AMENDMENT n°® 1 TO CLINICAL TRIAL
AGREEMENT

This Amendment to Agreement (as defined
below) s valid when signed by all parties, and
it is effective as of the date of publication in
register of contracts under Act No. 340/2015
Coll., on the Contract Registry (hereinafter
the “Effective Date”)

BETWEEN:

BioNTech SE
Registered office: An der Goldgrube 12, D-
55131 Mainz, Germany

ID No.: HRB 48720

VAT No.: DE 263 382 495

(hereinafter called the ‘Sponsor’),
Represented by: ICON Clinical Research
Limited, with a VAT number IE 8201978R
and a place of business at South County
Business Park, Leopardstown, Dublin 18,
Ireland, represented b

(hereinafter
called “ICON”)

AND

Masarykuv onkologicky ustav

with its registered seat at: Zluty kopec
543/7, 656 53 Brno, Czech Republic

ID No.: 00209805

VAT No.: CZ00209805

established by the decision of the Ministry of
Health of the Czech Republic dated 7. 9.
1990

Represented by: prof. Marek Svoboda, M.D.,
Ph.D., director (hereinafter referred to as the
“Center”)

AND

(hereinafter referred to as the “Principal
Investigator”)

When referred all together, hereinafter

referred as the “Parties”
WHEREAS

A. The Parties entered in to a clinical

trial agreement dated the 23
September 2022 (hereinafter the
‘Agreement’) to provide for the

conduct of a clinical trial entitled

DODATEK ¢. 1 KE SMLOUVE O
KLINICKEM HODNOCENI

Tento dodatek ke smlouvé (definované nize)
je platny po podpisu v8emi stranami a
nabyva ucinnosti k datu uvefejnéni v registru
smluv ve smyslu zakona ¢. 340/2015 Sb., o
registru smluv (dale jen ,den uéinnosti“)

MEZI:

BioNTech SE

se sidlem: An der Goldgrube 12, D-55131
Mainz, Némecko

ICO: HRB 48720

DIC: DE 263 382 495

(dale jen ,Zadavatel®)

zastoupen na zakladé plné moci spole¢nosti:
ICON Clinical Research Limited, DIC |E
8201978R, se sidlem South County

Business Park, Leopardstown, Dublin 18,
W_
(dale jen “ICON”)

A

Masarykuv onkologicky ustav

se sidlem: Zluty kopec 543/7, 656 53 Brno,
Ceska republika

ICO: 00209805

DIC: CZ00209805

zfizeny rozhodnutim MZCR ze dne 7. 9.
1990

zastoupeny: prof. MUDr. Markem Svobodou,
Ph.D., feditelem

(dale jen ,Centrum®)

A

(dale jen ,Hlavni zkousejici”)

jez jsou spoleéné dale uvadény pouze jako
»smluvni strany“

VZHLEDEM K TOMU, ZE

A. smluvni strany uzaviely smlouvu o
klinickém hodnoceni ze dne 23. zafi
2022 (dale jen ,smlouva®) k zajisténi
provedeni  klinického hodnoceni
nazvaného ,Oteviené klinické
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‘Phase |, first-in-human, open-label,
dose escalation trial to evaluate
safety, pharmacokinetics,
pharmacodynamics, and anti-tumor
activity of BNT152+153 in patients
with  solid tumors’ (hereinafter
referred to as the “Trial”)

B. The Parties hereto wish to
supplement the Agreement to include
the changes related to Protocol
amendment 5.

NOW, THEREFORE, IN CONSIDERATION
OF THE PREMISES AND MUTUAL
PROMISES AND UNDERTAKINGS
HEREIN CONTAINED, THE PARTIES
HERETO AGREE AS FOLLOWS:

(i) The Parties now wish to amend the
Agreement as per the terms and
conditions of this Amendment due to
the Trial Protocol amendment # 5
dated on 23 March 2023, which
results in

- Change of visits schedule;

- Change in procedures to
be conducted;
- Change in Trial design,

and which will lead to budgetary changes.
The Parties agree as per the following

1. From the Effective Date, the Parties
hereby agree to amend the Agreement in the
following manner:

Appendix # 3 (Budget Details) to the
Agreement shall be replaced in its entirety
with the new Appendix 3 that it is attached to
this Amendment.

2. The Parties have agreed that the Sponsor,
through ICON, will pay the Center for visits,
examinations, and other services agreed
upon by this Amendment, performed from
the Effective Date of the Agreement to the
execution of this Amendment, at the prices
specified in Appendix No. 3, which is an
integral part of the Amendment. The price for
these visits, examinations, and other
services is collectively due in the nearest
payment period upon execution of the
Amendment.

hodnoceni faze | s eskalaci davky
poprvé provadéné u Clovéka k

vyhodnoceni bezpelnosti,
farmakokinetiky, farmakodynamiky a
protinadorové  aktivity  pfipravku

BNT152+153 u pacientd se solidnimi
nadory“ (dale uvadéné pouze jako
»studie®),

B. si strany této smlouvy pfFeji smlouvu
doplnit tak, aby zahrnovala Upravy
rozpoCtu  souvisejici s dodatkem
Protokolu €. 5,

SE PROTO NYNi SMLUVNi STRANY S

OHLEDEM NA PREDPOKLADY,
VZAJEMNE PRISLIBY A ZAVAZKY ZDE
OBSAZENE DOHODLY NA NIiZE
UVEDENEM:

(i) Smluvni strany si nyni pfeji smlouvu
doplnit v souladu se smluvnimi
podminkami tohoto dodatku
z dlvodu vydani dodatku protokolu
studie ¢. 5, ze dne 23. bfezna 2023,
jehoz dlsledkem je

- zména
navstév,

- zména postupl a ukondq,
jez budou provedeny,

- zmeéna designu studie,

harmonogramu

a ktery povede ke zménam rozpoctu.
Smluvni strany se dohodly na nasledujicim:

1. Smluvni strany souhlasi s tim, Zze od data
ucinnosti doplni smlouvu nize uvedenym
zpusobem:

Pfiloha €. 3 (Rozpoctové udaje) ke smlouvé
se cela nahrazuje novou pfilohou &. 3, ktera
je pfipojena k tomuto dodatku.

2. Smluvni strany se dohodly, ze Zadavatel
prostfednictvim spole€nosti ICON uhradi
Centru navstévy, vySetfeni a dalsi sluzby
sjednané timto dodatkem a provedené od
uzavfeni smlouvy do uzavieni dodatku, a to
v cenach dle Prilohy &. 3, ktera je nedilnou
souCasti dodatku. Cena za tyto navstévy,
vySetfeni a dalSi sluzby je splatna souhrnné

po uzavieni dodatku.
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3. The Parties have agreed that the Sponsor,
through ICON, will pay the Center a fee of
CZK xxxxxx for administrative tasks related
to the negotiation and execution of this
Amendment. This fee is payable based on an
invoice issued by the Center after the
execution of this Amendment, within 30 days
from the date of service of the invoice to
ICON.

4. Except as otherwise provided in this
Amendment, all other terms and conditions
of the Agreement shall remain unchanged in
full force and effect in accordance with its
terms.

IN WITNESS WHEREOF, the Parties have
caused this Agreement to be executed by
their duly authorized representatives to be
effective as of the Effective Date.

Zadavatel / Sponsor

3. Smluvni strany se dohodly, ze Zadavatel
prostfednictvim spole€nosti ICON uhradi
Centru cenu ve vysi xxxx za administrativni
ukony souvisejici s projednanim a
uzavienim tohoto dodatku. Tato cena je
splatna na zakladé faktury vystavené
Centrem po uzavieni tohoto dodatku, a to ve
lhaté¢ 30 dnG ode dne doruceni faktury
spolecnosti ICON.

4. Nestanovi-li tento dodatek ke smlouvée
jinak, vdechny podminky smlouvy zGstavaji v
pIné platnosti a u¢innosti in accordance with
its terms.

NA DUKAZ CEHOZ tadn& zmocnéni
zastupci smluvnich stran tuto smlouvu
podepsali s u€innosti od data ucinnosti.

BioNTech SE represented by ICON CLINICAL RESEARCH LIMITED

Datum /Date: 11.4.2024

Jméno /Name:

Podpis /Signature:

Centrum / Center

Datum /Date:

Jméno /Name: prof. MUDr. Marek Svoboda, Ph.D.

Funkce / Position: feditel / director

Podpis /Signature: _23- 4. 2024

Hlavni zkousejici / Principal Investigator

Datum /Date: 23.4.2024

Jmeno /Name: [N

Podpis /Signature:
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halouzka
Text napsaný psacím strojem
25. 4. 2024

halouzka
Text napsaný psacím strojem
11. 4. 2024

halouzka
Text napsaný psacím strojem
23. 4. 2024


APPENDIX PRILOHA

APPENDIX 3 PRILOHA 3

BUDGET DETAILS ROZPOCTOVE UDAJE
Protocol No. BNT152-01C Protokol ¢. BNT152-01C

Sponsor BioNTech

Study Code: e

Protocol BNT152-01C

Protocol date e

Country Czech Republic

Currency CZK

Total cost Per Patient in Part 1: 530 798,00
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Part1
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Part 1
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Part1
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Part 1
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Sponsor BioNTech

Study Code: |
Protocol BNT152-01C
Protocol date ]
Country Czech Republic
Currency CZK

Total cost Per Patient in Part 2A | 584 894,00
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Part 2A
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Sponsor BioNTech
Study Code: [
Protocol BNT152-01C
Protocol date ]
Country Czech Republic
Currency CzZK

Total Cost Per Patient in Part 2B 557 446,00
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Sponsor BioNTech

Study Code: I
Protocol BNT152-01C
Protocol date I
Country Czech Republic
Currency CzK

Total Cost Per Patient 540 843,00
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