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AMENDMENT No 1
TO CLINICAL TRIAL AGREEMENT

by and between

Eli Lilly Cork Limited,

With its Registered Office: Island House, Eastgate
Road, Eastgate Business Park, Little Island, Cork,
Ireland
Tax ID: IE3508310BH

Represented by: Akos Bodnar

Title: Sr. Manager - Trial Capabilities
(hereinafter referred to as “Lilly”),
and
Vojenska nemocnice Brno
With its Registered Office in: Zabrdovicka 3/3,

Zabrdovice (Brno-Zidenice), 615 00 Brno, Czech

Republic
Represented by: plk. gst. MUDr. Petr Kral,
Director
Tax identification number: CZ60555530

(Hereinafter referred to as “Institution”)

and

(Hereinafter referred to as “Investigator”)

(Hereinafter each referred to as “Party” and
collectively referred to as the “Parties”)

WHEREAS, the Parties have entered into a Clinical
Trial Agreement on 26 May 2021 (Hereinafter
referred to as “Agreement”) for the performance of
the study entitle

ereinafter referred to as “Study’),
protocol 16T-MC-AMAX (hereinafter referred to as
“Protocol”)

WHEREAS, the Parties intend to update the
Agreement due to a budget uplift.

NOW, THEREFORE By this amendment
(hereinafter referred to as “Amendment No 1”) the
Parties hereby amend the Agreement as follows.

_ DODATEK ¢. 1 )
K SMLOUVE O KLINICKEM HODNOCEN

mezi

Eli Lilly Cork Limited,
se sidlem: Island House, Eastgate Road, Eastgate
Business Park, Little Island, Cork,
Irsko
DIC: IE3508310BH
Zastoupena: Akos Bodnar

Titul: Sr. Manager - Trial Capabilities

(dale jen ,Lilly*),
a

Vojenska nemocnice Brno
se sidlem: Zabrdovicka 3/3,
Zabrdovice (Brno-Zidenice), 615 00 Brno,
Ceska republika
zastoupenad plk. g&t. MUDr. Petrem Kralem, feditelem

DIC: CZ60555530

(dale jen ,Zdravotnické zafizeni®)

(dale jen ,Zkousejici“)

(kazda jednotliva strana se bude dale oznacovat jako
~Smluvni strana“ a spolec¢né pak jako ,Smluvni
strany®)

VZHLEDEM K TOMU, ZE Smluvni strany uzaviely
dne 26. kvétna 2021 smlouvu o klinickém hodnoceni
dale jen ,Smlouva®) pro provadéni studie s nazvem

ale Jen
(dale jen

udie”),

” protokolem
.Protokol®)

VZHLEDEM KTOMU, ZE Smluvni strany maji

vumyslu zménit Smlouvu zdlvodu aktualizace
rozpoctu.

TiIMTO Smluvni strany mé&ni Smlouvu timto Dodatkem
(dale jen ,Dodatek €. 1) takto.
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1. Effective as of April 14 2023 the Exhibit 1A:
Budget of the Agreement is hereby deleted in
its entirety and replaced with the amended
Exhibit 1A: Budget, attached herein as
Attachment 1.

2. Effective as of 1 January 2022 section .
INVESTIGATOR AND INSTITUTION
OBLIGATIONS / A Conduct of Study of the
Agreement is amended as follows:

Before subsection “ix”, add a new section
“ix” as follows, changing the previous

“wr “yn,

section “ix” to “x”:

Export Control Regulations: Investigator and/or
Institution agree to comply with all applicable trade
sanctions and export control laws and regulations,
including, where applicable, the U.S. trade
sanctions administered by the U.S. Treasury
Department's Office of Foreign Assets Control (31
C.F.R. Part 501 et seq.), the U.S. Export
Administration Regulations (15 C.F.R. Part 734 et
seq.), and European Union trade sanctions and
export laws (including without limitation Council
Regulation (EC) No. 428/2009 (as amended).

Sanctions: Investigator and/or Institution represent
and warrants that neither Investigator, Institution
and, to the best of their knowledge, its directors,
executive officers, agents, shareholders, nor any
person having a controlling interest 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”). Investigator and/or
Institution further represent and warrants that
Investigator and/or Institution shall notify Lilly in
writing immediately if Investigator, Institution or any
of its directors, executive officers, agents,
shareholders or any person having a controlling
interest in Institution becomes a Restricted Person
or if Institution becomes directly or indirectly owned
or controlled by one or more Restricted Persons.

3. Effective as of 1. October 2024 section Ill. Data
Privacy and Security / (6) Security Incidents of
the Agreement on page 17 is hereby deleted in
its entirety and replaced with the amended
section Ill. Data Privacy and Security / (6)
Security Incidents as follows:

1. S ucinnosti od 14. dubna 2023 se
Priloha 1A: Rozpocet Smlouvy v plném
rozsahu ru$i anahrazuje se zménénou

Prilohou 1A: Rozpocet, ktera je pfilozena
jako Priloha 1.

2. S ucinnosti od 1. ledna 2022 se oddil I.
ZAVAZKY ZKOUSEJICIHO A
ZDRAVOTNICKEHO ZARIZENi / A
Provadéni studie Smlouvy upravuje takto:

Pfred pododdil "ix" se pfidava novy oddil "ix",
ktery méni pfedchozi oddil "ix" na "x",
nasledovné:

Predpisy v oblasti kontroly vyvozu: ZkouSejici a/nebo
Zdravotnické zafizeni se zavazuji dodrzovat vSechny
platné zakony a predpisy o obchodnich sankcich a
kontrole vyvozu, vcetné pfipadnych obchodnich
sankci Spojenych statll uloZzenych Ufadem pro
kontrolu zahrani¢nich aktiv Ministerstva financi
Spojenych stati (31 Kodexu federalnich pravnich
predpisl, ¢ast 501 a nasl.), pfedpist Spojenych statl
o0 spravé vyvozu (15 Kodexu federalnich pravnich
predpis(, ¢ast 734 a nasl.) a zakont EU o obchodnich
sankcich a vyvozu (zejména nafizeni Rady (ES) €.
428/2009 (v platném znéni).

Sankce: ZkouSejici a/nebo Zdravotnické zafizeni
prohlasuji a zaru€uji, ze ZkouSejici, Zdravotnické
zafizeni a dle jejich nejlepSiho védomi ani jeji
jednatelé, vykonni pracovnici, zastupci, akcionafi, ani
zadna osoba, ktera ma ve Zdravotnickém zafizeni
kontrolni podil, nejsou (i) osobami, na které se vztahuji
obchodni nebo finanéni sankce podle zakonl a
predpisl Organizace spojenych narodud, Spojenych
statl, Evropské unie a jejich clenskych statu,
Spojeného kralovstvi nebo jakékoli jiné jurisdikce,
ktera je relevantni pro plnéni této Smlouvy; (ii) nejsou
zalozeny nebo nemaji sidlo &i nejsou zfizeny podle
zakonl Uzemi, na které se vztahuji komplexni sankce
Spojenych statll americkych (dale jen ,sankcionované
uzemi“) nebo (iii) pfimo nebo nepfimo vlastnéna di
ovladana takovymi osobami (spoleCné dale jen
»Sankcionovana osoba“). ZkouSejici a/nebo
Zdravotnické zafizeni dale prohlasuji a zaruluji, ze
ZkouSejici a/nebo Zdravotnické zafizeni neprodlené
pisemné oznami spoleCnosti Lilly, pokud se
Zkou$ejici, Zdravotnické zafizeni nebo kterykoli z
jejich jednateld, vykonnych pracovnikl, zastupcu,
akcionart nebo jakakoli osoba s kontrolnim podilem
ve Zdravotnickém zafizeni stane sankcionovanou
osobou nebo stane-li se Zdravotnické zafizeni
spole¢nosti pfimo nebo nepfimo vlastnénou nebo
kontrolovanou jednou ¢i vice sankcionovanymi
osobami.

3. S UCinnosti od 1. fijna 2024 se bod Il
Bezpectnost a ochrana osobnich udaji / (6)
Pfipady naruSeni bezpecnosti Smlouvy na
strané 17 v plném rozsahu rusi a nahrazuje
se zménénym bodem Ill. BezpeCnost a
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(a) Institution shall notify Lilly, via email at
privacy@lilly.com, within 24 hours of
suspected or known security incidents that
have potential impact to individually
identifiable health information Lilly Data,
Lilly's  payments to Institution or
Institution’s payment systems, or any other
confidential information provided or
generated under this Agreement. In
addition, Institution shall have a
documented process to ensure
compliance with this notification
requirement.

(b) Institution agrees to indemnify Lilly for all
losses resulting from any security incident
due to negligence or willful misconduct by
Institution, its agents, its affiliates, or any
Processor retained by Institution, including
but not Ilimited to legal damages,
government penalties, and/or mitigation
expenses.

Any parts of the Agreement not affected by this
Amendment will remain unchanged.

Remainder of Page Intentionally Left Blank.
Signature Page Follows.

b)

ochrana osobnich udaju / (6) Pripady
naruseni bezpecnosti takto:

Poskytovatel se zavazuje informovat Lilly e-
mailem na # do 24 hodin o
podezieni na bezpecnostni incidenty nebo o
znamych bezpecnostnich incidentech, které
mohou mit dopad na individualné
identifikovatelné zdravotni udaje Lilly, platby
Lilly ve prospéch Poskytovatele nebo platebni
systéemy Poskytovatele nebo jakékoli jiné
davérné informace  poskytnuté  nebo
generované na zakladé této Smlouvy. Kromé
toho musi mit Poskytovatel zdokumentovany
postup k zajisténi souladu s touto oznamovaci
povinnosti.

Poskytovatel se zavazuje, ze spolecnost Lilly
odskodni za veSkeré ztraty vyplyvajici z
jakéhokoliv pfipadu naruseni bezpecnosti v
dusledku nedbalosti nebo umysiného jednani
zdravotnického zafizeni, jeho zastupc,
spfiznénych osob ¢i jakéhokoliv zpracovatele
angazovaného zdravotnickym zafizenim, coz
zahrnuje zejména zakonnou nahradu Skody,
spravni pokuty a/nebo vydaje na zmirnéni
Skody.

VSechny ¢asti Smlouvy, které nejsou timto

Dodatkem dotéeny, zlstavaji beze zmény.

Zbytek stranky zamérné ponechan prazdny.

Nasleduje podpisova stranka.
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This Amendment No 1 has been read, understood Tento Dodatek €. 1 byl Smluvnimi stranami precten,
and signed by the Parties in full compliance with pochopen apodepsan v plném souladu s jejich
their intentions. zaméry.

Eli Lilly Cork Limited

Digitally signed by AKOS BODNAR
Reason: | am approving this document
Date: 2024.11.07 10:42:05 Z

Adobe Acrobat version:

SAFE-BioPharma Association 202000530730

SAFE-BioPharma..

Name/ jméno: Akos Bodnar Date/ datum

Title/ titul: Sr. Manager - Trial Capabilities

Vojenska nemocnice Brno

12 Tistopadu 2024

Name/ jméno: plk. g&t. MUDr. Petr Kral Date/ datum

Title/ titul: Director / feditel

Investigator/ Zkousejici

11 November 2024

Name/ jméno: I Date/ datum

APPROVED

By| at 2:30 pm, Nov 06, 2024

I Page 4 of 11



Docusign Envelope ID: B2E24BAD-3DD9-48D5-AD8F-149966820F 24

Attachment 1/ Priloha 1

Exhibit 1.A: Budget/ Pfiloha 1.A: Rozpocet

1) Payment will be made as of paragraphs Il.A and 1) Platba bude provedena podle odstavce II.A a B
B hereof. této smlouvy.

2) The fee per patient covers all necessary work 2) Honorar za jednoho pacienta pokryva veskerou
performed in the trial. No extra payments will be nutnou praci ve studii. Po ukonceni studie nebudou
made after the completion of the trial. vyplaceny Zadné dodate¢né platby.

3) Payment scheme for individual visits per patient: 3) Schéma pro uhradu jednotlivych navstév na

jednoho pacienta:
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