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AMBNDMENT No. 1
TO CLINICAL NON-INTERVENTIONAL STUDY SITE
AGREEMENT - TRIPARTITE

This Amendment No. 1 (the “Amendment No. 17),
which shall become effective as of the date of the last
signature and publication in the register of contracts
(the “Hfective Date”), between:

l. IOON dinical Research Limited, with a
registered address at South County Business
Park, Leopardstown, Dublin 18, Ireland, VAT
number |E 8201978R (“ICON”), acting on
behalf of Servier Affaires Médicales with
registered office at 35 rue de Verdun, 92284
Suresnes CEDEX, France, (hereinafter
“Sponsor”), and

Il. Fakultni nemocnice Hradec Kralové, with a
place of business at Sokolska 581, 500 05
Hradec Kralové - Novy Hradec Kralové, Czech
Republic, represented by MUDr. Ales Herman,
Ph.D., Director, VAT number CZ00179906
(hereinafter “Provider”), and

M. with a place of business at Kiinika
onkologie a radioterapie Fakultni nemocnice
Hradec Krélové, Sokolska 581, 500 05 Hradec
Kralové - Novy Hradec Kralové, Czech Republic
(hereinafter “Investigator”)

Each a “Party” and collectively the “Parties”.

RECITALS:

WHEREAS, The Parties have entered into a CLINICAL
NON-INTERVENTIONAL STUDY STE AGREEMENT -
TRIPARTITE, dated 05Aug2019 (hereinafter the
“Agreement”) in relation to “A Real World Evidence
Prospective Sudy in the Management of Metastatic
Colorectal Cancer: A Cinical and Patient Perspective”

DODATEK €. 1 ,
KE QVILOUVE SPRACOVISTEM O NEINTERVENCNI
KLNIOKE STUDII - TROJSTRANNA

Tento Dodatek ¢. 1 (dale jen ,Dodatek €. 1%), ktery
nabyva Gcinnosti dnem posledniho podpisu a
uverejnénim v registru smluv (déle jen , Datum
uéinnosti “), mezi:

l. ICON dinical Research Limited, se sidlem
na adrese South County Business Park,
Leopardstown, Dublin 18, Irsko, DIC IE
8201978R  (déale jen ,ICON"), jednajici
jménem spolecnosti Servier Affaires
Médicales se sidlem na adrese 35 rue de
Verdun, 92284 Suresnes CEDEX, Francie
(dale jen ,zadavatel“), a

Il. Fakultni nemocnice Hradec Krélové se
sidlem na adrese Sokolska 581, 500 05
Hradec Kralové - Novy Hradec Kréalové,
Ceskd republika, zastoupena MUDr.
Ale$em Hermanem, Ph.D., feditelem, DIC
CZ00179906 (déle jen ,poskytovatel*), a

[l s vykonem povolani na Klinice
onkologie a radioterapie  Fakultni
nemocnice Hradec Kralové, Sokolska 581,
500 05 Hradec Kralové - Novy Hradec
Kralové, Ceskd republika (ddle jen
»Zkousejici*)

kazda z nich jednotlivé ,smluvni strana“ a spole¢né
»Smluvni strany*.

PREAMBULE:

VZHLEDEM K TOMU, zZe smluvni strany uzaviely
TROJSTRANNOU SMLOUVU 0] KLINICKE
NEINTERVENCNI STUDII ze dne 05.08.2019 (déle jen
»Smlouva“) tykajici se , Prospektivni studie hodnotici
Udaje o managementu metastatického kolorektalniho
karcinomu v realné praxi: z klinického pohledu a z

PROMETCO CZE Tripartite CTA AM 1 CZ£01 [Jouar v1.0_20241211

Page 10of 3



CLINICAL NON-INTERVENTIONAL STUDY SITE AGREEM ENT — TRIPARTITE—
Amendment #1
ICON Clinical Research Limited & Fakultni nemocnice Hradec Kralové & MUDr.

Servier Affaires Médicales
Prot No. ,

ICON Sudy No. s
Final date: 11Dec2024

SVILOUVA SPRACOVISTEM O NEINTERVENENI KLINICKE STUDII — TROJSTRANNA —
dodatek €. 1
ICON Clinical Research Limited & Fakultni nemocnice Hradec Kralové & MUDr.

Servier Affaires Médicales
Prot ¢. s

ICON Studie ¢. s
Kone¢né datum: 11/12/2024

(hereinafter “Sudy”), with associated Protocol Number
, as may be amended from time to time,
(hereinafter “Protocol”); and

WHEREAS  the parties wish to amend the Agreement
as of the effective date of this Amendment No. 1 to
modify certain terms of the Agreement.

NOW, THEREFORE, in consideration of the premises
and of the following mutual promises, covenants and
conditions hereinafter set forth, the parties agree to
amend the Agreement as follows:

1. The provision 3.2.3.1 from Section 3.2.3
Retention/ Transfer of Sudy Ste File isdeleted
and replaced with the following provision:

“3.2.3.1 The Provider shall retain Sudy
records and documents for 25 years
(“Retention Period”) in accordance with the
applicable legal regulations. The Provider will
provide free archiving for 5 years, and for the
next 20 years, it will provide paid archiving, i.e.

An invoice for paid archiving will be
issued after the signature of this Amendment
No. 1 by the Parties and publication in the
register of contracts. The Provider is entitled
to dispose all archived documents after the
25-year archiving.

2. The same applicable law and competent
jurisdiction shall apply to this Amendment No.
1, as appliesto the Agreement.

3. Terms not otherwise defined herein shall have
the meanings ascribed to such terms in the
Agreement. Except as specifically amended by
this Amendment No. 1, all other terms and
conditions of the Agreement shall continue in
full force and effect during the term of the
Agreement.

4. Feefor negotiation of Amendment No.1
A one-time non-refundable fee for the negotiation
of the Amendment No 1 to the Agreement in the

pohledu pacientd“ (dale jen ,studie®), s pfidruzenym
protokolem ¢islo , ve znéni pFipadnych zmén
(déle jen ,protokol®); a,

VZHLEDEM K TOMU, Ze smluvni strany si preji zménit
smlouvu ke dni nabyti G¢innosti tohoto dodatku ¢. 1 za
Gcelem Upravy nékterych podminek dohody.

SE PROTO NYNIi smluvni strany s ohledem na dané
predpoklady a na niZze uvedené vzajemné sliby,
zavazky a podminky dohodly na nasledujici zméné
smlouvy:

1. Ustanoveni 3.2.3.1 zoddilu 3.2.3
Archivace/ predani dokumentace studie na
pracovisti se zrusuje a nahrazuje se timto
ustanovenim:

,3.2.3.1 Poskytovatel bude zaznamy ze
studiee ucchovéavatt po dobu 25 let (,doba
archivace®) v souladu splatnymi pravnimi
predpisy. Poskytovatel provede bezplatnou
archivaci 5 let a dalSich 20 let bude provadét
zpoplatnénou archivaci, tj. . Na
zpoplatnénou archivaci bude po podpisu
tohoto dodatku ¢. 1 smluvnimi stranami a
uverejnénim v registru smluv vystavena
faktura. Poskytovatel je opravnén provést
likvidaci vSech archivovanych dokument( po
uplynuti 25 let archivace.

2. Na tento dodatek ¢ 1 se vztahuje stejné
rozhodné pravo a pfisludna jurisdikce jako na
smlouvu.

3. Pojmy, jez zde nejsou definovany jinak, maji
stejny vyznam, ktery je jim pfipisovan ve
smlouvé. Kromé podminek, které byly
vyslovné zménény timto dodatkem ¢. 1,
zUstavaji vSechny ostatni podminky smlouvy v
plné platnosti a t¢innosti po celou dobu trvani
smlouvy.

4. Poplatek za vyjednani dodatku ¢. 1
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amount of , will be paid upon receipt of
the invoice after this Amendment No. 1 has been
signed by the Parties and published in the register
of contracts.

The estimated value of the Agreement asamended
by this Amendment No. 1 is: 620 310 CK
( CXK for [ completed patients and

CZKin total for the study fees). Provider
understands and agrees that thisis the total value
provided allijratients have completed all study
visits according to the Protocol.

IN WITNESS WHEREOF, the Parties have caused this
Amendment No. 1 to be executed by their duly
authorized representatives to be effective as of the
date of the last signature and publication in the register
of contracts:

ICON Qinical Research Limited

Jednorazovy nevratny poplatek za vyjednani
dodatku ¢. 1 ke smlouvé ve vysi )
bude uhrazen na z&kladé faktury obdrzené po
podpisu tohoto dodatku ¢. 1 smluvnimi

stranami a uverejnénim v registru smiuv.

Pfedpokladana hodnota smlouvy ve znéni
tohoto dodatku €. 1 je 620 310 K¢ (
k¢ za JJdokonéenych pacientli a celkem
K¢ za poplatky za studii).
Poskytovatel bere na védomi a souhlasi s tim,
ze se jednd o celkovou hodnotu za
predpokladu, Ze vSech || pacientd
absolvovalo v8echny navstévy studie v souladu
sprotokolem.

NA DUKAZ €EHOZ ¥adné zmocnéni zastupci smluvnich
stran tento dodatek ¢. 1 podepsali s Uc¢innosti od data
posledniho podpisu a uverejnénim v registru smluv:

Provider/ Poskytovatel

Sgnature/ Sgnature/

Podpis Podpis

Name/ Name/ MUDr. Ale$ Herman, Ph.D.
jméno jméno

Title/ Titul Title/ Titul | Director/Reditel

Date/ 17.12.2024 Date/ 31.12.2024

Datum Datum

Investigator/ Zkousejici

Sgnature/
Podpis

Name/
jméno

Title/ Titul

Principal Investigator/hlavni zkousSejici

Date/
Datum

31.12.2024
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