1. AMENDMENT TO
CLINICAL TRIAL AGREEMENT

1. DODATEK KE SMLOUVE o
KLINICKEM HODNOCENI

Protocol# allo-APZ2-CVU-III

Protokol ¢. allo-APZ2-CVU-III

This Clinical Trial Agreement (“Agreement”)
dated as of the date of last signature and
effective as of date of the last signature

(“Effective Date”) between

Tato smlouva o provadéni klinického hodnoceni

(dale ,,Smlouva“) je datovana k datu posledniho

podpisu a je ucinna od data posledniho podpisu
(dale ,,Datum uéinnosti‘) mezi

RHEACELL GmbH & Co. KG, with a place
of business at Im Neuenheimer Feld 517, 69120
Heidelberg, Germany

Registering court: Amtsgericht Mannheim
Commercial Register: HRB 715674

VAT No.: DE287172027

(“Sponsor”)

RHEACELL GmbH & Co. KG, se sidlem na
adrese Im Neuenheimer Feld 517, 69120
Heidelberg, Némecko

Registracni soud: Amtsgericht Mannheim
Obchodni rejstiik: HRB 715674,

DIC: DE287172027

(,,zadavatel*)

and

Hospital Tiebi¢, contributory organization,
with a place of business at Purkynovo namésti
133/2, 67401 Ttebic, Czech Republic
Commercial Register kept by the Brno Court,
Section Pr, Insert 1441

VAT No.: CZ00839396

(“Institution”),

Nemocnice Trebi€, prispévkova organizace, se
sidlem Purkynovo nameésti 133/2, 67401 Ttebic,
Ceska republika

Obchodni rejstiik Krajského soudu v Brné, oddil
Pr, vlozka 1441

DIC: CZ00839396

(dale ,,Zdravotnické zatizeni”),

and

XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX (“Principal Investigator”™).

XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXX (,,Hlavni zkousejici”)

“Party” means Sponsor, Institution or Principal
Investigator equally, and “Parties” shall mean

,».Stranou se rozumi Zadavatel, Zdravotnické
zatizeni nebo Hlavni zkousejici a ,,Stranami*

all of them. vSechny tyto strany souhrnng.
BACKGROUND UVODNI USTANOVENI
The Sponsor intends to conduct a pivotal, | Zadavatel planuje provést pivotni,

randomized, placebo-controlled, double-blind,
multicenter, international phase III clinical trial
to investigate the efficacy and safety of allo-
APZ2-CVU on wound healing of therapy-
resistant non-healing chronic venous ulcers
(CVU) to be conducted at Institution (“Trial

randomizované, placebem kontrolované, dvojité
zaslepené, multicentrické, mezinarodni klinické
hodnoceni faze III s cilem prozkoumat G¢innost
a bezpecnost allo APZ2 CVU pfi 1é¢bé ran
nehojicich se chronickych zilnich viedd (CVU),
které jsou rezistentni na terapii, které¢ bude
probihat ve zdravotnickém zafizeni (,,studijni
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Site”) to involve patients participating in the
Trial (“Trial Subjects”).

centrum®) a do kterého budou zapojeni pacienti
ucastnici se hodnoceni (,,subjekty hodnoceni®).

The Parties agree that the abovementioned
clinical trial agreement will be amended as
follows:

Strany se dohodly, Ze vySe uvedena dohoda o
klinickém hodnoceni bude zménéna takto:

Sponsor will provide additional personnel (e.g.,
a study nurse) from the company
XXXXXXXXXXXXXXXXXXXxX to the Trial Site as
needed for the fulfillment of its tasks within the
scope of the aforementioned clinical trial. The
costs associated with this will be covered by
Sponsor. These activities may include
conducting and documenting patient visits, as
well as assisting with patient recruitment.
Responsibility for delegating tasks according to
qualifications and instructing on the study
protocol remains with Principal Investigator.

Zadavatel poskytne studijnimu centru dalsi
personal (napf. studijni sestru) od spolecnosti
XXXXXXXXXXXXXXXxX podle potifeby pro plnéni
jeho tkol v rdmci vySe uvedeného klinického
hodnoceni. Néklady s tim spojené hradi
zadavatel. Tyto c¢innosti mohou zahrnovat
provadéni a dokumentaci navstév pacienti, jakoz
i pomoc pii naboru pacientd. Hlavni zkousejici je
odpoveédny za delegovani ukoli v souladu s
kvalifikaci a za zajiSténi Skoleni o protokolu
studie.

Sponsor:
RHEACELL GmbH & Co. KG

Im Neuenheimer Feld 517
69120 Heidelberg
Germany

With a copy to:
FGK Clinical Research GmbH

Heimeranstrafle 35

80339 Munich

Germany

Re: Project Code: xxxxxx

Zadavatel:

RHEACELL GmbH & Co. KG
Im Neuenheimer Feld 517
69120 Heidelberg

Némecko

S kopii:

FGK Clinical Research GmbH
Heimeranstral3e 35

80339 Mnichov

Némecko

Véc: Kod projektu: xxxxx
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Agreed to and accepted / Souhlasim a pFijimam:

SPONSOR / ZADAVATEL

INSTITUTION /
ZDRAVOTNICKE ZARIZENI
Hospital Trebi¢, contributory
organization,/

Nemocnice Tiebic, ptispévkova
organizace

Signature / Podpis

XXXXXXXXXXXXXXXX

Signature / Podpis

XXXXXXXXXXXXXXXXX

Printed Name / Jméno hilkovym pismem

CEO

Printed Name / Jméno hilkovym pismem

Director

Title / Funkce

Title / Funkce

Date / Datum

PRINCIPAL INVESTIGATOR /
HLAVNI ZKOUSEJICi

Signature / Podpis

XXXXXXXXXXXXXXXX

Printed Name / Jméno htlkovym pismem

Principal Investigator

Title / Funkce

Date / Datum

Date / Datum
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