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SERVICES AGREEMENT

Eli Lilly Cork Limited
Address: Island House
Eastgate Road
Eastgate Business Park
Little Island
Cork
Ireland
Tax identification number: IE3508310BH

Represented by: ||| G

Title: Sr. Manager - Trial Capabilities
(Hereinafter referred to as “Lilly”)
and

Fakultni nemocnice u sv. Anny v Brné
with its Registered Office in Pekafska 664/53
602 00 Brno, Czech Republic
ID: 00159816 VAT number: CZ00159816
Represented by: Ing. Viastimil Vajdak,
Director

(Hereinafter referred to as “Service
Provider”)

Eli Lilly Cork Limited is collaborating with

as the principal
investigator ereinafter referred to as

“Investigator’) in the stud

. Study Is sponsored by Eli Lilly
and Company, with its registered office at Lilly
Corporate Center, Indianapolis, IN46285,
United States, which is represented in the
European Union by Eli Lilly Cork Limited,
VAT: IE3508310BH, with its registered office at
Island House, Eastgate Road, Eastgate
Business Park, Little Island, Cork, Ireland.
Investigator will be performing Study at
Univmed s.r.o., Studentska 812/6, Bohunice,
625 00 Brno, Czech Republic.

Tsm/2024/283/Se

SMLOUVA O POSKYTOVANI
SLUZEB

Eli Lilly Cork Limited
Adresa: Island House
Eastgate Road
Eastgate Business Park
Little Island
Cork
Irsko
DIC: IE3508310BH

Zastoupena: ||| |G

Titul: Sr. Manager - Trial Capabilities
(dale jen ,Lilly*)
a

Fakultni nemocnice u sv. Anny v Brné
se sidlem: Pekarska 664/53
602 00 Brno, Ceska republika
IC: 00159816
DIC: CZ00159816
zastoupena Ing. Vlastimilem Vajdakem,
feditelem

(dale jako ,Poskytovatel sluzeb®)

Eli Lilly Cork Limited navazuje spolupraci s
jako hlavnim
zkousejicim (dale jen ,Zkousejici“) za ucelem
provedeni klinické Studie (dale jen ,Studie”
nazvaneé

udie Je spole¢nost Eli Lilly and Company,
se sidlem Lilly Corporate Center, Indianapolis,
IN46285, Spojené staty americké, ktera je
v Evropské unii zastoupena spolec¢nosti Eli
Lilly Cork Limited, DIC: IE3508310BH, se
sidlem Island House, Eastgate Road, Eastgate
Business Park, Little Island, Cork, Irsko.
Zkousejici bude ukoly souvisejici se Studii
provadét v ambulanci Univmed s.r.o.,
Studentska 812/6, Bohunice, 625 00 Brno,
Ceska republika.
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This agreement (Hereinafter referred to as
“Agreement”) sets forth the obligations of:

Tato smlouva (dale jen ,Smlouva“) stanovuje
povinnosti:

Fakultni nemocnice u sv. Anny v Brné
Pekafska 664/53

602 00 Brno

Czech Republic

as the provider of certain healthcare services in
the course of Study and the obligations of Lilly.

The parties of this Agreement assume the
following obligations:

1. Service Provider undertakes to provide the
following services relating to Study pursuant
to the terms of this Agreement and Protocol:

¢ Fundus photography at baseline or
repeat/additional assessment as
performed in accordance with the
protocol; price is per exam for both eyes.
Includes the evaluation.

¢ Repeat/Additional Ophthalmological
testing

in the course of Study (hereinafter referred to as
"Services").

2. Service Provider and its colleagues involved in
the provision of services in the course of Study
agree to comply with all national, state and local
laws or standards of Czech Republic that may be
applicable to its involvement in study, including
the conditions specified in Protocol and Protocol
amendments and/or addenda; Good Clinical
Practice Guidelines and all other national, state
and local laws, regulations and standards; data
privacy laws and regulations regarding personal
data protection valid and effective in the territory
of the Czech Republic. Service Provider also
agrees that he/she will not use sub-sites or
satellite sites in the course of conduct of Study
services unless Lilly has given written approval for
the use of the sub-sites and satellite sites.

3. In carrying out his responsibilities under this
Agreement, Service Provider agrees to comply
with all applicable anti-bribery laws valid and
effective in the Czech Republic, where Service
Provider have the principal place of business and
where he conducts activities under this

Fakultni nemocnice u sv. Anny v Brné
Pekafska 664/53

602 00 Brno

Ceska republika

jako poskytovatele urcitych zdravotnich sluzeb
v ramci Studie a povinnosti Lilly.

Smluvni strany se zavazuji k pInéni téchto
povinnosti:

1. Poskytovatel sluzeb se zavazuje
poskytovat v souvislosti se Studii nasledujici
sluzby v souladu s podminkami této Smlouvy
a Protokolem:

o Fotografie o€niho pozadi pfi zakladnim
nebo opakovaném/dodateéném
hodnoceni provedeném v souladu s
Protokolem; cena je za vySetfeni obou
oci. Zahrnuje vyhodnoceni.

e Opakované/dodatec¢né oftalmologické
vySetieni

v rémci Studie (dale jen "Sluzby").

2. Poskytovatel sluZzeb a jeho
spolupracovnici, ktefi se podileji na
poskytovani Sluzeb v ramci Studie, budou
jednat v souladu s veSkerymi narodnimi,
statnimi  a mistnimi  pravnimi  pfedpisy
a normami Ceské republiky, které se vztahuji
k jejich praci na Studii, mimo jiné
s podminkami  stanovenymi v Protokolu
a dodatcich a doplricich Protokolu, a dale se
smérnici spravné klinické praxe avSemi
dalS§imi narodnimi, statnimi & mistnimi
pravnimi pfredpisy, nafizenimi a normami, a
dale s predpisy ohledné& ochrany osobnich
adajd platnymi a G&innymi na uzemi Ceské
republiky. Poskytovatel sluzeb souhlasi s tim,
Ze pfi poskytovani Sluzeb v ramci Studie
nebude vyuzivat subdodavatelské pracovisté
ani dislokované pracovisté, pokud
k takovému  uZivani  subdodavatelskych
a dislokovanych pracovist neda Lilly svUj
pisemny souhlas.

3. PFi plnéni svych zavazki vyplyvajicich z této
Smlouvy souhlasi Poskytovatel sluzeb s tim,
ze bude dodrzovat veSkeré  pfislusné
protikorupéni zakony platné a uginné v Ceské
republice, kde ma Poskytovatel sluzeb své
hlavni misto podnikani a kde vykonava svou
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Agreement. Compliance with anti-bribery statutes
of the Czech Republic should ensure compliance
with the U.S. Foreign Corrupt Practices Act
(FCPA), as revised, which generally prohibits the
offer, promise, payment or giving of anything of
value either directly or indirectly to any
government official for the purpose of obtaining or
retaining business or any improper advantage.

For purposes of this section, “government official”
means any official, officer, representative, or
employee of, including any doctor employed by,
any non-U.S. government department, agency or
instrumentality (including any government-owned
or controlled commercial enterprise), or any
official of a public international organization or
political party or candidate for political office.
Additionally, if any of directors, employees,
agents, and consultants are government officials,
Service Provider agrees that Lilly’s and/or Lilly’s
representative’s payment of them in connection
with this Agreement is not intended to influence
any decision that any individual may make to their
benefit in their capacity as a government official.

Service Provider further represents that none of
directors, employees, agents, or consultants will
directly or indirectly offer to pay, promise to pay or
give money and/or anything of value to any
government official for purposes of (i) influencing
the performance, the non-performance and the
delay in performance of any act related to his work
duties and/or any decision of such government
official in its official capacity; (i)
influencing/inducing such government official to
do an act contrary to his work duties or omit to do
any act in violation of the lawful duty of such
official; (iii) securing directly or indirectly any
improper advantage for the purpose of performing
any act which is contrary to his work duties; or (iv)
determining/inducing such government official to
use his influence with the government or
instrumentality thereof to affect or influence any
act or decision of the government or such
instrumentality with respect to any activities
undertaken relating to this Agreement.

Additionally, Service Provider will make
reasonable efforts to comply with requests for
information, including answering questionnaires
and narrowly tailored audit inquiries, to enable

Tsm/2024/283/Se

¢innost podle této Smlouvy.
Dodrzovani protikorupénich pravnich pfedpist
Ceské republiky by mélo zajistit soulad se
zakonem Spojenych statd o zahranicnich
korupénich praktikach (Foreign Corrupt
Practices Act, FCPA), ve znéni zmén
a doplnéni, ktery obecné zakazuje pfimo
i nepfimo nabizet, slibovat, platit nebo davat
cokoliv cenného jakymkoliv statnim Gfednikiim
za uCelem zachovani nebo udrZeni
obchodnich nebo jakychkoliv neopravnénych
vyhod.

Pro ucely tohoto bodu znamena pojem ,statni
urednik® jakéhokoliv ufednika, funkcionare,
zastupce €i zaméstnance, vCetné lékaru, ktefi
jsou zaméstnanci ministerstev, agentur nebo
instituci (v€etné statem vlastnénych nebo
ovladanych komercnich podnikl) mimo USA,
nebo jakéhokoliv Ufednika vefejné
mezinarodni organizace C¢i politické strany
nebo kandidata na politicky ufad. V pfipadech,
kdy je kterykoliv z Fediteld, zaméstnancu,
zastupcl a konzultantll Poskytovatele sluzeb
statnim dfednikem, Poskytovatel sluzeb
souhlasi s tim, Ze platby, které od spole¢nosti
Lilly a/nebo zastupce povéfeného Lilly obdrzi
v souvislosti s touto Smlouvou, nemaji za cil
ovlivnit zadné rozhodnuti, které by néjaka
osoba mohla pfijmout z pozice statniho
Ufednika v jejich prospéch.

Poskytovatel sluzeb dale prohlasuje, Zze Zadny
z fediteld,  zaméstnanclt,  zastupcu i
konzultantl Poskytovatele sluzeb nebude
pfimo & nepfimo nabizet penize, slibovat
penize ani davat penize nebo cokoliv cenného
zadnému statnimu udfednikovi s cilem (i)
ovlivnit plnéni nebo neplnéni nebo prodleni
v plnéni jakéhokoliv Ukonu souvisejiciho s jeho
pracovnimi povinnostmi a/nebo rozhodnuti
prislusného statniho Ufednika v jeho dfedni
pravomoci, (ii) pfimét statniho ufednika, aby
jednal nebo nejednal vrozporu se svymi
z&konnymi povinnostmi, (iii) zajistit pfimo nebo
nepfimo jakoukoliv neopravnénou vyhodu za
Uucelem udkonu, ktery je v rozporu s jeho
pracovnimi povinnostmi, (iv) pfimét statniho
Urednika, aby vyuzil svij vliv ve vladé nebo
instituci a ovlivnil jednani nebo rozhodnuti
vlady nebo instituce v souvislosti s ¢innosti
provadénou v ramci této Smiouvy.

Poskytovatel sluzeb dale projevi pfiméfenou
snahu o splnéni pozadavk( na informace,
v€etné odpovédi na dotazniky a pfesné
formulované auditni otazky, s cilem umoznit
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Lilly and/or Lilly’'s representative to ensure
compliance with applicable anti-bribery laws.
Service Provider agrees that any payment from
Lilly and/or Lilly’s representative to Service
Provider in connection with/related to the services
to be provided under this Agreement is not
intended to influence any decision Service
Provider may make regarding the prescription of
Lilly medicines or to otherwise influence any
pending or future Lilly business.

Export Control Regulations: Service Provider
acknowledges that Lilly shall comply with: all
applicable trade sanctions and export control laws
and regulations, including any U.S. trade
sanctions imposed by the U.S. Treasury
Department's Office of Foreign Assets Control (31
Code of Federal Regulations, Section 501 et
seq.), U.S. Export Administration Regulations (15
Code of Federal Regulations; Section 734 et
seq.) and EU trade sanctions and export laws (in
particular Council Regulation (EC) No 428/2009
(as amended)). The Provider undertakes to
comply with all regulations on trade sanctions and
exports valid in the territory of the Czech Repubilic,
which, to the Provider's knowledge, correspond to
the principles of the regulations specified in the
previous sentence.

Sanctions: Service Provider warrants that to the
best of his knowledge, neither its executive
officers in Institution are (i) a person targeted by
trade or financial sanctions under the laws and
regulations of the United Nations, the United
States, the European Union and its Member
States, the United Kingdom or any other
jurisdiction that is relevant to the execution of this
Agreement; (ii) incorporated or headquartered in,
or organized under the laws of, a territory subject
to comprehensive U.S. sanctions (each, a
“Sanctioned Territory”) or (iii) directly or indirectly
owned or controlled by such persons (together
“‘Restricted Person”). Service Provider further
represent and warrants that Service Provider shall
notify Lilly in writing immediately if Service
Provider or any of its executive officers in Service
Provider becomes a Restricted Person or if
Service Provider becomes directly or indirectly
owned or controlled by one or more Restricted
Persons.

4. Lilly and/or Lilly-designated representatives
may visit the facilities being utilized by Service

Tsm/2024/283/Se

Lilly a/nebo zastupci jmenovaného spoleénosti
Lilly dodrzet platné protikorupéni pravni
predpisy. Poskytovatel sluzeb souhlasi s tim,
Ze platba, kterou obdrzi od Lilly a/nebo od
zastupce jmenovaného spole€nosti Lilly
v souvislosti se Sluzbami poskytovanymi podle
této Smlouvy, neni urCena Kk ovlivnéni
pfipadného rozhodnuti, které by Poskytovatel
sluzeb mohl pfijmout, pokud se jedna
o predepisovani 1éka spole¢nosti Lilly, ¢i

ovlivnéni  sou€asnych nebo budoucich
zakézek spolecnosti Lilly.
Predpisy v oblasti kontroly  vyvozu:

Poskytovatel sluzeb bere na védomi, Ze Lilly
musi dodrzovat: vSechny platné zakony a
predpisy o obchodnich sankcich a kontrole
vyvozu, veetné pfipadnych obchodnich sankci
Spojenych statd uloZzenych Uradem pro
kontrolu zahrani¢nich aktiv Ministerstva financi
Spojenych statd (31 Kodexu federalnich
pravnich predpisu, ¢ast 501 a nasl.), pfedpist
Spojenych statll o spravé vyvozu (15 Kodexu
federalnich pravnich pfedpisl, ¢ast 734 a
nasl.) a zakond EU o obchodnich sankcich a
vyvozu (zejména nafizeni Rady (ES) ¢.
428/2009 (v platném znéni)). Poskytovatel se
zavazuje dodrzovat vSechny pfedpisy o
obchodnich sankcich a vyvozu platné na
uzemi Ceské republiky, které dle védomi
Poskytovatele odpovidaji zasadam pfedpisl
uvedenych v pfedchozi véteé.

Sankce: Poskytovatel sluzeb prohlasuje a
zaruCuje, ze dle jeho nejlepsiho védomi ani
jeho zastupci nejsou (i) osobami, na které se
vztahuji obchodni nebo finanéni sankce podle
zakon(l a predpist Organizace spojenych
narodu, Spojenych statt, Evropské unie a
jejich Clenskych stati, Spojeného kralovstvi
nebo jakékoli jiné jurisdikce, ktera je relevantni
pro plnéni této Smlouvy; (ii) zalozeny nebo
nemaiji sidlo ¢i nejsou zfizeny podle zakon(
Uzemi, na které se vztahuji komplexni sankce
Spojenych  statd americkych (dale jen
»Sankcionované uzemi“) nebo (iii) pfimo nebo
nepfimo vlastnéna ¢&i ovlddana takovymi
osobami (spole€né dale jen ,sankcionovana
osoba"). Poskytovatel sluzeb dale prohlasuje a
zaruCuje, Ze neprodlené pisemné& oznami
spole&nosti Lilly, pokud se Poskytovatel sluzeb
nebo kterykoli z jeho zastupcl stane
sankcionovanou osobou nebo stane-li se
Poskytovatel sluzeb spolecnosti pfimo nebo
nepfimo vlastnénou nebo kontrolovanou
jednou &i vice sankcionovymi osobami.

4. Spolecnost Lilly a/nebo zastupci jmenovani
spole€nosti Lilly mohou navstivit zafizeni,
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Provider for the services at reasonable times and
during normal working hours to observe the
progress of the services. Service Provider will
assist Lilly in scheduling such visits and Lilly shall
arrange an appointment with the Service Provider

through the Clinical Trial Center and by email to
*Sewice Provider agrees that
illy, illy-designated  representatives and

domestic or foreign regulatory agencies may
inspect his procedures, facilities and Study
records (including portions of other pertinent
records for all patients in Study) used in
conducting Study. Information obtained from such
inspections may be shared with Lilly and Lilly-
designated representatives. Service Provider
shall provide Lilly with the results of any such
review, audit or inspection.

5. If any drugs are furnished for the purposes of
the service provided in the course of Study, they
will be used solely under Protocol, and may not be
used for any other purposes. Service Provider
shall follow Lilly’'s instructions related to
disposition of clinical trial materials and Service
Provider shall comply with all relevant laws and
regulations applicable to any destruction or
disposition of the materials at the facilities being
utilized by Service Provider for the services.

6. All Service Provider's records related to Study
must be handed over to the site or retained as
required by EU law, however, that in the unlikely
event that ICH or FDA record retention
requirements, (i.e., two (2) years after the date of
marketing application approval by FDA for Study
drug(s) indication investigated, or if an application
is not approved, two (2) years after the FDA is
notified by Lilly of discontinuation of the IND) are
longer than twenty-five (25) years, Lilly will notify
Service Provider regarding any additional length
of time that records must be retained by Service
Provider to meet such requirements. The Service
Provider agrees to take the appropriate measures
to prevent premature destruction of essential
documents.

7. All information provided to Service Provider by
Lilly, its representatives or generated by Service

Tsm/2024/283/Se

kterd& pouzivd Poskytovatel sluzeb pro
poskytovani Sluzeb v pfiméfenou dobu a
béhem standardni pracovni doby, aby mohli
pozorovat postup sluzeb. Poskytovatel sluzeb
bude pomahat spole€nosti Lilly v planovani
takovych navstév, pficemz Lilly je povinna s
Poskytovatelem sluzeb termin  domluvit
prostfednictvim  Centra  klinickych  studii
e-mailem naFPoskytovatel
sluzeb bere na vedomi, ze spolecnost Lilly,
zastupci jmenovani spolecnosti Lilly a mistni &i
zahraniéni organy statniho dohledu mohou
podrobit kontrole jeho postupy, vybaveni
azaznamy tykajici se Studie (v€etné
relevantnich zaznamd vSech pacientd ve
Studii), které jsou ve Studii pouzivany.
Informace ziskané pfi téchto kontrolach mohou
byt poskytnuty spolecnosti Lilly, zastupcim
jmenovanym spolecnosti Lilly. Poskytovatel
sluzeb preda vysledky téchto kontrol, auditu Ci
inspekci spolecnosti Lilly.

5. Pokud jsou jakékoliv I[éCivé pfFipravky
dodané pro ucely SluZeb poskytovanych v
ramci Studie, budou pouZivany vyluéné podle
Protokolu a nesmi byt pouzivany pro zadné
jiné ucely. Poskytovatel sluzeb se bude Fidit
pokyny spole€nosti Lilly ohledn& vydavani
hodnocenych  pfipravkl  abude jednat
v souladu s veSkerymi pfislusnymi zakonnymi
predpisy a nafizenimi, které se vztahuji
k niéeni ¢i likvidaci téchto materialt v zafizeni,
které je pouzivano pro poskytovani Sluzeb
Poskytovatele sluzeb.

6. Vedkeré zaznamy Poskytovatele sluzeb
souvisejici se Studii musi byt pfedany
fesSitelskému centru nebo musi byt uchovavany
podle pozadavk( pravnich pfedpisti EU, av§ak
s tim, Ze v nepravdépodobném pfipade, ze by
ICH nebo FDA pozadovaly |hitu pro
uchovavani zaznamu (tj. dva (2) roky od data
rozhodnuti FDA o registraci hodnoceného
léCiva (IéCiv) pro zkoumanou indikaci, nebo
pokud Zadost o registraci nebyla schvalena,
dva (2) roky od okamziku, kdy spole¢nost Lilly
informovala FDA o pferuSeni IND) delSi nez
dvacet pét (25) let, bude spole€nost Lilly
informovat Poskytovatele sluzeb o jakékoliv
dodate¢né Casové Ihaté, po kterou jim museji
byt zaznamy uchovavany tak, aby byly tyto
pozadavky spinény. Poskytovatel sluzeb
souhlasi s tim, zZe ugini takova opatfeni, aby
zabranil predCasné destrukci ddlezitych
zaznamQ.

7. Ve8keré informace, které Poskytovateli
sluzeb poskytne spole€nost Lilly &i jeji zastupci
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Provider in connection with Study will be kept in a
confidential manner and will not be used for any
purpose not contemplated by this Agreement for
a minimum of five (5) years after the termination
or conclusion of Study except to the extent that
Lilly gives Service Provider written permission or
particular information is required by regulations to
the Ethical Review Board, a patient, local
regulatory agencies, or any other governing body
or court of competent jurisdiction. If disclosure is
requested, Service Provider shall promptly notify
Lilly and shall not disclose any information without
Lilly’s prior written consent or until Lilly informs
Service Provider that it has exhausted legal
actions it may take to prevent or limit the
requested disclosure. Lilly shall provide such
consent and/or notification in a prompt and timely
manner to Service Provider. Service Provider
shall ensure that its employees, contractors and
agents are informed of and abide by these
confidentiality terms.

8. The terms of this Agreement shall also be
considered confidential information which may be
disclosed to the extent required by law.

8.1 Identification of Trade Secret.

Lilly states that it considers the subject number,
description of the Study, the fee information, the
Payment Schedule and the Study budget, the
Investigator's Brochure, the Insurance Policy
concerning clinical trial insurance and the Clinical
Trial Protocol to be significant information as
defined under the statutory definition of a trade
secret (Sec. 504 of Act No. 89/2012 Coll., Civil
Code), because general access to such
information could have material impact on the
economic results and the market position of Lilly.
The Service Provider undertake to maintain this
information  confidential pursuant to this
Agreement.

9. Data and intellectual property that is conceived
or generated as a result of Study shall be the sole
property of Lilly, and Service Provider shall have
no rights to such data or intellectual property.

Tsm/2024/283/Se

nebo které Poskytovatel sluzeb ziska
v souvislosti se Studii, budou zpracovavany
jako davérné a po dobu minimalné péti (5) let
od dokonceni nebo zastaveni Studie nebudou
pouzivany kzadnym ucelum, které nejsou
stanoveny vtéto Smlouvé, pokud ovSem
spolecnost Lilly Poskytovateli sluzeb neudéli
pisemny souhlas nebo pokud pravni pfedpis
nevyzaduje zpfistupnéni konkrétni informace
etické komisi, pacientovi, organdm statniho
dohledu nebo jinym statnim organdm di

pfislusnym  souddm. Je-li  vyZadovano
zpfistupnéni informaci, Poskytovatel sluzeb to
neprodlené  oznami  spoleCnosti Lilly
ainformace nepfeda bez predchoziho

pisemného souhlasu spolecnosti Lilly nebo do
doby, nezZ jej spole€nost Lilly uvédomi o tom,
ze vyCerpala ve8keré dostupné pravni
prostfedky, jimiz by bylo mozZné zvefejnéni
téchto informaci predejit nebo omezit jejich
rozsah. Spole¢nost Lilly bude Poskytovatele
sluzeb osvém souhlasu ¢i vyCerpani
dostupnych pravnich prostfedk( informovat
v€as abez odkladu. Poskytovatel sluzeb
odpovida za to, Ze jeho zaméstnanci, smluvni
partnefi i zastupci budou seznameni s témito
pravidly pro praci s davérnymi informacemi
a budou se jimi fidit.

8. Za duvérné informace jsou povazovany
rovnéz podminky této Smlouvy, a proto smi byt
zvefejiovany pouze v rozsahu, ktery vyzaduje
zakon.

8.1 Oznaéeni obchodniho tajemstvi.

Lilly uvadi, Ze informace o poctu subjektd
odméné, platebni rozvrh, brozura
zkousejiciho, pojistnd smlouva o pojisténi
klinického hodnoceni a Protokol klinického
hodnoceni povazuje za informace vyznamné
ve smyslu zakonné definice obchodniho
tajemstvi (§ 504 zakona ¢&. 89/2012 Sb.,
ob&ansky zakonik), nebot vieobecny pfistup k
témto informacim muze mit podstatny dopad
na ekonomické vysledky a trzni postaveni
Lilly. Poskytovatel se zavazuje o téchto
informacich zachovavat mi€enlivost v souladu
s touto Smlouvou.

9. Veskera data a duSevni vlastnictvi, které
jsou ziskany nebo vytvofeny v souvislosti se
Studii, jsou vyluénym majetkem spolecnosti
Lilly a Poskytovatel sluzeb nema ktémto
datim ani ktomuto dusevnimu vlastnictvi
zadna prava.
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10. Service Provider agrees that it is not and has
not been debarred or disqualified from
participating in clinical research by any United
States regulatory authority or by any other
regulatory authority, and that it will not use or
involve any person or organization in connection
with this Study that is or has been debarred or
disqualified by any regulatory authority from
participating in clinical research. In the event that
Service Provider or any person or organization it
uses or involves in connection with Study should
become debarred or disqualified during the
course of Study, Service Provider agrees to
promptly notify Lilly in writing.

11. Data Privacy and Security

The parties agree to comply with all applicable
laws and regulations in relation to the protection
of the personal data of study subjects. Each
contract shall ensure that personal data relating to
study subjects is collected, stored and transferred
in accordance with all applicable data protection
legislation and the contract. The Contracting
Parties undertake to take such measures to
prevent unauthorized or accidental access to
personal data, their change, destruction or loss,
unauthorized transfers, other unauthorized
processing, as well as other misuse of personal
data.

When processing personal data for purposes of
fulfilling an obligation under the Agreement, Lilly
is determining the purposes and means for the
processing of personal data, and acting as the
Data Controller. The Service Provider is
processing personal data as governed by the
Agreement as a processor for Lilly. Service
Provider shall maintain written records of the
processing of all personal data and shall provide
such written record to Lilly promptly upon request
and agrees that such written record may be
submitted by Lilly to any third party (if necessary
and in accordance with applicable law) and to
relevant government and regulatory authorities.

Service Provider shall promptly notify Lilly in the
event it breaches the terms and/or obligations
contained in this Section or become aware of such
breach.

Lilly and Service Provider will each maintain a
comprehensive privacy and security program
designed to ensure that personal data will only be
processed in accordance with the terms of this

Tsm/2024/283/Se

10. Poskytovatel sluzeb prohladuje, Ze nebyl
Zadnym statnim organem USA ani Zadnym
jinym statnim organem vyloucen z u€asti na
klinickém vyzkumu a Ze v souvislosti s touto
Studii nebude spolupracovat s Zzadnou osobou
ani organizaci, ktera byla jakymkoli statnim
organem vylou€ena zucCasti na klinickém
vyzkumu. V pfipadé, ze by v pribéhu Studie
doslo k vylou€eni Poskytovatele sluzeb nebo
jakékoli osoby &  organizace, sniz
Poskytovatel sluzeb v souvislosti se Studii
spolupracuje, z u€asti na klinickém vyzkumu,
Poskytovatel sluzeb otom bude neprodlené
pisemné informovat spole¢nost Lilly.

11. Bezpecénost a ochrana osobnich udaijii

Smluvni strany se zavazuji dodrzovat vSechny
prislusné zakony a pravni pfedpisy ve vztahu k
ochrané osobnich Udajli subjektd studie.
Kazda smluvni zajisti, aby osobni udaje
tykajici se subjekt studie byly
shromazdovany, uchovavany a pfedavany v
souladu se vdemi platnymi pravnimi pfedpisy o
ochrané osobnich Udajd a smlouvou. Smiuvni
strany se zavazuji pfijmout takova opatfeni,
aby nemohlo dojit k neopravnénému nebo
nahodilému pfistupu k osobnim udajim, k
jejich zméné, zniceni Ci ztraté, neopravnénym
pfenosim, k jejich jinému neopravnénému
zpracovani, jakoz i k jinému zneuziti osobnich
udaja.

PFi zpracovani osobnich udaja pro ucely plnéni
povinnosti z této Smlouvy stanovi spole&nost
Lilly, ktera jedna jako spravce udajl, ucely a
prostfedky takového zpracovani osobnich
udaju. Poskytovatel sluzeb zpracovava osobni
udaje tak, jak je upraveno touto Smlouvou, a to
jako zpracovatel pro spolecnost Lilly.
Poskytovatel sluzeb vede pisemné zaznamy o
zpracovani veskerych osobnich udaju a na
pozadani tyto pisemné zaznamy neprodlené
predlozi spole¢nosti Lilly a souhlasi s tim, ze
spolec¢nost Lilly je maze predlozit treti strané
(je-li to potfebné a pfedani je v souladu
s pfislusnymi pravnimi pfedpisy) a pfisludnym
statnim a regulatornim organam.

Poskytovatel sluzeb  spolecnost Lilly
neprodlené vyrozumi v pfFipadé, Ze porusi
podminky anebo povinnosti stanovené v tomto
¢lanku nebo Ze se o takovém porusSeni dozvi.

Spolec¢nost Lilly i Poskytovatel sluzeb budou
realizovat komplexni program ochrany a
bezpecnosti osobnich udaju, ktery je nastaven
tak, aby bylo zajisténo, Ze osobni udaje budou
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Agreement, including the appointment of a data
protection officer where required by Applicable
Law.

Lilly and Service Provider agree that, as between
them, Service Provider is best able to manage
requests from data subjects for access,
amendment, transfer, blocking, or deletion of
personal data. Service Provider acknowledges
that in order to maintain the integrity of Study
results, the ability to amend, block, or delete
personal data may be limited, in accordance with
Applicable Law.

Data Protection Impact Assessment. The
Service Provider shall cooperate and assist Lilly
with respect to any data protection impact
assessments and/or prior consultations with
Government Authorities that may be required in
respect of processing carried out under the
Agreement.

Security Incidents.
(a) (a) Notification of Security Incidents. The
Service Provider shall notify Lilly, via email at

“ within 24 hours of
suspected or known security incidents that

have potential impact to individually
identifiable health information Lilly Data,
Lilly's payments to Service Provider or
Service Provider's payment systems, or any
other confidential information provided or
generated under this Agreement.

If such security breach affects personal data
within the meaning of Regulation (EU)
2016/679 of the European Parliament and of
the Council of 27 April 2016 on the protection
of natural persons with regard to the
processing of personal data and on the free
movement of such data, and repealing
Directive 95/46/EC (General Data Protection
Regulation). In addition, Service Provider
shall have a documented process to ensure
compliance with this notification requirement.

Tsm/2024/283/Se

zpracovavany vyhradné v souladu s
podminkami této Smlouvy, v€etné jmenovani
povéfence pro ochranu osobnich udajd, tam,
kde to vyzaduji pfislusné pravni predpisy.

Spole¢nost Lilly a Poskytovatel sluzeb
souhlasi s tim, Zze Poskytovatel sluzeb je z nich
nejlépe vybaven k tomu, aby vyfizoval zadosti
subjektll Udaji o pFistup, opravu, predani,
zablokovani nebo vymazani osobnich udajl.
Poskytovatel sluzeb bere na védomi, zZe
k zachovani integrity vysledkd Studie muze
dojit k omezeni moznosti opravy, zablokovani
nebo vymazani osobnich udaju v souladu
s prislusnymi pravnimi predpisy.

Posouzeni vlivu na ochranu osobnich
udajua. Poskytovatel sluzeb bude
spolupracovat se spolec¢nosti Lilly a poskytne ji
soucinnost pfi jakémkoliv posuzovani vlivu na
ochranu osobnich udaju anebo pfedchozich
konzultacich se statnimi organy, které mohou
byt nutné ve vztahu ke zpracovani udaju podle
této Smlouvy.

Pripady naruseni bezpecnosti.

(a) Oznameni pfipadt naruseni bezpecnosti.
Poskytovatel  sluzeb se  zavazuje
informovat Lilly e-mailem na

qdo 24 hodin o podezfeni
Zz naruseni bezpec€nosti nebo o zjisténi

pfipadd naruSeni bezpecnosti, které
mohou mit dopad na individualné
identifikovatelné zdravotni Gdaje subjektl
Studie, data Lilly, platby Lilly ve prospéch
Poskytovatele sluzeb nebo platebni
systémy Poskytovatele sluzeb nebo
jakékoli jiné divérné informace poskytnuté
nebo vytvofené na zakladé této Smiouvy,
pokud se takové naruSeni bezpecCnosti
dotyka osobnich udaji ve smyslu Nafizeni
Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016
o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Udajd a o volném
pohybu téchto Udaji a o zruSeni smérnice
95/46/ES (Obecné nafizeni o ochrané
osobnich udajl). Kromé toho musi mit
Poskytovatel sluzeb zdokumentovany
postup k zajisténi souladu s touto
oznamovaci povinnosti.
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(b) Service Provider agrees to indemnify Lilly for
all losses resulting from any security incident
due to negligence or willful misconduct by
Service Provider, its agents, its affiliates, or
any Processor retained by Service Provider,
including but not limited to legal damages,
government penalties, and/or mitigation
expenses.

12. Personal data of the Service Provider's
employees.

Lilly may collect personal information from Service
Provider and Service Provider's personnel
including but not limited to names, titles and
business contact information (“Service Provider
Personnel Data”) and process such data to fulfil
business purposes, including:

(1) Compliance with applicable laws regulations
regarding possible financial conflicts of interest;
(2) Assessment of personnel qualifications to
provide Service;

(3) Quality control and Study management; and
(4) Disclosures to ERBs, Ethics Committee or
national or foreign regulatory authorities in
connection with their performance of review or
oversight responsibilities for Study.

As part of Lilly’s legitimate interest in improving
the conduct of its research studies, Service
Provider Personnel Data may also be aggregated
with data from other Lilly sources and evaluated
for business decisions including those involving
future research.

Service Provider and/or Service Provider
personnel whose Personal Data are processed
for this specific purpose may object to such
processing by contacting Lilly as specified below.

Lilly may store or process such Service Provider
Personnel Data in the U.S. or other countries at
Lilly or Lilly-associated facilities, as long as a
business need or legal obligation exists, provided
that Lilly, in accordance with legal regulations,
ensures adequate level of protection of Service
Provider Personal Data which is to be transferred
to countries outside of the EU that do not provide
for adequate level of personal data protection
according to European Commission. Lilly will
process and store Service Provider Personnel
Data collected for the purposes above as long as

Tsm/2024/283/Se

(b) Poskytovatel sluzeb se =zavazuje, Ze
spolec¢nost Lilly od8kodni za veskeré ztraty
vyplyvajici z jakéhokoliv pfipadu naruseni
bezpecnosti v disledku nedbalosti nebo
umysiného jednani Poskytovatele sluzeb,
jeho zastupcu, spfiznénych osob i
jakéhokoliv zpracovatele angazovaného
Poskytovatelem sluzeb, coz zahrnuje
zejména zakonnou nahradu $kody, spravni
pokuty anebo vydaje na zmirnéni Skody.

12. Osobni tdaje pracovnikii Poskytovatele
sluzeb.

Spole¢nost Lilly mGze shromazdovat osobni
udaje o pracovnicich Poskytovatele sluzeb,
zejména informace o jménech, funkcich
a pracovnich kontaktech (dale jen ,udaje
o pracovnicich Poskytovatele sluzeb®) a
takové udaje zpracovavat za témito ucely:

(1) dodrzovani platnych zakond a predpisu
ohledné mozného finanéniho stfetu zajma;

(2) hodnoceni kvalifikace pracovnikd k
poskytovani Sluzeb;

(3) kontrola kvality a fizeni Studie; a

(4) zpristupnéni informaci etickym komisim
nebo narodnim ¢&i zahraniénim organim
statniho  dozoru v souvislosti s plnénim
kontrolnich ¢&i dozorovych povinnosti téchto
organu v ramci Studie.

Za ucCelem uspokojeni opravnéného zajmu
spoleCnosti Lilly na zlepSovani provadéni
vyzkumnych Studii mohou byt ddaje o
pracovnicich Poskytovatele sluzeb rovnéz
kombinovany s udaji z jinych zdroja
spole€nosti Lilly a vyhodnocovany pro ucely
obchodnich rozhodnuti, véetné rozhodnuti
tykajicich se budouciho vyzkumu.

Poskytovatel sluzeb anebo jeho pracovnici,
jejichz udaje jsou zpracovavany za timto
specifickym ucelem, mohou proti takovému
zpracovani uplatnit vuéi spole¢nosti Lilly
namitky.

Spole¢nost Lilly mize uchovavat nebo
zpracovavat udaje o] pracovnicich
Poskytovatele sluzeb v USA nebo v jinych
zemich, a to v zafizenich spolecnosti Lilly nebo
zarizenich s ni propojenych po dobu existence
obchodnich potfeb nebo pravnich zavazku
spole¢nosti Lilly, a to za predpokladu, ze
spole¢nost Lilly v souladu s pravnimi pfedpisy
zajisti adekvatni drovenn ochrany udajl
pracovnik(l Poskytovatele sluzeb, které maji
byt pfedany do zemi mimo EU, které podle
Evropské komise neposkytuji adekvatni
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itis necessary, in any case no longer than the time
of duration of these purposes.

Service Provider and Service Provider personnel
may have access to Personnel Data about
themselves that Lilly has collected and may have
corrections made to Personnel Data about
themselves that is inaccurate.

Under certain circumstances, Service Provider,
and Service Provider personnel have a right to
require restriction of processing of their Personnel
Data and erasure thereof, and also a right to
Personnel Data portability. The complaint against
Service Provider Personnel Data processing by
Lilly may be lodged with the Office for Personal
Data Protection of the Czech Republic.

By signing this Agreement, Lilly delegates to
Service Provider, and Service Provider agrees to
- to properly inform the Service Provider's
employees of the foregoing by means of a sample
personal data processing information form to be
provided to the Service Provider by Lilly, which is
responsible for its compliance with applicable law.

Service Provider may contact Lilly with inquiries
regarding Lilly’s collection or use of their
Personnel Data. Lilly agrees to comply with all
applicable laws and regulations regarding Lilly’s
use of Service Provider Personnel Data.

Personal Data of Study Subjects.

In the course of performing Services under this
Agreement, Service Provider may have access to
certain personal health information of individuals
participating in clinical research. All such
information shall be considered Personal Health
Information (“Personal Health Information”).
Service Provider agrees that Personal Health
Information shall be considered confidential
information subject to the obligations of
Confidentiality and Non-Use as described in this
Agreement. Service Provider agrees to perform all
Services (including without limitation, the use,
processing, storage, maintenance and distribution
of Personal Health Information) provide in
accordance with all valid and effective legal
regulations of the Czech Republic on the privacy
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uroven ochrany osobnich udaju. Spole¢nost
Lilly bude udaje pracovnikli Poskytovatele
sluzeb shromazdéné za vySe uvedenymi ucely
zpracovavat a uchovavat pouze po dobu
nezbytné nutnou, nejdéle po dobu trvani téchto
uceld.

Poskytovatel sluzeb a jeho pracovnici budou
mit pfistup ke svym adajam, které byly
shromazdény spole¢nosti Lilly, a mohou
nechat provést opravy ve svych udajich, pokud
jsou v nich nepfesnosti.

Za urcitych okolnosti maji Poskytovatel sluZzeb
a jeho pracovnici pravo pozadovat omezeni
zpracovani téchto svych udajl a jejich vymaz,
a maji také pravo na prenositelnost téchto
svych udaju. Stiznost proti zpracovani udaju
pracovnikli Poskytovatele sluzeb spolecnosti
Lilly mdZe byt podana k Ufadu pro ochranu
osobnich udajt Ceské republiky.

Spole¢nost Lilly podpisem této Smlouvy
Poskytovatele  sluzeb  povéfuje - a
Poskytovatel sluZzeb souhlasi — Ze pracovniky
Poskytovatele sluzeb naleZité vyrozumi o vyse
uvedeném, a to prostfednictvim vzorového
formulare informaci o zpracovani osobnich
Udaji, ktery Poskytovateli sluzeb preda
spolec¢nost Lilly, ktera odpovida za jeho soulad
s platnymi pravnimi predpisy.

Poskytovatel sluzeb nebo jeho pracovnici se
mohou obratit na spolecnost Lilly s dotazy
ohledn& shromazdovani ¢€i vyuzivani svych
udaji spolecnosti Lilly. Lilly se zavazuje
dodrZovat veSkeré pfislusné zakony a pfedpisy
ohledné uzivani osobnich uddajd o
pracovnicich Poskytovatele sluzeb ze strany
spole¢nosti Lilly.

Osobni udaje subjekti Studie.

V pribéhu poskytovani sluzeb podle této
Smlouvy bude mit Poskytovatel sluzeb pfistup
k ur€itym zdravotnim Gadajim jednotlivych
osob, které se uc€astni klinického hodnoceni.
VSechny tyto udaje budou povaZovany za
osobni zdravotni udaje (dale jen ,osobni
zdravotni  udaje*). Poskytovatel sluzeb
souhlasi stim, Ze osobni zdravotni udaje
budou povazovany za d(vérné informace
podléhajici zavazku chranit ddvérné informace
a_nepouzivat je, jak je uvedeno v
této Smlouvé. Poskytovatel sluzeb souhlasi
stim, Ze bude veskeré Sluzby (zejména
uzivani, zpracovani, ukladani, vedeni a
distribuce  osobnich  zdravotnich  Gdaju)
poskytovat v souladu s veSkerymi platnymi a
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laws and regulations and the applicable
provisions of Lilly’s Vendor Privacy Standard as
revised by Lilly from time to time and published at
http://supplierportal.lilly.com or otherwise made
available.

Service Provider agrees to maintain, store and
transfer (including internal data transfers) all
Personal Health Information in a secure and
confidential manner. By way of example, regular
e-mail is not a secure transfer, but transfer that
encrypts the Personal Health Information or is
conducted via an encrypted tunnel (VPN) is
considered secure.

Neither Lilly nor Service Provider will use the
name or names of the other party or their
employees in any advertising or sales promotional
material or in any publication without prior written
permission; provided, however, Service Provider
agrees to the use of its name in Study publications
and communications, including clinical trial web
sites and Study newsletters and Lilly may disclose
Service Provider’s name and the type of services
performed by Service Provider and/or any
employee for Lilly under this Agreement, the
existence and terms of this Agreement, and the
amount of compensation Lilly and/or Lilly’s
representative paid in exchange for Service
Provider services, in order to comply with
applicable laws and regulations. Service Provider
shall be responsible for ensuring that Service
Provider's employees have consented to these
same terms of disclosure.

13. Financial Arrangements

Payment for the services according to this
Agreement pursuant to Annex 1A will be
processed based on an invoice issued by the
Service Provider and made to the Payees
stipulated in Exhibit 1.B- Supplier Information
Form (SIF).

Service Provider will receive payment only for
data received based on the actual number of visits
and procedures performed in accordance with
agreed upon procedure fees outlined in the
Budget.

Increases to invoiceable expenses shall only be
paid upon advance, written approval from Lilly.
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aginnymi pravnimi predpisy Ceské republiky o
ochrané osobnich G4daju a pfislusnymi
ustanovenimi smérnice spolecnosti Lilly o
ochrané davérnych informaci dodavatel(,
pribézné revidované spolecnosti Lilly a
uvefejnéné na http://supplierportal.lilly.com
nebo zpfistupnéné jinym zplsobem.

Poskytovatel sluzeb se zavazuje, Zze povede,
bude uchovavat a prfedavat (v€etné interniho
predavani (dajt) veskeré osobni zdravotni
Udaje bezpecnym zplsobem zohledriujicim
ochranu osobnich udaji. Napfiklad bézna e-
mailova korespondence nepfedstavuje
bezpelny pfenos, ale pfenos, ktery osobni
zdravotni informace zakddovava nebo je
provadén prostfednictvim  zakédovaného
sitového tunelu (VPN) je povazovan za
bezpecny.

Lilly ani Poskytovatel sluzeb nebudou pouzivat
jméno druhé strany ani jména jejich
zaméstnancu, v jakychkoli reklamnich &i
marketingovych materidlech ani v Zzadnych
jinych publikacich bez pfedchoziho pisemného
souhlasu. Plati v8ak, Zze Poskytovatel sluZeb

souhlasi s uvedenim svého jména
v publikacich a zpravach o Studii, mimo jiné na
internetovych strankach Studie
a v informacnim bulletinu ke Studii

a Spole¢nost Lilly muze uvefejnit jméno
Poskytovatele sluzeb a typ sluzeb pro
spole¢nost Lilly podle této Smlouvy, existenci
a podminky této Smlouvy avySi odmény,
kterou spole¢nost Lilly zaplatila za Sluzby
Poskytovatele sluzeb, za u€elem dodrzeni
pfisluSnych zakonl a pravnich predpisu.
Poskytovatel sluZzeb ponese odpovédnost za
to, Ze zajisti, aby jeho zaméstnanci souhlasili
s témito podminkami uverejiiovani informaci.

13. Finanéni ujednani

Platba za Sluzby podle této Smlouvy dle
pfilohy 1A bude zpracovana na zakladé faktury
vystavené Poskytovatelem sluzeb a uskutecni
se ve prospéch pfijemcu uvedenych v pfiloze
1.B - Formulaf: Informace o Poskytovateli
(SIF).

Z castky urCené pro Sluzby souvisejici s
pacienty obdrzi Poskytovatel sluzeb platbu
pouze za skuteCny pocet provedenych navstév
a procedur, a to ve shodé s odsouhlasenymi
poplatky za uskuteénéné procedury tak, jak
jsou uvedeny v rozpoctu.

NavySené fakturované vydaje budou uhrazeny
pouze na zakladé predchoziho pisemného
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Budgeted line item amounts represent the
maximum payable amounts unless such advance,
written approval is obtained.

Reasonable and customary costs incurred for
required unscheduled visits or for additional
Protocol-required procedures or Study materials
that are not related to diagnosis or treatment of
adverse events shall be paid by Lilly in
accordance with the invoiceable process outlined
above or, if applicable, through an alternate
invoiceable payment process; provided that Lilly
agrees to such costs for the visit, procedure
and/or Study materials in advance.

The payment will be made in Czech crowns. The
VAT rate is governed by the laws enforceable at
the time of implementation of taxable fulfillment.
Payment is payable within 45 days from the
invoice receipt at Lilly.

Service Provider is responsible for fulfilling his tax
and related obligations connected with
acceptance of the payment for services according
to this Agreement.

To be eligible for payment, the services must be
performed in full compliance with Protocol and this
Agreement, and the data submitted must be
complete and correct. Itis anticipated that the sole
source of funds in connection with the provision of
the Services will be Lilly or its designated agent
for the Service Provider.

Service Provider will not seek payment from any
third party payer, whether public or private
(including, but not limited to, patients, insurers, or
governmental agencies), for any visits, services,
or costs covered by payments made by Lilly
and/or  Lilly’s representative under this
Agreement, or which are not part of the ordinary
care normally provided for the patient.

If Lilly or Lilly’s representative provides any free
products or items for use in Study, Service
Provider agrees that he will not bill any patient,
insurer or governmental agency, or any other third
party, for such free products or items.

Matters in dispute shall be payable upon mutual
resolution of the dispute.
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souhlasu Lilly. Pokud nebyl poskytnut tento
pfedchozi pisemny souhlas, pfedstavuji Eastky
za fakturované polozky uvedené v rozpoctu
maximalni splatnou ¢astku.

Oduvodnéné a bézné naklady vzniklé v
souvislosti s nutnymi  neplanovanymi
navstévami nebo provedenim dodatecnych
procedur vyzadovanymi Protokolem nebo
vydanim material( pozadovanych Studii, které
vSak nijak nesouviseji se zakladni diagnézou
¢i [éCbou nezadoucich ucinkud, budou ze strany
Lilly uhrazeny podle postupu uvedeného vyse
nebo pfipadné jinym alternativnim zpGsobem
za predpokladu, Ze Lilly s takovymi naklady za
extra navstévu, procedury a/nebo materialy
pozadovanych Studii pfedem souhlasila.

Platba bude provedena v K&. Sazba DPH se
fidi zakony platnymi v dobé uskute¢néni
zdanitelného plnéni. Platba bude splatna do 45
dnu od obdrzeni faktury spole¢nosti Lilly.

Poskytovatel sluzeb je odpovédny za spinéni
svych danovych a odvodovych povinnosti
spojenych s pfijetim odmény za Sluzby dle této
Smilouvy.

Poskytovatel sluzeb ma narok na vyplaceni
odmény pouze v pripadé, ze jsou veSkeré
Sluzby provadény plné v souladu
s Protokolem atouto Smlouvou aZzZe jsou
vSechna odevzdana data Uplna a pfesna.
Pfedpoklada se, Ze jedinym zdrojem
finanénich prostfedku v souvislosti
s poskytnutim Sluzeb bude pro Poskytovatele
sluzeb Lilly nebo jeji jmenovany zastupce.
Poskytovatel sluzeb nebude po Zadné treti
strané, at uz by Slo o vefejny, &i soukromy
subjekt (zejména pacienty, pojistovny nebo
spravni organy), pozadovat platby za
navstévy, Sluzby nebo naklady, které jiz
v souladu s touto Smlouvou uhradila Lilly nebo
jeji urCeny zastupce nebo které nejsou
soucasti béZné péce standardné poskytované
pacientovi.

Pokud spole€nost Lilly nebo jeji zastupce
poskytne jakékoliv produkty nebo predméty
zdarma pro pouziti v ramci Studie,
Poskytovatel sluzeb souhlasi, ze takové
produkty nebo pfedmeéty, které ziskal zdarma,
nebude uctovat zadnému  pacientovi,
pojistovné nebo spravnimu organu, nebo
jakékoliv treti strané. Naklady, které jsou
pfedmétem sporu, budou uhrazeny po
vyfeSeni tohoto sporu.
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The estimated value of the performance under
this contract is CZK 90.000.

14. Indemnification. Lilly shall indemnify Service
Provider, its staff, officers, agents, representatives
and employees (“Indemnitees”) from and against
any detriment, damages, costs, and expenses of
claims and suits (including reasonable attorney
fees) resulting from injury to a patient alleged to
have been directly caused or contributed to by
Study provided, however:

a)that Indemnitees have adhered to and
complied with all applicable national, state and
local regulations;

b) that the services were handled in accordance
with Protocol;

c) that Lilly is promptly notified of any such claim
or suit;

d) that Indemnitees cooperate in a reasonable
manner in the investigation and defense of any
such claim or suit;

e) that Lilly retains the right to defend the lawsuit
in any manner it deems appropriate, including the
right to retain counsel of its choice; and

f) that Lilly shall have the sole right to settle the
claim, provided, however, that Lilly shall not admit
fault on the Indemnitees behalf without
Indemnitees advanced written permission.

Lilly’s obligation of indemnification shall not
extend to any loss, damage or expense resulting
from the negligence, wilful malfeasance or
malpractice by the Indemnitees.

Lilly hereby agrees that any deviations from or
failures to adhere to the terms of the Protocol that
are mutually agreed upon in writing by all parties
to the Study (including the ERB) or any deviations
from the Protocol that are necessary to eliminate
an immediate safety hazard to the Study
participants are not considered violations of the
Protocol or failures to adhere to the terms of the
Protocol pursuant to this provision.

Tsm/2024/283/Se

Pfedpokladand hodnota plnéni dle této
smlouvy je 90.000 K¢&.

14. Odskodnéni. Spolecnost Lilly odSkodni
Poskytovatele  sluzeb, jeho  personal,
administrativni pracovniky, zastupce
a zaméstnance (,odSkodriovani“) za jakékoli
ujmy, Skody, naklady a vydaje souvisejici se
Zalobami a soudnimi premi (vCetné
pfiméfenych nakladd na pravni zastoupeni),
které vzniknou v dlsledku po$kozeni pacienta,
jez ma byt pfimo nebo do urcité miry spojeno
se Studii, ovSem za pfedpokladu, Ze:

a) odskodnovani dodrzeli veSkeré platné
narodni, statni a mistni pravni pfedpisy;

b) plnéni sluzeb probihalo pFfesné podle
Protokolu;

c) spole¢nost Lilly byla o pfipadné Zalobé ¢&i
soudni pfi informovana bez odkladu;

d) odSkodnovani pfiméfené spolupracuji na
vySetfovani a pfi obhajobé v souvislosti se
zalobou ¢i soudni pfi;

e) spole¢nost Lilly ma pravo podilet se na
obrané pfi soudnim sporu zpusobem, ktery
povazuje za vhodny, a mimo jiné ma pravo
najmout si pravniho zastupce podle vlastniho
uvazeni;

f) spoleénost Lilly ma vyhradni pravo spor
urovnat, ovéem stim, Ze bez pfedchoziho
pisemného souhlasu odSkodriovanych neuzna
pochybeni na jejich strané.

Povinnost  spole€nosti  Lilly  poskytnout
odskodnéni se nevztahuje na zadné ztraty,
Skody ani vydaje vzniklé v dlsledku
nedbalosti, umysiného protipravniho jednani
nebo zanedbani povinné péfe na strané
odSkodrovanych.

Spole¢nost Lilly timto souhlasi s tim, ze
jakékoliv odchylky nebo nedodrZeni podminek
Protokolu, které budou vzajemné pisemné
odsouhlaseny vSemi stranami Studie (vCetné
etické komise), nebo jakékoliv odchylky od
Protokolu, které jsou nezbytné k odstranéni
bezprostfedniho bezpecnostniho rizika
hroziciho uc€astnikim ve Studii, nejsou
povaZzovany za poruSeni Protokolu nebo
nedodrZzeni podminek Protokolu podle tohoto
ustanoveni.
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Lilly warrants that it maintains a policy or program
of insurance or self-insurance at levels sufficient
to support the obligations of indemnification
provided above. Upon written request, Lilly will
provide evidence of its insurance, or if self-
insured, its most recent audited financial
statement to Service Provider.

Other arrangements

15. The obligations under paragraphs 2, 3, 4, 5, 6,
7, 8,9, 10, 11, 12 and 15 shall survive the
expiration, or termination of this Agreement.

16. Neither Service Provider nor Lilly shall have
any authority to make agreements with third
parties that are binding on the other party.

17. Lilly shall be entitled to authorize a Contract
Research Organization to perform certain Lilly
obligations for this Study. Service Provider agrees
to cooperate with any proven Lilly-authorized
Contract Research Organizations in performing
this Study.

18. Service Provider may not assign its rights
and/or delegate its obligations under this
Agreement without the prior written consent of
Lilly’s representative and Lilly, which consent shall
not be unreasonably  withheld. Lilly’s
representative shall have the power to assign this
Agreement to Lilly without the Service Provider’s
consent.

This Agreement may be amended by an
instrument in writing signed by the parties to this
Agreement. Amendments may be required or
requested in order to document changes or
modifications to the Protocol, the Study Budget
and/or information regarding the Investigator or
other Study site information or the Service
Provider itself. Service Provider shall use
their best efforts to review any amendments to
this Agreement in good faith and in a timely
manner and, if applicable, to facilitate the timely
execution of said amendments.

19. Notices under this Agreement shall be in
writing and considered sufficient if delivered
personally, sent by registered mail with return
receipt, sent by recognized overnight courier
service, or by e-mail, addressed as follows:

Tsm/2024/283/Se

Spole¢nost Lilly zaruCuje, Ze ma uzavienou
pojisthou smlouvu nebo pojistny program ci
samopojisténi v dostalujici vysi tak, aby
pokryla zdvazky odSkodnéni stanovené vyse.
Spolec¢nost Lilly na pisemnou zadost predlozi
Poskytovateli sluzeb doklad o svém pojisténi
nebo v pfipadé samopojisténi svoji posledni
finanéni zavérku ovéfenou auditorem.

Ostatni ujednani

15. Povinnosti definované v odstavcich 2, 3, 4,
56,7, 8,9, 10, 11, 12 a 15 zUstavaji platné
ipo vyprSeni platnosti ¢€i ukonéeni této
Smilouvy.

16. Poskytovatel sluzeb ani Lilly nejsou
opravnéni sjednavat se ftfetimi stranami
dohody, které by znamenaly zavazek pro
druhou stranu.

17. Spole€nost Lilly bude opravnéna povéfit
smluvni vyzkumnou organizaci, aby
v souvislosti s touto Studii plnila vybrané
povinnosti Lilly. Pfi pInéni této Studie se
Poskytovatel sluZeb zavazuje spolupracovat
s jakoukoliv smluvni vyzkumnou organizaci
prokazatelné povéfenou spolecnosti Lilly.

18. Poskytovatel sluzeb nesmi prevést sva
prava a/nebo delegovat své povinnosti dle této
Smlouvy bez pFfedchoziho pisemného
souhlasu zastupce povéfeného spolecnosti
Lilly a Lilly, pfi¢emZ tento souhlas nebude
bezdivodné odepfen. Zastupce povéfeny
spole€nosti Lilly bude mit pravo postoupit tuto
Smlouvu na Lilly bez souhlasu Poskytovatele
sluzeb.

Tuto Smlouvu je mozné meénit pisemnymi
dodatky podepsanymi stranami této Smilouvy.
Vyhotoveni dodatk( maze byt nutné nebo o néj
muze byt pozadano z dlivodu zdokumentovani
zmeén nebo uUprav Protokolu, rozpoctu Studie
a/nebo informaci o ZkouSejicim &i obecné o
Studijnim centru nebo o Poskytovateli sluzeb
samotném. Poskytovatel sluZzeb vynaloZi
maximalni usili, aby pfipadné dodatky k této
Smilouvé v dobré vife a v€as zkontroloval a
pfipadné umoznil jejich v€asny podpis.

19. Oznameni dle této Smlouvy budou ucinéna
pisemné a budou povazovana za fadna, pokud
budou dorucena osobné, odeslana
doporucenou postou s doruCenkou, expresni
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If to Service Provider:

Fakultni nemocnice u sv. Anny v Brné Pekarska
664/53, 602 00 Brno Czech Republic

Attention: Center for Clinical studies

Email

If to Lilly:

Eli Lilly Cork Ltd
Island House, Eastgate Road, Eastgate Business
Park, Little Island, Co. Cork, Ireland, T45 KD39

20. By signing this Agreement, Service Provider
represents and warrants that he has the authority
and ability to or will otherwise contractually bind
any individual or entity who performs services for
Service Provider in connection with Study
hereunder to the terms and conditions of this
Agreement. This Agreement comes into force
upon the signature of the last of the contracting
parties and becomes effective upon publication in
the Register of Contracts in accordance with Act
No. 340/2015 Coll., on Special Conditions for the
Effectiveness of Certain Contracts, on the
Publication of Such Contracts and on the Register
of Contracts (the Contract Register Act).
Publication in the Register of Contracts shall be
ensured by the Service Provider.

This contract is drawn up in two copies, one of
which is received by each of the contracting
parties. If the parties agree on an electronic
signature, one version will be made.

This Agreement has been made in English and
Czech. In the event of inconsistency or
discrepancy between the English language
version and the Czech language version of this
Agreement, the Czech language version shall
prevail.

21. This agreement is concluded for the duration
of the Study. The Service Provider have the right
to terminate this Agreement without giving any

Tsm/2024/283/Se

kuryri sluzbou nebo e-mailem na niZe
uvedené adresy:

Pokud Poskytovateli sluzeb:

Fakultni nemocnice u sv. Anny v Brné
Pekarska 664/53, 602 00 Brno Ceska
republika

K rukam: Centrum klinickych studii
e mai S

Pokud budou adresovana Lilly:

Eli Lilly Cork Ltd

Island House, Eastgate Road, Eastgate

Business Park, Little Island, Co. Cork, Irsko,
T45 KD39

20. Podpisem této Smlouvy Poskytovatel
sluzeb prohlauje a zaru€uje, Ze méa opravnéni
a schopnosti nebo Ze jinak smluvné zavaze
jakoukoliv fyzickou osobu nebo subjekt, ktery
pro Poskytovatele sluzeb zajistuje Sluzby
v souvislosti se Studii podle této Smlouvy, k
dodrzovani podminek této Smlouvy. Tato
Smlouva nabyva platnosti podpisem posledni
ze smluvnich stran a Gc€innosti uvefejnénim
v registru smluv v souladu se zakonem ¢.
340/2015 Sb., o zvlastnich podminkach
ucinnosti nékterych smluv, uverejfiovani téchto
smluv a o registru smluv (zakon o registru
smluv). Uvefejnéni v registru smluv zajisti
Poskytovatel sluzeb.

Tato smlouva je sepsana ve dvou
vyhotovenich, znichz kazd4d ze smluvnich
stran obdrzi po jednom. Pokud se strany
dohodnou na elektronickém podpisu, bude
vyhotovena jedna elektronicka verze.

Tato Smlouva byla vyhotovena v angli¢tiné a
cestiné. V prfipadé jakychkoliv rozpord mezi
¢eskou a anglickou verzi Smlouvy ma pfednost
Ceska verze.

21. Tato smlouva se uzavira na dobu trvani
Studie. Poskytovatel sluzeb ma pravo tuto
smlouvu ukongit i bez uvedeni divodu, a to na
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reason, on the basis of a written notice with a
notice period of 2 months, which begins on the
first day of the calendar month following the
delivery of the notice to the other Contracting
Party. Notwithstanding other provisions regarding
termination of this Agreement as provided for
hereinabove, Lilly reserves the right to terminate
this Agreement by written notice delivered to
Service Provider and taking effect upon delivery
due to medical reasons, due to necessity to
assure patients’ safety, in association with
measures adopted by state bodies regulating the
area of drugs or due to other reasons on condition
that it happens in compliance with valid laws, rules
and Good Clinical Practice.

22. The Section 557 of Act. No. 89/2012 Coll.,
Civil Code, is not applicable for interpretation of
this Agreement.

23. This Agreement represents the entire
understanding between the parties and
supersedes all other agreements, express or
implied, between the parties concerning the
subject matter hereof. Parties to the Agreement
agree that the legal relationships and relations
arising out of this Agreement are governed by the
generally binding legal regulations of the Czech
Republic. Legal relationships not expressly
regulated are governed by the appropriate
provisions of Act No. 89/2012 Coll., Civil Code, as
amended (“Civil Code”). Parties to the
Agreement undertake to assist each other in
processing of the trial and possible disputes and
discrepancies of view concerning the procedure
and method of works should be solved by
behavior usual for contractual parties. The court
bodies of the Czech Republic will have the
appropriate jurisdiction to negotiate and decide
upon possible disputes that will not be solved by
co-operation as stipulated above.

Tsm/2024/283/Se

zakladé pisemné vypovédi s vypovédni dobou
2 mésice, kterd pocina bézet prvnim dnem
nasledujiciho  kalendafniho mésice po
doruéeni vypovédi druhé smluvni strané. Bez
ohledu na dal8i ustanoveni o ukonéeni této
Smlouvy uvedena vyse v této Smlouve si Lilly
vyhrazuje pravo ukonéit tuto Smlouvu
pisemnym oznamenim doru¢enym
Poskytovateli sluzeb a d€innym okamzikem
doru¢eni z dlvodd medicinskych, z ddvodu
nezbytnosti zajisténi bezpecnosti pacientd,
v souvislosti s opatfenimi statnich organ(
regulujicich oblast [é€iv nebo zdalSich
divodli, za podminky, Zze se tak stane
v souladu s platnymi zakony, nafizenimi a
Spravnou Klinickou praxi.

22. P¥i vykladu této Smlouvy se ust. § 557
zakona €. 89/2012 Sb., ob&ansky zakonik,
nepouzije.

23. Tato Smlouva predstavuje Uplnou dohodu
mezi stranami a nahrazuje veskera jina
ujednani mezi stranami, vyslovna nebo
konkludentni, tykajici se prfedmétu této
Smlouvy. Smluvni strany se dohodly, Ze pravni
vztahy a poméry vzniklé z této Smlouvy se fidi
obecn& zavaznymi pravnimi predpisy Ceské
republiky. Pravni poméry touto Smlouvou
vyslovné neupravené se fidi pfislusnymi
ustanovenimi zakona ¢&. 89/2012 Sb.,
ob&ansky zakonik, ve znéni pozdéjSich
predpist  (,ob€ansky zakonik®). Smluvni
strany se zavazuji pfi zpracovani Studie si
vzajemné pomahat a pfipadné spory a
rozdilnost nazorll na postup a zpusob praci
fesit jednanim obvyklym u smluvnich stran. K
projednani a rozhodovani pfipadnych spora,
které nebudou pfekonany spolupraci podle
vySe uvedeného, jsou pfislusné soudni organy
Ceské republiky.
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24. An integral part of this Agreement is also the
annex thereto, namely:

* Annex 1.A: Budget

* Appendix 1.B: Form — Information about the
Provider

Eli Lilly Cork Limited

Name/ jméno: F
Title/ titul: r. Manager - Trial Capabilities

Service Provider/ Poskytovatel sluzeb

Name/ jméno: Ing. Vlastimil Vajdak
Title/ titul: Director/Reditel

Tsm/2024/283/Se

24. Nedilnou soucasti této Smlouvy jsou také
jej pfiloha, a to:

. Pfiloha 1.A: Rozpocet

Pfiloha 1.B: Formulaif - Informace o
Poskytovateli

28.6. 2024

01. 07. 2024

Date/ datum
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Exhibit 1A: Budget

Tsm/2024/283/Se

Priloha 1A: Rozpocet

No extra payments will be made after the completion of the
trial.

Po ukonéeni Studie nebudou vyplaceny zadné
dodatecné platby.

All payments will be made in currency CZK (Czech Crown)
excl. VAT.

VSechny platby budou provedeny v CZK (Ceska
koruna) bez DPH.

All payments will be made according to local fiscal
requirements.

VSechny platby budou provedeny v souladu s
mistnimi dafiovymi poZadavky.

Exhibit 1A: Financial Annex

Priloha 1A: Financni priloha

Items Paid by Invoice/ polozky placené samostatné na zakladé faktury

Procedure Name/ nazev vysetreni

Total Cost/ celkem

Payments for the Service Provider/ platby pro Poskytovatele sluzeb

Item Name/ nazev polozky

Total Cost/ celkem
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Exhibit 1.B: Supplier Information Form (SIF)

Priloha 1.B: Formular — Informace o Poskytovateli

(SIF)

Enclosed: SIF of the following payment recipient(s):

- Fakultni nemocnice u sv. Anny v Brné

Soucasti Smlouvy je formulaf vyplnény od nize
uvedeného pfijemce (pfijemct) plateb:
- Fakultni nemocnice u sv. Anny v Brné

Invoicing Details

Fakturaéni detaily

Invoices must be issued and addressed to (service
recipient):

Eli Lilly Cork Limited

Island House

Eastgate Road

Little Island

Co. Cork

Ireland

Tax/VAT number: IE3508310BH

Invoices mai also be sent electronically via email at

Kindly provide the following identificators into the
“subject line” of each message:

o Protocol number/code

o Investigator’s last name

o Site number

Faktury musi byt vystaveny a zaslany na
(prijemce Sluzby):

Eli Lilly Cork Limited
Island House
Eastgate Road
Little Island

Co. Cork

Irsko

DIC: IE3508310BH

Faktui Ize rovnéz zaslat elektronicky e-mailem na

V “predmétu” e-mailu, prosim, vzdy uvedte:

o Protokol Studie )
o Pfijmeni Zkou$ejici/ho )

o Cislo centra
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