Law”). Each Investigator or subinvestigator shall
complete and promptly return a financial disclosure
form requested by Company and/or Sponsor
according to the template provided to the
Investigator prior to the signing of this Agreement.
Such form shall be updated by the Investigator or
subinvestigator as needed to ensure its accuracy
and completeness during the Study and for one year
after Study completion. Institution and Investigator
also will maintain any licenses, permits or
registrations required to perform the Study. to the
extent that is expressly required by law.

dni od kazdé navStévy pacienta nebo
zaznamenavané udalosti. Odpovéd” na zadost
Spolecnosti o ovéfeni, vysvétleni nebo opravu
udaja uvedenych v CRF musi byt poskytnuta do
péti (5) pracovnich dni od doruceni zadosti.
Zadavatel a/nebo Spolecnost si vyhrazuji pravo
zadrzet platbu v piipadé zavazného nebo
opakovaného neplnéni tikoll stanovenych v tomto
Clanku 1. Smluvni strany budou dodrZovat veskeré
platné zakony a natizeni tykajici se provadéni
Studie, napiiklad ptedpisy upravujici provadéni
klinického vyzkumu, ochranu osobnich tudaja,
uchovavani dokumentace studie, hlaseni piihod
souvisejicich s bezpecnosti, informovani
o0 finan¢nich vztazich, stfet zajmul, bezpecnost
pacientt nebo zasady zakazujici uplaceni a korupci
(dale jen ,Platné pravni predpisy”). Kazdy
Zkousejici nebo spoluzkousejici je povinen vyplnit
aurychlen¢ odevzdat formulaf  finan¢niho
prohldseni  vyzadovany Spolecnosti  a/nebo
Zadavatelem dle vzoru piedaného Zkousejicimu
pfed podpisem této smlouvy. Tento formuléf je
Zkousejici nebo spoluzkousejici povinen podle
potteby aktualizovat, aby zajistil jeho pfesnost
a uplnost v prab¢hu provadéni Studie a jeden rok
po jejim dokonceni. Zdravotnick¢ zafizeni
a Zkousejici budou rovnéz udrzovat v platnosti
veskeré licence, povoleni nebo registrace nutné
k provadéni této Studie, vrozsahu v jakém to
vyslovné uklada zékon.

2. Investigator. The Study will be conducted
at Institution’s premises under the direction the
Investigator. Investigator will supervise and
conduct the Study at Institution according to this
Agreement, the Protocol, and Applicable Law.
Investigator is responsible for the conduct of the
Study at Institution and for supervising any
individual or party to whom the Investigator
delegates Study-related duties and functions. If the
Investigator and Institution retain the services of
any individual or party to perform Study-related
duties and functions, the Institution and
Investigator shall ensure this individual or party is
qualified to perform those Study-related duties and

2. ZkouSejici.  Studie bude provadéna
Vv prostorach Zdravotnického zatizeni pod vedenim
Zkousejiciho. ZkouSejici bude na Studii dohliZet
a provadeét ji ve Zdravotnickém zatizeni v souladu
stouto  Smlouvou, Protokolem a Platnymi
pravnimi piedpisy. Zkousejici je odpovédny za
provadéni Studie ve Zdravotnickém zafizeni a za
dohled nad vSemi fyzickymi ¢i préavnickymi
osobami, které povéii povinnostmi a funkcemi
v souvislosti se Studii. Pokud ZkouSejici
a Zdravotnické  zafizeni  vyuzivaji  k plnéni
povinnosti a funkci v souvislosti se Studii sluzby
jakékoli fyzické nebo prévnické osoby, musi
zajistit, aby tyto fyzické nebo pravnické osoby byly
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functions and shall implement procedures to ensure
the integrity of the Study-related duties and
functions performed and any data generated. The
Sponsor shall be the data controller for personal
data processed in relation with the Study and this
Agreement. Company processes personal data in
accordance with IQVIA Privacy Policy. If a data
processing agreement is required to regulate the
data processing relations between Sponsor,
Institution and Investigator, it shall be negotiated
separately by Sponsor, Institution and Investigator.

Kplnéni  pfislusnych  povinnosti  a funkci
souvisejicich se Studii zpusobilé, a zavest postupy
zajistujici  integritu  povinnosti  a funkci

provadénych v souvislosti se Studii a veSkerych
ziskanych 1udajii. Spravcem osobnich tudaja
zpracovavanych v souvislosti se Studii a touto
Smlouvou bude Zadavatel. Spole¢nost zpracovava
osobni udaje v souladu se svymi Zasadami ochrany
osobnich udaju. Pokud je k upravé vztahi mezi
Zadavatelem, Zdravotnickym zafizenim
a ZkouSejicim v oblasti zpracovani udaji nutna
smlouva 0 zpracovani udaji, uzaviou ji Zadavatel,
Zdravotnické zatizeni a ZkousSejici zvlast'.

3. Compensation. 3. Odmeéna.
A. Payment Terms. Company or alA. Platebni podminky. Spole¢nost nebo
Company’s affiliate will receive the invoices and|pfidruzena spole¢nost obdrzi faktury a bude

administer payments to the party designated as
Payee (as defined below) in accordance with
Exhibit B, for completion of all Study-related
obligations hereunder. Any queries regarding
invoices or payments should be directed to
Company or the Company’s affiliate at the contact
details outlined in Exhibit B. No costs or expenses
related to any medical treatment of Study subjects
(“Subjects™) will be paid. Neither Institution nor
Investigator will pay another physician to refer
Subjects to the Study. Institution and Investigator
will comply with all applicable disclosure
obligations relating to compensation as may be
required by Sponsor or any institution, medical

spravovat platby strané¢ oznacené jako Pfijemce
plateb (podle definice nize) v souladu s Piilohou B
za splnéni vSech zavazkl souvisejicich se Studii
podle Smlouvy. Veskere dotazy tykajici se faktur
nebo plateb by mély byt smérovany na Spolecnost
nebo piidruzenou spolecnost, jejiz kontaktni tidaje
jsou uvedeny v Priloze B. Nebudou proplaceny
Zadné néklady ani vydaje za lékaiské oSetfeni
Subjekt  studie  (dale jen ,,Subjekty®).
Zdravotnické zafizeni ani ZkouSejici nebudou
vyplacet odménu jinym l€¢kaiim za doporucovani
Subjekti do Studie. Zdravotnické zafizeni
a Zkousejici budou dodrZzovat veSkeré platné
zavazky tykajici se zvefejfiovani informaci

committee or other medical or scientificlo odméné podle pozadavki Zadavatele nebo

organization affiliated with Institution or|jakékoli instituce, lékafského vyboru ¢i jiné

Investigator. I¢katské nebo védecké organizace, jichz je
Zdravotnické zatizeni nebo Zkousejici ¢lenem.

B. Anti-Corruption/Anti-Fraud. B. Ustanoveni proti korupci a podvodam.

Institution and Investigator agree that the|Zdravotnické zafizeni a ZkouSejici potvrzuji, Ze

compensation provided (i) constitutes the fair
market value and fair compensation for the services
rendered in light of their expertise; (ii) is not an
inducement to, or in return for, the past, present or
future prescribing, purchasing, recommending,
using, obtaining preferential formulary status, or
dispensing any Sponsor product or in any way

poskytovand odména (i) predstavuje piiméfenou
trZzni cenu a pifiméfenou odménu za poskytované
sluzby s ohledem na jejich odborné znalosti, (ii)
neni  pobidkou  k pfedepisovani,  nakupu,
doporucovani, pouzivani, prednostnimu uvedeni
Vv I1€kopisu nebo vydeji Zadavatelovych piipravkl
ani odménou za vyse uvedené ukony v minulosti,
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contingent or dependent upon any such activity;
and, (iii) will not affect Institution’s or
Investigator’s judgment with respect to the advice
and care of each Subject. Institution and
Investigator agree they will not directly or
indirectly pay, induce, or offer Items of Value for
the purpose of (a) inducing such person or entity to
do or omit to do any act in violation of their lawful
duty; (b) securing any improper advantage; or (c)
inducing such person or entity to use influence with
the government or instrumentality thereof to affect
or influence any act or decision of the government
or instrumentality.

V soucasnosti nebo v budoucnosti a uvedenymi
ukony neni nijak podminéna anijak na nich
nezavisi a (iii) nebude mit Zadny vliv na Usudek
Zdravotnického zatizeni nebo Zkousejiciho, pokud
jde o rady nebo péci o kazdy Subjekt. Zdravotnické
zatizeni a ZkouSejici se zavazuji, Ze nebudou Zadné
fyzické ani pravnické osobé piimo ani nepiimo
vyplacet odménu, pobizet ji ani ji nabizet zddné
Hodnotné plnéni s cilem (a) pfimét ji konat nebo
zdrzet se néjakého jednani vrozporu s jeji
zakonnou povinnosti, (b) zajistit si neopravnénou
vyhodu nebo (c) pfimét takovou fyzickou ¢i
pravnickou osobu, aby prosttednictvim svého vlivu
ve vladé nebo v jeji instituci ovlivnila jakékoli
jednani ¢i rozhodnuti takovéto vlady ¢€i instituce.

4, Ethics Committee (“EC”) Approval.
Company will obtain the necessary approvals (or
waivers of approval) from the applicable EC(s)
before starting the Study, a for which Institution
and Investigator will provide assistance .

4. Schvaleni Etickou komisi (,EK"). Pted
zahdjenim Studie ziska Spole¢nost nezbytna
schvaleni ptislusnou EK (pfislusnymi EK) k cemuz
ji poskytnou Zdravotnické zaifizeni a ZkouSejici
soucinnost.

5. Informed Consent. Investigator will obtain
an informed consent (“ICF”) according to the
template form provided to the Investigator by the
Company prior to the execution of this Agreement

5. Informovany souhlas. Pied zafazenim do
Studie ziskd Zkousejici od kazdého Subjektu
informovany souhlas (déle jen ,,ICF*) dle vzoru
formulafe predané¢ho ZkouSejicimu ze strany
Spolecnosti pred uzavienim této Smlouvy.

6. Inspections/Audits of Institution.
Company, Sponsor and their agents or affiliates
may visit Institution during normal business hours
to monitor the Study and compliance with this
Agreement and the Protocol to the extent necessary
to fulfill this purpose. Institution and Investigator
will be notified prior to any such visit and will
provide assistance and cooperation. The auditor
will maintain the confidentiality of all records
viewed. Institution and Investigator also will
cooperate with all regulatory audits or inspections
and will notify Company promptly after receiving
any inquiries, correspondence or communications
to or from any governmental or regulatory
authority relating to the Study.

6. Kontroly/audity Zdravotnického zatfizeni.
Spole¢nost, Zadavatel a jejich zastupci nebo
piidruzené subjekty mohou navstivit Zdravotnické
zatizeni v normalni pracovni dob&é za tucelem
monitorovani Studie a dodrzovani této Smlouvy
a Protokolu, a to v nezbytném rozsahu pro naplnéni
tohoto ucelu. Zdravotnické zafizeni a ZkouSejici
budou o takové navstévé informovani predem
a poskytnou soucinnost a spolupraci. Auditor bude
povinen zachovat divérnost vSech zaznamu, do
kterych  nahlédne.  Zdravotnické  zafizeni
a Zkousejici poskytnou svoji soucinnost rovnéz pii
veSkerych auditech akontrolach provadénych
kontrolnimi ufady a budou Spolec¢nost neprodlené
informovat o piipadnych dotazech, korespondenci
nebo komunikaci se statnimi nebo kontrolnimi
ufady ohledné¢ této Studie.
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7. Confidentiality and Proprietary
Information. All materials, data, and reports
generated in the conduct of the Study, as well as
intellectual property of Company and Sponsor, is
confidential information (“Confidential
Information”) and is the property of Company or
Sponsor, as applicable. All medical records and
other source documents maintained by Institution
and/or Investigator shall remain the property of
Institution and/or Investigator. Institution and
Investigator will keep the Confidential Information
confidential and disclose it only to its employees
involved in conducting the Study on a
need-to-know  basis. These confidentiality
obligations will continue until seven (7) years after
completion of the Study, but will not apply to
information to the extent that it: (i) is or becomes
publicly available through no fault of Institution;
(ii) is disclosed to Institution and/or Investigator by
a third party not subject to any obligation of
confidentiality; (iii) must be disclosed to ECs; (iv)
is permitted to be disclosed under an ICF; or, (V) is
required to be disclosed by Applicable Law,
including to report public health/safety
information. Institution and Investigator will notify
Company immediately in the event of a request for
or disclosure of Confidential Information not
permitted by this paragraph. The existing
inventions and technologies of Sponsor, Company,
or the Institution are their separate property and are
not affected by this Agreement. Sponsor shall have
exclusive ownership of any inventions or
discoveries arising in whole or in part from
Confidential Information or arising from the
conduct of the Study. The Institution will promptly
notify Sponsor in writing if it or Investigator
conceives or makes any such inventions or
discoveries arising in whole or in part from the
conduct of the Study and, at Sponsor’s expense,
execute any documents and give any testimony
necessary for Sponsor to obtain patents in any
country or to otherwise protect Sponsor’s interests
in such inventions or discoveries. Institution and
Investigator will process personal data as necessary

7. Duvérnost a chranéné informace. VeSkeré
materidly, Udaje a zprvy vytvotené v souvislosti
s provadénim Studie, jakoz iduSevni vlastnictvi
Spole¢nosti  a Zadavatele  jsou  dGvérnymi
informacemi (dale jen ,Duvémné informace®)
a jsou vlastnictvim Spolecnosti, resp. Zadavatele.
Veskeré zdravotni zaznamy adalSi zdrojova
dokumentace vedena Zdravotnickym zafizenim
a/nebo  ZkouSejicim  zlstavaji  vlastnictvim
Zdravotnického zafizeni a/nebo Zkousejiciho.
Zdravotnické zatizeni a ZkousSejici budou Divérné
informace uchovavat jako davémé abudou je
sdélovat pouze svym zaméstnancum, ktefi se
budou podilet na provadéni Studie a budou takové
informace potiebovat znat. Tyto zavazky
mlcenlivosti zlstanou v platnosti po dobu sedmi
(7) let po dokonceni Studie, nebudou se vSak
vztahovat na informace, které: (i) jsou nebo se
stanou vefejn¢ dostupnymi bez zavinéni
Zdravotnického zaftizenti, (i1) budou
Zdravotnickému zafizeni a/nebo ZkouSejicimu
sdéleny tfeti osobou, na niz se nevztahuje zadna
povinnost zachovavat davérnost informaci, (iii)
musi byt sdéleny EK; (iv) mohou byt zvefejnény
podle ICF nebo (v) jejichz sd€leni vyzaduji Platné
pravni ptedpisy, napt. pro ucely hlaSeni informaci
Vv zajmu vefejného zdravi nebo bezpecnosti.
Zdravotnické  zafizeni  a ZkouSejici  budou
Spole¢nost neprodlené informovat v piipadé
Zadosti 0 sdéleni Duvérnych informaci, které podle
tohoto ¢lanku neni dovoleno. Stavajici vynalezy
a technologie Zadavatele, Spolecnosti nebo
Zdravotnického zafizeni jsou jejich samostatnym
majetkem a tato Smlouva na né nema zadny dopad.
Zadavateli bude nalezet vyhradni vlastnické pravo
k veSkerym vynalezim ¢i objeviim vzniklym zcela
nebo zc€asti na zédklad¢ Diveérnych informaci nebo
v souvislosti s provadénim Studie. Zdravotnické
zatizeni bezodkladné pisemné¢ oznami Zadavateli,
jestlize Zdravotnické zafizeni nebo ZkouSejici
vytvoii nebo zhotovi jakykoliv vynalez nebo objev
vyplyvajici at’ z ¢asti nebo zcela s provadénim
Studie Jakykoli takovyto vynalez nebo objev,
avyhotovi na néklady Zadavatele veSkeré
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to perform the obligations hereunder, and such
processing shall be in accordance with this
Agreement and all applicable privacy and data
protection laws and regulations. Institution and
Investigator shall notify Company of any improper
disclosures of personal data immediately.

dokumenty a poskytne jakékoli svédectvi potiebné
pro to, aby Zadavatel ziskal patent v jakékoli zemi
nebo aby byly jinak chranény zdjmy Zadavatele
tykajici se téchto vyndlezii nebo objevil.
Zdravotnické  zafizeni  a ZkouSejici  budou
zpracovavat osobni udaje podle potieby k plnéni
zavazku z této Smlouvy. Toto zpracovani musi byt
v souladu s touto Smlouvou a veSkerymi platnymi
predpisy anafizenimi o ochran¢  soukromi
aosobnich  udaji.  Zdravotnické  zafizeni
a ZkousSejici Spole¢nost neprodlené upozorni na
pfipadné neopravnéné zpfistupnéni osobnich
udaju.

8. Publications. Institution understands that
this Study is being conducted at multiple research
sites. Institution is free to publish or present the
Study results obtained at the Institution, but only
after the first publication or presentation that
involves the multi-center data or eighteen (18)
months after the completion of the multi-center
Study at all sites, whichever is first. At least sixty
(60) days prior to submitting or presenting a
manuscript or other material relating to the Study
to a publisher, reviewer or other outside person,
Institution and Investigator will provide to
Company and Sponsor a copy of all such material
and allow Company and Sponsor forty-five (45)
days to review and comment on them. If requested,
Institution and Investigator will remove any
Confidential Information (excluding Study results)
before submitting or presenting the materials.
Neither party may use the other party’s name, or

8. Publikace. Zdravotnické zafizeni je
srozuméno s tim, ze je tato Studie provadéna na
nékolika vyzkumnych pracovistich. Zdravotnické
zafizeni muze libovoln¢ publikovat nebo
prezentovat  vysledky  Studie ziskané ve
Zdravotnickém zafizeni, ale aZ po prvni publikaci
nebo prezentaci multicentrickych udaji nebo
osmnact (18) mésicti po dokonceni multicentrické
Studie ve vSech centrech podle toho, ktery z téchto
okamziki nastane diive. Nejpozdéji Sedesat
(60) dnit pfed predanim nebo predlozenim
rukopisu ¢i jinych materiala tykajicich se Studie
vydavateli, recenzentovi nebo jiné externi osob¢
poskytnou Zdravotnické zatizeni a ZkouSejici
Spole¢nosti a Zadavateli kopii vSech takovych
materiali a umozni Spole¢nosti a Zadavateli, aby
je ve lhuté ctyficeti péti (45) dnt posoudili
avyjadrili  se knim. NaZzadost odstrani
Zdravotnické zatizeni a ZkousSejici pied piedanim

Sponsor’s name, in connection with any|nebo pfedloZzenim materidli piipadné Duvérné

advertising, publication or promotion without the|informace (s vyjimkou vysledkti Studie). Bez

other party’s, or Sponsor’s, prior written|pfedchoziho pisemného souhlasu druhé strany

permission. nebo Zadavatele nejsou smluvni strany opravnény
pouZivat jméno druhé strany nebo jméno
Zadavatele pro ucely reklamy, publikace nebo
propagace.

9. Term and Termination. This Agreement|9. Doba trvani a ukonceni platnosti Smlouvy.

will be considered valid on the date of the last
signature below and shall become effective on the
date of publication of the Agreement in the

Tato Smlouva nabyva platnosti k datu posledniho
podpisu niZe a t¢innosti ke dni zvefejnéni Smlouvy
v registru smluv (déle jen ,Datum ucinnosti®)
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Register of Contracts (“Effective Date”) and will
continue until completion or termination of the
Study. Company may terminate this Agreement
immediately upon written notice to Institution and
Investigator if Sponsor cancels the Study.
Company may otherwise terminate this Agreement
without cause upon seven (7) days written notice to
Institution and Investigator. Any party may
terminate this Agreement for material breach, by
the other Party upon thirty (30) days written notice
to the other parties. In case of termination under
this Section 9, Company shall pay the Payee for all
activities performed by Institution and Investigator
in accordance with this Agreement, and reasonable
non-cancelable costs incurred until the effective
date of such termination and the Institution and
Investigator shall refund to Company any excess
payments with respect to activities not performed
or completed until the effective date of termination.

aplati do dokonCeni nebo ukoncéeni Studie.
Spolecnost je opravnéna vypovedét tuto Smlouvu
S okamzitou ucinnosti zaslanim pisemné vypoveédi
Zdravotnickému zafizeni a ZkouSejicimu, pokud
Zadavatel Studii zru$i. Spolecnost muze tuto
Smlouvu jinak vypovédét bez udani divodu
zaslanim pisemné vypovédi Zdravotnickému
zafizeni a ZkouSejicimu s vypovédni lhitou sedmi
(7) dnti. 'V pfipadé =zavazného poruseni této
Smlouvy druhou smluvni stranou mohou Smluvni
strany tuto Smlouvu vypovédét zaslanim pisemné
vypoveédi druhé smluvni stran€ s vypovédni lhiitou
tiiceti (30) dnt. V pfipadé¢ ukonceni Smlouvy
podle tohoto Clanku 9 uhradi Spole&nost Pfijemci
plateb veSkeré ukony provedené Zdravotnickym
zatizenim  a ZkouSejicim v souladu s touto
Smlouvou a ptiméfené nezruSitelné vydaje az do
data uc¢innosti vypovézeni Smlouvy. Zdravotnické
zafizeni a ZkousSejici vrati SpoleCnosti piipadné
pfeplatky za tukony, které do data Ucinnosti
vypoveédi nebyly provedeny nebo dokonceny.

10. Debarment. Institution and Investigator
represent to the best of their knowledge that neither
Investigator nor their staff and personnel involved
in the Study have ever been debarred, disqualified
or suspended by the FDA or other regulatory body,
nor have debarment, disqualification or suspension
proceedings been commenced. During the term of
this Agreement, Institution and Investigator will
not employ to the best of their knowledge or
otherwise engage any individual to perform Study
services who has been debarred, disqualified or
suspended as described in this paragraph.
Investigator represents that he/she is in good
standing under all applicable medical associations.

10. Zakaz Cinnosti. Zdravotnické zafizeni
a ZkouSejici dle svého veédomi prohlasuji, Ze
Zkousejici ani kdokoli zjeho spolupracovniku
a pracovnik, ktefi se podileji na provadéni Studie,
nebyli zbaveni piislusného opravnéni ani
prohlaseni nezptisobilymi a nebylo jim americkym
ufadem FDA nebo jinym kontrolnim ufadem
pozastaveno opravnéni k vykonu ¢innosti, ani vici
nim nebylo zahajeno jakékoli takovéto fizeni. Po
dobu platnosti této Smlouvy nebudou Zdravotnické
zatizeni a Zkousejici pro ucely poskytovani sluzeb
ve Studii dle svého védomi zamé&stnavat ani jinak
vyuzivat osoby zbavené pfislusného opravnéni ¢i
prohldsené nezplsobilymi, nebo jimz bylo
pozastaveno opravnéni k vykonu ¢innosti tak, jak
je to popsano vtomto odstavci. ZkouSejici
prohlasuje, Ze nebyl vyloucen z piislusné 1¢kaiské
komory ani mu nebyla pozastavena ¢innost nebo
registrace.

11. Independent Contractors. Institution and
Investigator are each an independent contractor and
will not be considered the partner, agent, employee

11.  Nezlvisli  dodavatelé.  Zdravotnické
zatizeni a ZkouSejici jsou nezavislymi dodavateli
a nebudou povazovani za spole¢niky, prostfedniky,
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or representative of Company or Sponsor, and
neither Company nor Sponsor will be responsible
for any employment-related taxes, benefits or
insurance. Institution and Investigator will not have
authority to make agreements with third parties that
purport to bind Company or Sponsor.

zaméestnance nebo zastupce SpoleCnosti nebo
Zadavatele. Spole¢nost ani Zadavatel za n¢é
nebudou odvadét zadné dané, prispévky ani
pojisténi souvisejici s pracovnépravnim pomérem.
Zdravotnické zafizeni a ZkouSejici nebudou mit
opravnéni k uzavirani smluv se tfetimi osobami,
jez by Spolecnost nebo Zadavatele k nécemu
zavazovaly.

12.  Transparency. Investigator and Institution
acknowledge that the Sponsor or the Company, as
applicable, may disclose the terms of this
Agreement, and/or the total compensation (fees and
expenses) payable or paid in accordance with this
Agreement, as required by Applicable Law. The
Institution and Investigator agree to reasonably
cooperate with the Sponsor or Company, as
applicable, in providing required information to
comply with disclosure requirements associated
with this Agreement.

12.  Transparentnost. ZkouSejici a Zdravotnicke
zafizeni berou na védomi, ze Zadavatel, respektive
Spolecnost jsou opravnéni sdélovat podminky této
Smlouvy a/nebo vysi celkové odmény (poplatkt
a vydaji) splatné nebo vyplacené podle této
Smlouvy tak, jak to vyZaduji Platné pravni
predpisy. Zdravotnické zatizeni a ZkouSejici se
zavazuji poskytnout Zadavateli nebo piipadné
Spolecnosti priméfenou soucinnost poskytnutim
nezbytnych informaci k dodrzeni pozadavkd na
zvetejnéni informaci o této Smlouve.

13.  Third Party Beneficiary. Institution and
Investigator expressly agree that Sponsor is a
third-party beneficiary to the Agreement and may
enforce its rights under the Agreement. Each party
to this Agreement acknowledges that except for the
Sponsor, there are no third party beneficiaries with
any rights to enforce any of the provisions of this
Agreement.

13. ObmySlena tfeti strana. Zdravotnickée
zafizeni a Zkousejici vyslovné souhlasi s tim, Ze
Zadavatel je obmysSlenou tfeti stranou této
Smlouvy a mize uplatiiovat sva prava ze Smlouvy.
Smluvni strany berou na védomi, ze kromé
Zadavatele neexistuji zadné dalsi obmyslené teti
strany sjakymkoli pravem vymahat plnéni
jakychkoli ustanoveni této Smlouvy.

14. Personal Data.

14. Osobni udaje.

Prior to and during the course of the Study,
Company and/or Study Sponsor may collect
personal data (as defined by applicable data
protection legislation) relating to the Investigator
and the Site site staff or other personnel of the
Institution and Investigator involved in the conduct
of the Study (“Site Personal Data”). Such Site
Personal Data may include names, contact
information, work experience, qualifications,
publications, resumes, educational background,
financial information, performance information,
staff capabilities, and other information relating to
Institution’s and Investigator’s conduct of
non-interventional studies. Sponsor would be the

Pted zahajenim Studie aV jejim pribéhu mohou
Spolecnost a/nebo Zadavatel Studie shromazd’ovat
osobni Udaje (definované platnymi pravnimi
piedpisy o ochrané osobnich udaji) tykajici se
ZkousSejiciho a pracovniki Centra nebo dalSich
zaméstnancl Zdravotnického zafizeni
a ZkousSejiciho, ktefi se podileji na provadéni
Studie (dale jen ,,Osobni udaje pracovnikl
centra“). K Osobnim udajim pracovnikll centra
mohou patfit naptiklad jména, kontaktni udaje,
pracovni praxe, kvalifikace, publikace, Zivotopisy,
dosavadni vzdélani, finan¢ni informace, informace
0 vykonnosti, informace 0 zpisobilosti
zam&stnanci  a dalSi  informace  souvisejici
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data controller for such Site Personal Data.
Institution and Investigator each acknowledge the
use and processing of Site Personal Data by the
Sponsor, and Investigator agrees to provide to all
staff and personnel involved in the Study a privacy
notice (in a form provided by Sponsor) which sets
out how the Sponsor uses and processes the Site
Personal Data, prior to such staff and personnel’s
involvement in the Study commencing.

The Institution agrees that the Institution and
Initiator for the purpose of the Non-Interventional
Study are jointly responsible for the processing of
patient’s Non-Interventional Study data and,
therefore, joint controllers as defined by Article 26
of the GDPR. Institution and Initiator set forth their
respective responsibilities as joint controllers in the
Joint Controllership Agreement signed between
Institution and Initiator.

s provadénim neintervencnich studii ze strany
Zdravotnického zafizeni a ZkouSejiciho. Spravcem
téchto Osobnich tdaji pracovniki centra by byl
Zadavatel. Zdravotnické zafizeni a ZkouSejici
berou pouzivani a zpracovavani Osobnich tdaju
pracovnikii centra Zadavatelem na védomi
a Zkousejici souhlasi, ze vSem zaméstnancim
a pracovnikim, kteti se na provadéni Studie
podileji, pfeda oznameni o ochrané osobnich udaji
(ve formé ptedlozené Zadavatelem), v némz je
vysvétleno, jak Zadavatel Osobni tidaje pracovnikti
centra pouZiva azpracovava, je$té nez se tito
zamestnanci a pracovnici do provadéni Studie
zapoji.

Zdravotnické zatizeni souhlasi s tim, Ze pro ucely
Neintervenc¢ni studie nese s Inicidtorem spole¢nou
odpovédnost za zpracovani udaji pacientl
V Neinterven¢ni studii, a proto jsou Zdravotnické
zafizeni a Iniciator spoleCnymi spravci ve smyslu
Clanku 26 nafizeni GDPR. Své povinnosti
spoleCnych  spravc  vymezili  Zdravotnické
zatizeni a Iniciator ve Smlouvé o spole¢né sprave,
kterou mezi sebou uzaviteli.

15. Miscellaneous. This Agreement constitutes
the complete agreement between the parties and
replaces all other written and oral agreements
relating to the Study. No amendments or
modifications to this Agreement will be valid
unless agreed to in writing by all parties. Failure to
enforce any term of this Agreement will not
constitute a waiver of such term. If any part of this
Agreement is found to be unenforceable, it will be
reformed to the extent possible, and the rest of this
Agreement will remain in effect. This Agreement
will be binding upon the parties and their
successors and assigns. Institution and Investigator
will not assign or transfer any rights or obligations
under this Agreement without the written consent
of Company. Upon Sponsor’s request, Company
may assign this Agreement to Sponsor or to a third
party, provided, that Institution and Investigator
will be given prompt notice of such assignment.

15. Dalsi __ ustanoveni. Tato  Smlouva
predstavuje uplné ujednani mezi smluvnimi
stranami a nahrazuje veskeré ptedchozi pisemné
a ustni dohody tykajici se Studie. Zadné dodatky
nebo zmény této Smlouvy nebudou platné, pokud
nebudou dojednany pisemnou formou vSemi
smluvnimi stranami. Nebude-li smluvni strana
trvat na plnéni n¢které z podminek této Smlouvy,
nebude to znamenat, Ze se takoveé podminky
vzdava. Bude-li néktera c¢ast Smlouvy shledana
nevymahatelnou, bude jeji znéni podle moZnosti
upraveno. Zbyvajici ¢ast Smlouvy ziistane i nadale
v platnosti. Tato Smlouva bude zéavazna pro
smluvni  strany ijejich  pravni  néastupce
a postupniky. Zdravotnické zafizeni a ZkouSejici
nesmi postoupit ani pievést sva prava a zavazky
ztéto Smlouvy bez pisemného souhlasu
Spolec¢nosti. Na zadost Zadavatele muze
Spolecnost postoupit tuto Smlouvu Zadavateli
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Sections 6 through 9, and Sections 12 through 15
shall survive expiration or termination of this
Agreement. The parties accept and confirm that, if
an electronic signature is used for the execution of
this Agreement, each party shall ensure the legal
validity of its electronic signature and it will be
considered as the legal binding equivalent of a
handwritten/wet ink signature. This Agreement,
and any amendment or modification thereto, may
not be denied legal effect, enforceability or
admissibility as evidence in legal proceedings
solely because it is in electronic form, or because
an electronic signature or electronic record was
used in its formation.

This Agreement shall be governed by and
construed in accordance with the laws of the
Czech Republic, without giving effect to its
conflict of law provisions. The Parties agree that
the courts of the Czech Republic shall have
exclusive jurisdiction and venue to hear and
determine disputes arising under this Agreement

This Agreement is concluded in the Czech and
English language versions. In the event of a
conflict between the two versions, the Czech
language version shall prevail.

The Institution undertakes to ensure the
publication of the Agreement, with the exception
of trade secrets, which shall be deemed to be
exhibit B and other information that should be
excluded from such publication (e.g. personal
data), through the Register of Contracts as a
public administrative information system within
the meaning of Section 5(1) of Act No. 340/2015,
on Special Conditions for the Effectiveness of
Certain Contracts, Publication of Such Contracts
and on the Register of Contracts (the "Register of
Contracts Act™). The Company shall publish the

nebo tieti strané za predpokladu, Ze o tom budou
Zdravotnické zafizeni ZkousSejici bezodkladné
informovani. Clanky 6 az 9al12az 15 zistavaji
v platnosti i po uplynuti nebo ukonceni platnosti
této Smlouvy. Smluvni strany pfijimaji a potvrzuji,
ze pokud je kuzavieni této Smlouvy pouzit
elektronicky podpis, zajisti kazda ze stran pravni
platnost svého elektronického podpisu a ten bude
povazovan za pravné¢ zavazny ekvivalent
vlastnoru¢niho podpisu. Této Smlouvé
a jakémukoli jejimu dodatku nebo zméné nesmé;ji
byt upirdny pravni acinky, vymahatelnost
a ptipustnost jakozto ditkazu v soudnim fizeni
pouze proto, Ze ma elektronickou podobu nebo Ze
byl pfi jejich vytvoreni pouzit elektronicky podpis
nebo elektronicky zdznam.

Tato Smlouva se fidi a je vykladdna podle zakonu
Ceské republiky bez moznosti uplatnéni kolizich
norem. Smluvni strany sjednavaji pro projednani a
rozhodnuti sport vzniklych na zdklad¢ této
Smlouvy vylu¢nou pravomoc a pfislusnost souda
Ceské republiky.

Tato Smlouva je uzaviena v Ceské a v anglické
jazykoveé verzi. V piipadé rozporu obou verzi bude
mit pfednost jeji Ceska jazykova verze.

Zdravotnické zafizeni se zavazuje zajistit
zvefejnéni  Smlouvy s vyjimkou obchodniho
tajemstvi, za které se povaZuje ptiloha B
a ostatnich informaci, které by m¢ly byt z tohoto
zvetejnéni  vylouCeny (napf. osobni udaje),
prostiednictvim registru smluv jako vefejného
spravniho informacniho systému ve smyslu § 5(1)
zakona ¢. 340/2015, o zvlaStnich podminkach
ucinnosti nékterych smluv, uvetejiiovani téchto
smluv aoregistru smluv (,,zdkon o registru
smluv®). Spole¢nost je povinna zvetejnit smlouvu
do 10 dnti od data posledniho podpisu smlouvy.
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Agreement within 10 days from the date of the
last signature being appended to the Agreement.

[SIGNATURES TO FOLLOW NEXT] [NASLEDUJI PODPISY]
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IN WITNESS WHEREOF, the parties have|NA DUKAZ TOHO byla tato Smlouva podepsana
executed this Agreement by their duly authorized |k nize uvedenému datu fadné¢ opravnénymi
representatives as of the date set forth below. zastupci smluvnich stran.
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IQVIA Ltd.

Signature / Podpis:

Print Name / Jméno hialkovym pismem:
Title / Funkce:
Date / Datum:

Nemocnice Ceské Budéjovice, a.s

Signature / Podpis:

Print Name / Jméno hilkovym pismem: ||| GTGcTccNGG

Title / Funkce: pifedseda piedstavenstva/chairman of the board

Date / Datum:

Nemocnice Ceské Budéjovice, a.s

Signature / Podpis:

Print Name / Jméno hilkovym pismem: || GcGccNGGGEEE

Title / Funkce: ¢len ptedstavenstva/member of the board

Date / Datum:

Principal Investigator/ Hlavni zkouSejici

Signature / Podpis:

Print Name / Jméno hiilkovym pismem: || |G

Title / Funkce: Hlavni zkouSejici/Principal Investigator

Date / Datum:
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EXHIBIT A PRILOHA A

PROTOCOL PROTOKOL
The Protocol has already been provided to Protokol jiz Zdravotnické zatizeni a ZkouSejici
Institution and Investigator obdrzeli
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ExHIBITB

DOKUMENT B

BUDGET & PAYMENT SCHEDULE

ROZPOCET A HARMONOGRAM PLATEB

STUDY NAME: VOYAGER

NAZEV STUDIE: VOYAGER

A. PAYEE DETAILS:

A. UDAJE PRIJEMCE PLATEB

The Parties agree that the payee designated below
is the proper payee for this Agreement, and that
payments under this Agreement will be made only
to the following payee (“Payee) and will not
violate any rules or policies of the Institution, will
not violate applicable national, state, or local laws
or regulations.

Smluvni strany souhlasi, Ze niZze uvedeny
piijemce plateb je fadnym piijemcem plateb dle
této Smlouvy azZe platby vyplacené podle této
Smlouvy budou hrazeny vyhradné¢ nize
uvedenému piijemci plateb (dale jen ,,Pfijemce
plateb*) a Ze nebudou poruSovat Zadna pravidla
nebo smérnice Zdravotnického zatizeni ani platné
vnitrostatni, stitni nebo mistni zdkony i
piedpisy.

Contract Payee / Smluvni piijemce plateb

Payee Name

(Must match name in the contract) /
Nazev/jméno Ptijemce plateb

(Musi se shodovat s ndzvem/jménem ve smlouvé)

Nemocnici Ceské Budéjovice, a.s

Payee Address / Adresa Ptijemce plateb

B. Némcové 585/54, Ceské Budgjovice 7, 370 01
Ceské Budéjovice, Ceska republika

Payee E-mail / E-mail Piijemce plateb

VAT/Tax ID

(Tax ID must exactly match the payee’s name
indicated above, or tax exempt when applicable) /
DIC / dafiové identifika¢ni &islo

(Danové identifikacni Cislo se musi shodovat

S vySe uvedenym nazvem/jménem Piijemce
plateb; nebo s piipadnym osvobozenim od dan¢)

Banking Information: / Bankovni spojeni:

Bank Name / Nazev banky

UniCredit Bank Czech Republic and Slovakia, a.s

Bank Street / Ulice

Nam. P. Otakara Il. 35

Bank City / Mésto

Ceské Budgjovice

Bank State/Province / Stat/Kkraj Ceska Republika
Bank Postal Code / PSC 37021

Bank Country / Zemé Ceska Republika
Receiving Account Currency /

Mg¢na uctu ptijemce CZK /K¢
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Account Number / Cislo Gétu

IBAN / IBAN

Variabilni symbol/Variable symbol ]

8- or 11-digit SWIFT. If the beneficiary holds an
acct with the bank:

1. Beneficiary bank code,

2. Beneficiary bank name,

3. Beneficiary account number

4. Beneficiary name

5. Beneficiary tax code

6. payment details. /

8 nebo 11mistny kod SWIFT. Pokud ma piijemce
ucet u banky:

1. kéd banky opravnéné osoby,

2. nazev banky opravnéné osoby,

3. ¢islo bankovniho Gc¢tu opravnéné osoby

4. jméno opravnéné osoby

5. danové Cislo opravnéné osoby
Swift Code (8 or 11 Characters) / 6. Udaje o platbé.

Kod SWIFT (8 nebo 11 znak)

If the contracted Payment Currency does not match your bank account, you may need to provide an
Intermediary Bank. Please contact your Financial institution for details. If an Intermediary bank is
required, please provide Bank Name, Account Number if applicable and SWIFT Code of
Intermediary Bank along with all other required Wire instructions /

Pokud smluvné dohodnuta ména platby neodpovida méné Vaseho bankovniho uctu, je mozné, ze
budete muset uvést jesté zprostiedkovatelskou banku. O podrobnostech se informujte u své banky.
Bude-li nutné pouzivat zprosttedkovatelskou banku, uved’te spoleéné s ostatnimi Udaji k bankovnimu
prevodu také jeji nazev a ptipadné Cislo uctu a kod SWIFT.

Contact Information / Kontaktni daje

Name of recipient sending invoices to Company /
Jméno piijemce zasilajiciho faktury Spolec¢nosti

Phone number & Email /
Telefonni ¢islo a e-mail

Language Preference /
Preferovany jazyk Cestina

Name of payment recipient to receive payment
notification and details /

Jméno Piijemce plateb, kterému maji byt zasilana
oznameni a udaje o platbach

Phone number & Email /
Telefonni ¢islo a e-mail
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Language Preference /
Preferovany jazyk

¢estina

The Parties acknowledge that the designated Payee
is authorized to receive all of the payments for the
services performed under this Agreement.

Smluvni strany berou na védomi, ze urceny
Ptijemce plateb je opravnén piijimat veskeré platby
za sluzby poskytované podle této Smlouvy.

In case of changes in the Payee’s address or bank
account number, Institution is obliged to inform
Company in writing by sending an email to
emea@ctp.solutions.igvia.com. The parties agree
that in case of changes in address which do not
involve a change of Payee, tax numbers, or tax-
exempt status, no further amendments are required.

Pfipadnou zménu adresy nebo cisla bankovniho
uctu je Misto provadeéni studie povinno oznamit
Spole¢nosti  pisemné e-mailem na adresu
emea@ctp.solutions.igvia.com. Smluvni strany
souhlasi stim, ze v pfipadé zmén adresy, které
nezahrnuji zménu piijemce plateb, danovych
identifika¢nich ¢isel nebo stavu osvobozeni od
dané, nejsou vyzadovany zadné dalsi dodatky.

If the Investigator is not the Payee, then the Payee's
obligation to reimburse the Investigator, if any, is
determined by a separate agreement between
Investigator and Payee, which may involve
different payment amounts and different payment
intervals than the payments made by Company to
the Payee.

Neni-li Pfijemcem plateb Zkousejici, bude
pfipadnd povinnost Pfijemce plateb vyplécet
ZkouSejicimu odménu upravena v Samostatné
dohod¢ mezi Zkousejicim a Pfijemcem plateb,
V niZz mohou byt stanoveny jiné castky plateb
vcetné jinych vyplatnich terminti nez ¢astky, které
bude Spolec¢nost vyplacet Piijemci plateb.

Investigator acknowledges that if Investigator is
not the Payee, Company will not pay Investigator
even if the Payee fails to reimburse Investigator.

Zkousejici bere timto na védomi, ze pokud neni
zéaroven 1 Pfijemcem plateb, nebude mu Spolecnost
vyplécet Zadné platby ani v ptipadé, ze mu
Ptijemce plateb platbu neuhradi.

B. PAYMENT TERM

B. PLATEBNI PODMINKY

Company will administer payment to the Payee
Quarterly, on a completed visit per Subject basis
in accordance with the attached budget. Payment
will be made based upon prior 3 months’
enrollment data confirmed by Subject CRFs
received from the Institution supporting Subject
visitation.

Spolecnost bude provadét platby Piijemci plateb
étvrtletné na zakladé¢ uskutecnénych navstév
jednotlivych Subjektt v souladu s ptilozenym
rozpoctem. Platby budou provadény na zéklad¢
udaji o zafazenych Subjektech za predchozi
3 meésice dolozenych formuladiti CRF Subjektt
obdrzenymi od Zdravotnického zafizeni, které
dokladaji navstévy Subjekti.

Payee is responsible for the correct calculation of
VAT, if applicable, on all submitted Invoices. VAT
is only applicable to Invoices that are addressed
from within UK from Payees that are VAT
registered. All other Invoices shall be issued
without the addition of VAT.

Za spravny vypocet DPH na vSech Fakturach,
pokud se uplatiiuje, nese odpovédnost Ptijemce
plateb. DPH se vztahuje pouze na Faktury, které
byly vystaveny v rdmci Spojeneho kralovstvi od
Ptijemci plateb, ktefi jsou registrovani jako platci
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DPH. VSechny ostatni Faktury budou vystavovany
bez DPH.

All government taxes are the sole responsibility of
the Payee.

Za vsechny dané odvadéné statu nese vylucnou
odpovédnost Ptijemce plateb.

Major, disqualifying Protocol violations are not

Zavazna diskvalifikujici poruseni Protokolu

payable under this Agreement nebudou podle podminek této Smlouvy
proplacena.
C. PAYMENT DISPUTE C. PLATEBNI SPORY

Institution will have thirty (30) days from the
receipt of final payment to dispute any payment
discrepancies during the course of the Study.

Misto provadéni studie bude opravnéno ve lhité
tiiceti (30) dni od obdrzeni zavérecné platby
rozporovat jakékoli nesrovnalosti v platbach, k
nimz doslo béhem provadeéni Studie.

D. DISCONTINUED OR EARLY TERMINATION

D. VYRAZENIi NEBO PREDCASNE UKONCENI

Reimbursement for discontinued or early
termination Subjects will be prorated based on the

Uhrada za vyfazené Subjekty studie nebo Subjekty,
které ucast ukon¢i piedCasné, bude vyplacena

number of confirmed completed visits. vpomémé vysi podle poctu potvrzenych
uskutecnénych navstev.
E. INVOICES E. FAKTURY

Payments will be issued by Company based on
Visit Budget, payment frequency and payment
terms as described above. Payments will be made
only upon receipt of corresponding invoices,
including back-up documentation, in the specified
currency, as described below. Invoices will be
payable within 30 days from the date of receipt by
Company of the invoice, including any applicable
back-up documentation.

Platby budou Spole¢nosti provadény na zakladé
Rozpo¢tu navstév, svyse uvedenou cetnosti
apodle vySe uvedenych platebnich podminek.
Platby budou provadény pouze na zdkladé
piislusnych faktur véetné podkladové
dokumentace v dohodnuté méné a niZze uvedenym
zpusobem. Faktury budou splatné do ticeti
(30) dntt od data doruceni faktury Spolecnosti
vcetné prislusnych podkladi k fakture.

Invoices for any additional payments to those
stated in this agreement (i.e., additional
reimbursements) must also be sent to Company and
approved by Sponsor. All invoices shall be raised
in the following manner:

Faktury za pfipadné dalsi platby neuvedené v této
Smlouvé  (napi.ndhrady nad  stanovenou
maximalni c¢astku) museji byt rovnéz zasilany
Spolecnosti, ale navic je musi schvalit také
Zadavatel. VSechny faktury budou vystaveny
nasledujicim zptasobem:

Invoices to be billed to:

Faktury budou vystavovany na:

IQVIA Ltd.

IQVIA Ltd.

3 Forbury Place, 23 Forbury Road

3 Forbury Place, 23 Forbury Road

Reading, RG1 3JH, United Kingdom

Reading, RG1 3JH, Spojené kralovstvi
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Invoices including back-up to be sent to:| Faktury véetné podkladu zasilejte
emea@ctp.solutions.igvia.com na: emea@ctp.solutions.igvia.com

Emailed invoices and backup are preferred. In| Upfednostitujeme zasilani faktur
the event of invoices in hard copy need to be sent,| a podkladovych dokumenti e-mailem.

please send to the following address:

V ptipadé, Ze bude tieba faktury zasilat v tisténé
podobgé, zasilejte je na tuto adresu:

Attn.: IQVIA Clinical Trial Payments

Attn.: IQVIA Clinical Trial Payments

37 The Point

37 The Point

North Wharf Road

North Wharf Road

Paddington

Paddington

London, W2 1AF

London, W2 1AF

United Kingdom

Spojené kralovstvi

The following information should be included on

Na faktuie museji bvt uvedeny tyto udaje:

the invoice:

o0 Complete INVESTIGATOR name, address
and phone number

ocelé jméno, adresaatelefonni  ¢islo

ZKOUSEJICIHO

o Invoice Date

o datum vystaveni faktury

o Invoice Number

o ¢islo faktury

0 Payee Name (must match Payee indicated in
the Agreement)

0 jméno/nazev Piijemce plateb (musi se
shodovat s Piijjemcem plateb uvedenym ve
Smlouv¢)

0 Payment Amount

0 castka platby

0 Complete description of services rendered

0 Uplny popis poskytnutych sluzeb

o Study Number:

o ¢islo Studie:

0 Sponsor Name

0 nazev Zadavatele

o Invoices should be printed on site/Institution
letterhead

0 Faktury musi byt vytiStény na hlavickovém
papife  centra  klinického  hodnoceni /
Zdravotnického zatizeni

All invoice and payment related inquiries shall be
addressed directly to Clinical Trial Payments at
emea@ctp.solutions.igvia.com .

Veskeré dotazy tykajici se faktur a plateb je ticba
adresovat pfimo oddéleni Clinical Trial Payments
na adresu emea@ctp.solutions.igvia.com.

F. EC/IRB/IEC EEES

F. PorPLATKY EK/NEK

EC/IRB/IEC costs will be reimbursed on a pass-
through basis upon receipt of a formal invoice
issued by the EC/IRB/IEC and are not included in
the attached Budget. Payment will be made directly
to the EC/IRB/IEC. Any subsequent re-
submissions or renewals, upon approval by

Poplatky etickym komisim budou proplaceny
prefakturaci po obdrZeni faktury vystavené etickou
komisi a nejsou zahrnuty do ptiloZzeného rozpoctu.
Platba bude uhrazena piimo EK/NEK. Castky za
dodate¢na podani nebo prodlouzeni souhlasné¢ho
stanoviska se souhlasem Spolecnosti a Zadavatele
budou hrazeny po piedlozeni ptislusnych dokladi.
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Company and Sponsor, will be reimbursed upon
receipt of appropriate documentation.

F. Study Start-Up Fee

A one-time, non-refundable Study Start-U
),

will be made upon signing the Agreement and
receipt of an original invoice issued by the
Institution.

F. Start up poplatek

Zdravotnickému zatizent bude uhrazen

ednorazovy nevratny oplatek v  Castce
) na pokryti pocatecnich

aktivit, ktery bude hrazen po podpisu Smlouvy a
pfijeti origindlni faktury vystavené Zdravotnickym
zafizenim

G. Archiving Fee

A record storage payment of
ﬂ, will be made upon signing

the Agreement and receipt of invoice and is not
included in the attached Budget. In accordance
with Sponsor’s Protocol requirements, Institution
will maintain all Site Study records in a safe and
secure location to allow easy and timely retrieval,
when needed.

G. Archivaéni poplatek
Poplatek za uchovani zaznama v

bude
uhrazen po podpisu Smlouvy a obdrzeni faktury a
neni zahrnut do pfilozeného rozpoctu. V souladu s
pozadavky Zadavatele uvedenymi v Protokolu
uloZi zdravotnické zatizeni vSechny Studijni
zaznamy na bezpecném a zabezpeceném miste,
odkud je lze v piipad¢ potieby snadno a vcas
vyzvednout.

H. Institution shall make effort to target that each
subgroup of interest is of sufficient size to allow a
meaningful interpretation of the results. A
sufficient proportion of their total enrollment shall
be from patients that have never received any anti
VEGF treatment prior to enrollment, i.e

Institution shall make effort to enroll around half of
their subjects into the naive patients subgroup

H. Zdravotnické zatizeni a Zkousejici by se méli
snazit dosahnout toto, Ze kazda podskupina je
dostate¢né velka na to, aby se doséhlo
dostatecné/smysluplné interpretace vysledki.
Dostacujici podil jejich celkového naboru by mél
obsahovat pacienty, kteti nikdy nepodstoupili
1é¢bu anti-VEGF pied zatazenim do studie. Coz
znamena, ze zkousejici by se mél snazit zafadit
zhruba polovinu jejich subjeka (pacientt) do
podskupiny takzvanych "naivnich pacienti"

l. BUDGET TABLE

l. TABULKA S ROZPOCTEM

The Budget is as follows:

Rozpocet je nasledujici:

Task /
Ukon

Amount (CZK)* /
Castka (K&)*

Baseline /
Zatrazovaci navstéva

SoC Visit** /
Navstéva v ramcei obvyklé péce (SOC)**

*All amounts are inclusive of any overhead.

*VSechny Castky zahrnuji pfipadné rezijni néklady.

**Visit quantities are estimated based on protocol
and will be paid based on actual number of visits

**¥Pocet navstév se odhaduje na zakladé protokolu
a platba bude provadéna na zéklad¢ skutecného
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required as determined by the Investigator but can
occur up to a maximum of 24 times: 8 times for
Year 1 and 4 times in Year 2-5. Visit costs are
based on data collection and do not include costs
for the SOC procedures.

poctu navstév pozadovanych dle rozhodnuti
Zkousejiciho, mohou se ale konat maximalné
24krat: 8krat za 1. rok a 4krat za 2.-5. rok. Naklady
na navstévu se zakladaji na shromazd’ovani udaji
a nezahrnuji naklady na ukony v ramci SOC.

CONDITIONAL PROCEDURES (WITH INVOICE)

UKONY PROVADENE PODLE POTREBY (NA

ZAKLADE FAKTURY)

The following conditional procedure costs will be
reimbursed on a pass-through basis upon receipt of
invoice in the amount indicated in the table below
(which includes overhead) and as verified by
Company conditional procedures occurred, and the
Institution or Investigator has completed relevant
data entry. Subject number and procedure dates
must be included on the invoice for payment to be
issued.

Naéklady na nésledujici ukony provadéné podle
potfeby budou hrazeny piefakturaci po obdrzeni
faktury ve vySi uvedené v tabulce niZe (zahrnujici
rezijni naklady) a na zaklad¢ ovéfeni Spolecnosti,
Ze k ukontim provadénym podle potieby doslo a ze
Zdravotnické zafizeni nebo Zkousejici provedli
zadani pfislusnych udaji. Aby mohla byt platba
uskuteCnéna, musi faktura obsahovat C¢islo
Subjektu a data ukoni.

Propedure /
Ukon

Procedure amount (CZK)* /
Castka za tikon (K¢)*

Uploading of Scans /
Nahrani snimk

Re-consent, Informed consent performed again
with the same patient /
Opcétovny souhlas, opétovné ziskani
informovaného souhlasu od stejného pacienta

*All amounts are inclusive of any overhead.

*VSechny ¢astky zahrnuji pfipadné rezijni
néklady.

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

NA ZADNE DALSI FINANCNI
POZADAVKY NEBUDE BRAN ZRETEL

These amounts include all applicable taxes.

Tyto ¢astky budou zahrnovat vSechny pfislusné
dané.

All payments for this Study in accordance with
the attached budget will be administered by
Company and paid by Company electronically.

Vesker¢ platby za tuto Studii podle piilozeného
rozpoc¢tu bude spravovat Spole¢nost a bude je
hradit elektronicky.
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