ITM-LET-01

AMENDMENT #2 TO CLINICAL STUDY
AGREEMENT

This Amendment (the “Amendment”) to the
Clinical Study Agreement, dated 1% of March 2021

(the “Agreement”), for the clinical study (the
“Study”) conducted in accordance with the
protocol ITM-LET-01, entitled “A prospective,

randomised, Controlled, Openlabel, Multicentre
phase Ill study to evaluate efficacy and safety of
Peptide Receptor Radionuclide Therapy (PRRT)
with 177Lu-Edotreotide compared to targeted
molecular therapy with Everolimus in patients with
inoperable, progressive, somatostatin receptor-
positive (SSTR+), neuroendocrine tumours of
gastroenteric or pancreatic origin (GEP-NET)” and
any amendments thereto (the “Protocol”), is made
by and between:

ITM Solucin GmbH,

Lichtenbergstrasse 1, D-85748 Garching,
Germany, TIN: DE 308998903, registered with the
business Register maintained by the Regional

Court in  Mnichov, folio HRB 226902 (the
“Sponsor”)

and

Fakultni nemocnice v Motole (University

Hospital in Motol), state-funded institution,

With registered office at V Uvalu 84,150 06 Praha
5, Czech Republic, ID: 00064203, TIN:
Cz00064203, statefunded healthcare provider
established by the Ministry of Healthcare with no
obligation of the
Register, registered with the Trade Register,
responsible office: Ufad méstské &asti Praha 5
(Prague 5 City District Office), (the “Institution”)

registration  with Business

and

located

(the “Former

Investigator”)

University Hospital Motol

DODATEK #2 KE SMLOUVE O KLINICKEM
HODNOCENI

Tento Dodatek (dale jen ,Dodatek”) ke Smlouvé
o klinickém hodnoceni s datem 1. bfezna 2021
(dale jen ,Smlouva“) ke klinické studii (dale jen
,Studie®) provadéné v souladu s Protokolem ITM-
LET-01 snazvem: ,Prospektivni multicentricka
randomizovana kontrolovana oteviena klinicka
studie faze Il hodnotici U€innost a bezpecnost
peptidové radionuklidové terapie
(PRRT) 177Lu-Edotreotidem ve srovnani s cilenou
molekularni  terapii pacientd
S neoperovatelnymi progresivnimi
neuroendokrinnimi tumory gastroenterického nebo
pankreatického plvodu (GEP-NET) pozitivnimi na
somatostatinovy receptor (SSTR+)“ a vSemi jeho
dodatky (dale jen ,Protokol®) se uzavira mezi:

receptorové

Everolimem u

ITM Solucin GmbH,

Lichtenbergstrasse 1, D-85748 Garching,
Némecko, DIC: DE 308998903, zapsana Vv
obchodnim rejstfiku vedeném obvodnim soudem
Mnichov, vlozka HRB 226902 (dale jen
.Zadavatel”)

a

Fakultni nemocnice v Motole, statni

pfispévkova organizace,

se sidlem V Uvalu 84,150 06 Praha 5, Ceska
republika, ICO: 00064203, DIC: CZ00064203,
statni pfispévkova organizace zfizena
Ministerstvem zdravotnictvi, bez povinnosti zapisu
do obchodniho rejstfiku, do
Zivnostenského rejstiiku, pfislusny Gfad: Urad
méstské Casti Praha 5, (dale jen ,Zdravotnické

zapsana

zafizeni")

a
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and

affiliated with Fakultni nemocnice v Motole
(University Hospital in  Motol), state-funded
institution, located at V Uvalu 84,150 06 Praha 5,
Czech Republic (the “Investigator”)

PREAMBLE:

WHEREAS,
Agreement;

the parties wish to amend the

WHEREAS, the Sponsor wishes to replace the
Former Investigator, . with the Investigator, -
Ph.D., and all parties to this Amendment agree
with this replacement;

NOW, THEREFORE, in consideration of the terms
and conditions set forth herein, the parties agree
as follows:

1. The Parties acknowledge that a valid change
of investigators in accordance with the
requirements of Good Clinical Practice has
occurred as of the date of the 31% of October 2023
(the “Replacement Date”).

2. The Former Investigator shall be released
from his obligations under the Agreement, except
those foreseen to survive the termination or
expiration of the Agreement. Nevertheless, the
Former Investigator shall remain fully liable for any
acts or omissions arising under the Agreement
until the Replacement Date and states that she
has handed over all information/documentation
related to the Study to the Institution and the
Investigator as of the Replacement Date.

3. The Investigator agrees to act as the principal
investigator for the Study at the Institution and
accepts to take on all principal investigator related
obligations under the Agreement as of the
Replacement Date.

4. The parties acknowledge that Act No.
340/2015 Coll., on the Contract Register obliges

University Hospital Motol

s pracovistém na adrese: Fakultni nemocnice
v Motole, V Uvalu 84,150 06 Praha 5, Ceska
republika (dale jen “Hlavni zkouSejici”)

PREAMBULE:

VZHLEDEM K TOMU, ZE si strany pfeji upravit
Smlouvu;

VZHLEDEM K TOMU, ZE si Zadavatel preje
nahradit Byvalého hlavniho zkouS$ejiciho,

Hlavnim zkouS$ejicim, . a vzhledem k tomu, ze
v8echny strany tohoto Dodatku souhlasi s touto

zaménou;

SE NYNi PROTO strany pfi zvazeni podminek
stanovenych timto Dodatkem dohodly nasledovné:

1. Smluvni strany berou na védomi, ze k
fadné zméné zkousdejicich v souladu s poZadavky
Spravné klinické praxe doslo ke dni 31.fijna 2023
(dale jen ,Datum nahrazeni®).

2. Byvaly hlavni zkou$ejici je zprostén svych
povinnosti dle Smlouvy, s vyjimkou povinnosti,
které zustavaji v platnosti i po ukonéeni Smlouvy.
Nicméné Byvaly hlavni zkouSejici zlstava dle
Smlouvy plné odpovédny za jakékoli jednani Ci
opomenuti, ktera nastanou do Data nahrazeni, a
zaroven prohladuje, Ze k Datu nahrazeni pfedal
veSkeré informace/dokumentaci
Studii Zdravotnickému
zkousejicimu.

souvisejici  se

zafizeni a Hlavnimu

3. Hlavni zkouS3ejici souhlasi s tim, Ze bude
ve Zdravotnickém zafizeni pUsobit jako hlavni
zkousejici Studie, a souhlasi s tim, Zze pfevezme
v8echny  povinnosti hlavniho  zkouSejiciho
vyplyvajici ze Smlouvy od Data nahrazeni.

4, Smluvni strany berou na védomi, Zze
Zdravotnické zafizeni je povinno uvefejnit tento
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the Institution to publish this Amendment, the
Agreement, and any other amendments to the
Agreement (the “Documents®). The Sponsor shall
prepare a machine-readable electronic format of
the Documents and send them to the Institution for
publication. Once the Institution publishes the
Documents, the Institution shall inform the Sponsor
of the publication via the data box with the
identifier: . and by email sent to: .

5. Capitalized terms used but not re-defined in
this Amendment shall have the same meaning as
they have in the Agreement.

6. This Amendment shall be made part of the
Agreement and attached thereto. Except as
provided herein, all other terms of the Agreement
shall remain in full force and effect.

[SIGNATURE PAGE TO FOLLOW]

University Hospital Motol

Dodatek, Smlouvu a jakékoli dalsi dodatky ke
Smlouvé v souladu se zdkonem ¢&. 340/2015 Sb., o
registru smluv (,Dokumenty®). Zadavatel pfipravi
strojové Citelné verze Dokumentll a zaSle je
Zdravotnickému uverejnéni.
Zdravotnické zafizeni bude Zadavatele informovat
o uverejnéni Dokumentl prostfednictvim datové
schranky s identifikatorem: i a emailové adresy:

zafizeni k

5. Vyrazy s velkym pocCateénim pismenem
pouzité vtomto Dodatku,
redefinovany,

které vSak nejsou

maji stejny vyznam jako ve

Smilouvé.

6. Tento Dodatek je soucasti Smlouvy jako
jeji pfiloha. S vyjimkou ustanoveni tohoto Dodatku
v plné platnosti veSkeré podminky
stanovené Smiouvou.

zUstavaji

INASLEDUJE PODPISOVA STRANA]
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By signing below, each party hereby accepts and Podpisem tohoto Dodatku nize jednotlivé strany
agrees to the above terms and conditions. pfijimaji vySe uvedené podminky a vyjadfuji s
nimi souhlas.

The Sponsor / Zadavatel: ITM Solucin GmbH (signed by PSI CRO Czech
Republic s.r.o. in the name of the Sponsor, based on a power of attorney /
podepsano PSI CRO Czech Republic s.r.o. jménem Zadavatele na zakladé piné
moci)

Name / Jméno:
Title / Pozice:

Dated / Datum:

Name / Jméno:
Title / Pozice:

Dated / Datum:

The Institution / Zdravotnické zafizeni: Fakultni nemocnice v Motole
(University Hospital in Motol)

Name/Jméno: .
Title/Pozice: based on Power of Attorney/na zakladé plné moci

Dated / Datum:

The Former Investigator / Byvaly hlavni zkousejici: .

Name / Jméno:

Dated / Datum:
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University Hospital Motol

The Investigator / Hlavni zkouS$ejici: -

Name / Jméno:

Dated / Datum:
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