ITM-LET-01

AMENDMENT #1 TO CLINICAL STUDY
AGREEMENT

This Amendment (the "Amendment") to the
Clinical Study Agreement, dated 1 March 2021 (the
“Agreement”), for the clinical study (the “Study”),
conducted in accordance with the protocol ITM-
LET-01 "A prospective, randomised, Controlled,
Open-label, Multicentre phase Il 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:

Fakultni nemocnice v Motole (University
Hospital in Motol), state-funded institution,

located at V Uvalu 84, 150 06 Praha 5, Czech
Republic (the “Institution”)

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”)

and
ITM Solucin GmbH,

Lichtenbergstrasse 1, D-85748

Germany (“Sponsor”)

Garching,

PREAMBLE:

WHEREAS, the parties wish to revise the Annex to
the Financial Arrangements, Attachment 1 to the
Agreement (the “Annex to the Financial
Arrangements”) in order to:

Fakultni nemocnice v Motole

DODATEK #1 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
LStudie”) provadéné v souladu s Protokolem ITM-
LET-01 s nazvem: ,Prospektivni multicentrick&
randomizovana kontrolovana oteviena klinicka
studie faze Il hodnotici u€innost a bezpecnost
peptidové receptorové radionuklidové terapie
(PRRT)  177Lu-Edotreotidem ve  srovnani
s cilenou molekularni terapii Everolimem u
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:

Fakultni nemocnici v Motole

adresa: V Uvalu 84, 150 06 Praha 5, Ceska
republika (dale jen ,Poskytovatel zdravotnich
sluzeb®)

a

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

a
ITM Solucin GmbH,

Lichtenbergstrasse 1, D-85748 Garching,

Némecko (dale jen ,Zadavatel”)

PREAMBULE:

VZHLEDEM K TOMU, ZE si strany pieji revidovat
Pfilohu k Finanénim ujednanim stanovenym
v Pfiloze 1 ke Smlouvé (dale jen ,Priloha
k Finan€nim ujednanim®) za ucelem;

PSI Template, Approved by Sponsor 29 Jan 21/Vzor PSI schvaleny Zadavatelem dne 29. ledna 2021

CONFIDENTIAL/DUVERNE

1/7



ITM-LET-01

- reflect the changes intruduced by the
Protocol Amendment V6.2 Am07 -
extention of the Study;

- make updates by adding 5 Year Survival
Follow Up

WHEREAS, the parties agree that for the purposes
of efficient payment administration they will
completely replace the contents of the Annex to the
Financial Arrangements with the relevant updated
contents;

WHEREAS, in order to so replace the contents of
the Annex to the Financial Arrangements, the
parties have agreed to enter into this Amendment.

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

1. The Annex to the Financial Arrangements shall
be replaced in its entirety by the revised Annex to
the Financial Arrangements as attached to this
Amendment.

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

3. 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.

4. The parties acknowledge that Act No.
340/2015 Coll., on the Contract register obliges the
Institution to publish this Amendment. This
Amendment comes into effect as of the date of its
disclosure in the Contract Register.

[SIGNATURE PAGE TO FOLLOW]

Fakultni nemocnice v Motole

- reflektovani zmén, které zavadi Dodatek
k Protokolu V6.2 AmOQO7 - prodlouzeni
Studie;

- vytvofeni aktualizace pfidanim pétiletého
nasledného sledovani preziti.

VZHLEDEM K TOMU, ZE strany souhlasi s tim,
aby obsah Pfilohy k Finanénim ujednanim byl
zcela nahrazen relevantnim aktualizovanym
obsahem za ucelem efektivni Uhrady plateb;

VZHLEDEM K TOMU, ZE strany souhlasi
s uzavienim tohoto Dodatku za u¢elem nahrazeni
obsahu PFilohy k Finan&nim ujednanim;

SE NYNI PROTO strany pfi zvazeni podminek

stanovenych timto Dodatkem dohodly
nasledovné:

1. Pfiloha k Finanénim ujednanim byla
zcela nahrazena revidovanou PFilohou
k Finanénim ujednanim pfipojenou k tomuto
Dodatku.

2. Vyrazy s velkym pocatecnim pismenem
pouzité vtomto Dodatku, které vSak nejsou
redefinovany, maji stejny vyznam jako ve
Smilouve.

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

4. Smiluvni strany berou na védomi, ze

Poskytovatel zdravotnich sluzeb je povinen
uverejnit tento Dodatek v souladu se zakonem ¢.
340/2015 Sb., o registru smluv. Tento Dodatek
nabyva ucinnosti dnem jeho zvefejnéni v registru
smluv.

[NASLEDUJE PODPISOVA STRANA]
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Fakultni nemocnice v Motole

By signing below, each party hereby acceptsand Svym podpisem niZe kazdé ze stran pfijima vySe
agrees to the above terms and conditions. uvedené podminky a zavazuje se k jejich
dodrzovani.

The Institution/Poskytovatel zdravotnich sluzeb: Fakultni nemocnice v Motole (University
Hospital in Motol), state-funded institution

Name/Jméno: _

Title/Pozice: based on Power of Attorney/na zakladé piné moci

Dated/Datum:

The Investigator/Hlavni zkouSejici: _

Title/Pozice: The Investigator/Hlavni zkoudejici

Dated/Datum:

The Sponsor/Zadavatel: ITM Solucin GmbH
(Signed by PSI CRO Czech Republic s.r.o. in the name of ITM Solucin GmbH, based on Power of
Attorney)/(Podepsala PSI CRO Czech Republic, s.r.o. jménem ITM Solucin GmbH na zakladé pIné maci)

Name/améno: [

Title/Pozice: by Power of Attorney/na zakladé plné moci

Dated/Datum:

Title/pozice: by Power of Attorney/na zakladé plné moci

Dated/Datum:
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Fakultni nemocnice v Motole

Annex 1 Priloha 1
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Fakultni nemocnice v Motole
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Fakultni nemocnice v Motole
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Fakultni nemocnice v Motole
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