DODATEK C. 1 KE SMLOUVE O KLINICKEM
HODNOCENI

Tento Dodatek ¢. 1 ke Smlouvé o klinickém hodnoceni
humanniho 1é¢iva (,,Dodatek®) je uzavien mezi:

Nemocnice Slany, se sidlem Politickych vézna 576,
274 01 Slany, Ceska republika, Identifikaéni &islo:
008 75 295, Danové identifikacéni ¢islo: CZ00875295,
zastoupend MUDr. Stépanem Vototkem, feditelem
(,,Zdravotnické zarizeni*); a

IQVIA RDS Czech Republic s.r.0., se sidlem
Pernerova 691/42, 186 00 Praha 8 - Karlin, Ceska
republika, Identifikacni Cislo: 247 68 651, Daiové
identifikacni ¢islo: CZ24768651,

(,IQVIA®); a

ABIVAX SA, se sidlem 5, rue de la Baume, 75008
Pariz, Francie, Identifikacni cislo: 799 363 718,
Danové identifikaéni  ¢islo: FR33 799 363 718,

zastoupeny || GG zadavatel”).

kazda samostatné jako “Strana” a spole¢né jako “Strany”,

a to s uéinnosti ke dni uvefejnéni v registru smluv,
avSak Strany si vyslovné pfeji byt upravou prav a
povinnosti obsaZenou v tomto Dodatku vazany jiz od
2. prosince 2020 (,,Datum G&innosti).

S;Z't‘(’)k . | ABX464-104
Otevrené klinické hodnoceni faze
Nizev 2b  posuzujici  ucinnost a
protokolu: bezpecnost pripravku ABX464
jako udrzovaci lécby u pacientu
se stredné tezkou az tézkou
ulcerozni kolitidou
Datum 25 July 2019 ve znéni pozdéjsich
protokolu: | dodatkt

ABX464-104 Amendment No. 1/Dodatek ¢. 1

INST_Nemocnice Slany.
Verze/Version 1, 06.01.2021

AMENDMENT NO. 1 TO CLINICAL
TRIAL AGREEMENT

This Amendment No. 1 to Contract on Clinical Trial
(“Amendment”) is between:

Nemocnice Slany, having a place of business at
Politickych vézint 576, 274 01 Slany, Czech
Republic, Identification number: 008 75 295,
Tax identification number: CZ00875295,
represented by MUDr. Stépan Votoéek, Director
(the “Institution”); and

IQVIA RDS Czech Republic s.r.o., having
a place of business at Pernerova 691/42, 186 00
Praha 8 - Karlin, Czech Republic, Identification
number: 247 68 651, Tax identification number:
CZ24768651, represented

(“IQVIA”); and

ABIVAX SA, having a place of business at 5, rue
de la Baume, 75008 Paris, France, ldentification
number: 799 363 718, Tax identification number:
FR33 799 363 718

(“Sponsor”).

each a “Party” and together the “Parties”,

and is effective as of its publication in the
Register of Agreements, but the parties agree to
be bound by the rights and obligations arising
from this Amendment from 2 December 2020
(“Amendment Effective Date”).

Protocol | \px464-104
Number:
A phase 2b, open-label, efficacy
and safety study of ABX464 as
Protocol . . )
o maintenance therapy in patients
Title: .
with moderate to severe
Ulcerative Colitis
Prot(?col 25 July 2019 and amendments
Date:
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TIMTO SE POTVRZUJE:

VZHLEDEM K TOMU, ze IQVIA, Zadavatel a
Zdravotnické zafizeni jsou smluvnimi stranami smlouvy
o klinickém hodnoceni s nazvem “ Otevrené klinické
hodnoceni faze 2b posuzujici ucinnost a bezpecnost
pripravku ABX464 jako udrzovaci lécby u pacienti
se stredné tézkou az tezZkou ulcerozni kolitidou ”, &islo
protokolu ABX464-104 (,,Studie*), uzaviené dne 28.
listopadu 2019, (,,Smlouva‘), a Strany si pieji zménit tuto
Smlouvu; a

VZHLEDEM K TOMU, ze Zadavatel vydal dodatek
Protokolu a studijni postupy budou upraveny a mohou byt
vyzadovany zmény v poskytovani sluzeb v ramci této studie
podle tohoto dodatku Protokolu, verze 3.0 ze dne 10. zafi
2020

NYNI, Z TOHOTO DUVODU, s ohledem na vzdjemné
ptisliby a ujednani stanovena v tomto Dodatku a na jinou
dobrou a hodnotnou tplatu, jejiz dostatecnost se timto
potvrzuje, se Strany timto dohodly na zméné Smlouvy takto:

I. Priloha A Rozpocet a platebni piehled

Platby budou provadény v souladu s nize obsazenym
rozpoctem, ktery nahrazuje oddil J. Platebni tabulku a oddil
K. Dalsi ukony/tkony dle potieby, uvedené v piiloze A
Smlouvy. Platby za vSechny studijni procedury podle

pozménéného protokolu, jakmile jej EK/SUKL schvali, se
budou provadeét v ¢astkach uvedenych nize, véetné procedur
stanovenych pied datem uc¢innosti zmény.

ABX464-104 Amendment No. 1/Dodatek ¢. 1

INST Nemocnice Stan |

Verze/Version 1, 06.01.2021

WITNESSETH:

WHEREAS, IQVIA, Institution and Sponsor are
parties to an agreement entitled “A phase 2b, open-
label, efficacy and safety study of ABX464 as
maintenance therapy in patients with moderate
to severe Ulcerative Colitis, the Protocol number
ABX464-104 (the “Study”), effective as of 28
November 2019 (the “Agreement”) and the Parties
desire to amend such Contract;

WHEREAS, Sponsor has issued an amended
protocol dated 10 September 2020, Protocol version
3.0 (“Amended Protocol””) which necessitates a
modification of Study procedures and may require
modified services to be provided to Sponsor as
related to the Study;

NOW THEREFORE, in consideration of the mutual
promises and covenants set forth herein, and other
good and valuable consideration, the receipt and
sufficiency of which is hereby acknowledged, the
Parties hereby agree to amend the Contract as
follows:

I. Attachment A Budget and Payment
Schedule

Payments shall be made in accordance with the
Budget included below, which shall replace the
section J. “Budget Table” and section K.
“Additional/Cinditional Procedures included in
Attachment A of the Agreement. Payments for all
Study procedures under the Amended Protocol, once
approved by the EC/RA, shall be made in the
amounts included in below, including for procedures
provided prior to the Amendment Effective Date.
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REGISTR SMLUV

Bez ohledu na vysSe uvedené, Zdravotnické zafizeni,
Zadavatel a IQVIA timto berou na védomi, Ze tento Dodatek
bude zvetejnén v souladu se zak. ¢. 340/2015, o registru
smluv. Za zvefejnéni dle predchozi véty odpovida
Zdravotnické zatfizeni. Takovémuto zvetejneéni nepodléhaji
ty udaje, které tvofi obchodni tajemstvi nékteré ze
smluvnich stran. Pro ucely tohoto Dodatku se obchodnim
tajemstvim rozumi zejména Pfiloha A Smlouvy — Rozpocet
a platebni prehled, minimalni cilovy pocet zafazeni,
ocekavany zatazeny pocet subjektti, ocekavana délka trvani
studie, protokol a osvédceni o pojisténi. Dale nebudou
takovémuto zvefejnéni podléhat osobni udaje fyzickych
osob, ledaze jsou jiz zvefejnény v jiném vetejné pristupném
registru. Za zvetejnéni Dodatku dle predchoziho odstavce
odpovida Zdravotnické zatizeni. Zdravotnické zafizeni
vyrozumi IQVIA o zvefejnéni Dodatku v registru smluv tak,
ze ve formulaii pouzivaném ke zvefejnéni smlouvy zada
adresu * jako emailovou adresu, na
kterou ma byt zaslana notifikace o uvefejnéni. Neni-li
Dodatek zvefejnén Zdravotnickym zafizenim ve lhuté 5
pracovnich dni od jeho podpisu v§emi smluvnimi stranami,
jsou k jejich zvefejnéni opravnéni IQVIA ¢i Zadavatel.
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AGREEMENT REGISTRY

Notwithstanding the foregoing, Institution, Sponsor
and IQVIA hereby acknowledge that this
Amendment shall be published pursuant to Act no.
340/2015 Sbh., on Agreements Register. As and
between the Parties, Institution agrees to publish this
Amendment pursuant to the foregoing. Any
information which constitutes trade secret of either
Party is exempted from such publication. For the
purposes of this Amendment, such trade secrets
include, but are not limited to, Attachment A —
Budget and Payment schedule, minimum enrollment
goal, expected number of Study subjects enrolled, the
expected duration of the Study, Protocol and
Certificate of Insurance. Furthermore, personal data
of individuals are also exempt from such publication,
unless they have been previously published in another
public register. The Institution is obliged to publish
this Amendment in accordance with the article herein
above. The Institution will inform IQVIA of
publishing this Amendment in the Agreements
Register by designating the following email address:
H as the email address to which a
notification of publication in the Agreements register
shall be sent. Should the Institution fail to publish this
Amendment within 5 working days from its full

DUVERNE / CONFIDENTIAL



Ptibliznd celkova hodnota Smlouvy ve znéni tohoto
Dodatku je cca 215 000,-K¢

Tento Dodatek je vyhotoven v ceském a anglickém
jazykovém znéni. V piipad¢ jakéhokoli rozporu mezi
jazykovymi verzemi je rozhodujici ¢eska verze.

Tento Dodatek je vyhotoven ve tiech stejnopisech, pii¢emz
kazda smluvni strana obdrzi po jednom.

ABX464-104 Amendment No. 1/Dodatek ¢. 1
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execution by all parties, it may be published by the
Sponsor or IQVIA.

The estimated value of financial payment under the
Contract, as amended, shall be approximately CZK
215 000,-

This Amendment is in Czech and English. In the
event of any discrepancy between the language
versions, the Czech version shall prevail.

This Amendment is made in three counterparts, with
each party receiving one.
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NA DUKAZ TOHO Strany uzaviely tento Dodatek
prostiednictvim svych fadné opravnénych vedoucich
pracovnikil k datim uvedenym nize.

Na dikaz souhlasu pfipojuje sviij podpis opravnény
zastupce IQVIA RDS Czech Republic s.r.o.:

Jméno:

Funkce:

Podpis:

Datum:

Podepsano IQVIA RDS Czech Republic s.r.o., na zakladé
PIné moci, jménem ABIVAX SA,:
Jméno:

Funkce:

Podpis:

Datum:

Na dikaz souhlasu pfipojuje sviij podpis opravnény
zastupce zdravotnického zafizeni:

Nemocnice Slany

Jméno: MUDr. Stépan Votodek

Funkce: feditel

Podpis:

Datum:
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IN WITNESS WHEREOF, this Amendment has been
executed by the Parties hereto through their duly
authorized officers on the dates set forth below.

Acknowledged and agreed by IQVIA RDS Czech
Republic s.r.o0.:

By:

Title:

Signature:

Date:

Signed by IQVIA RDS Czech Republic s.r.o., under
a Power of Attorney, in the name of ABIVAX SA,
By:

Title:
Signature:

Date:

Acknowledged and agreed by Medical Facility:
Nemocnice Slany

By: MUDr. St&pan Votodek

Title: Director

Signature:

Date:
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