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Genmab
AMENDMENT 2 TO CLINICAL TRIAL DODATEK 2 KE SMLOUVE O KLI NI CKEM
AGREEMENT HODNOCENI
By and between Mezi
GENMAB A/ S GENMAB A/ S

(Cvr-No. 21023884)
Kalvebod Brygge 43,

DK-1560 Copenhagen V
Denmark

(hereinafter referred to as “the Company”)

and

(C. Cvr 21023884)
Kalvebod Brygge 43,

DK-1560 Copenhagen V
Dansko

(dale jen ,Zadavatel”)

a

FAKULTNI NEMOCNICE HRADEC
KRALOVE

Sokolska 581

500 05 Hradec Kréalové — Novy Hradec
Kralové

Czech Republic
Identification number: 00179906

Tax identification number: CZ00179906
represented by prof. MUDr. Vladimir Palicka,

CSc., dr. h. c., Director

(hereinafter referred to as “the Institution”)

and

FAKULTNI NEMOCNICi HRADEC
KRALOVE

Sokolska 581

500 05 Hradec Kréalové — Novy Hradec
Kralové

Ceska republika
Identifikacni Cislo: 00179906

Danové identifikacni Cislo: CZ00179906
zastoupend prof. MUDr. Vladimirem

Palickou, CSc., dr. h. c., Feditelem
(dale jen ,Poskytovatel”)

a

Work address: |V. interni hematologicka
klinika Fakultni nemocnice Hradec Kralové

Sokolska 581

500 05 Hradec Kréalové — Novy Hradec
Krélové

Czech Republic
date of birth of Investigator:

Adresa pracovisté: 1V. interni hematologicka
klinika Fakultni nemocnice Hradec Krélové

Sokolska 581

500 05 Hradec Kréalové — Novy Hradec
Kralové

Ceska republika
datum narozeni zkousejiciho lékare:

(hereinafter referred to as “the Investigator”) ]

(dale jen ,Zkousejici®)
Study Title: “A PHASE 1B/2, OPEN-LABEL | Nazev klinického hodnoceni: ,,OTEVFV{ENE
TRIAL TO ASSESS THE SAFETY AND |KLINICKE  HODONCENI FAZE  1B/2

PRELIMINARY EFFICACY OF EPCORITAMAB
(GEN3013; DUOBODY® CD3XCD20) IN
COMBINATION WITH OTHER AGENTS IN
SUBJECTS WITH B-CELL NON-HODGKIN

POSUZUJiCi BEZPECNOST A PREDBEZNOU
UCINNOST  EPCORITAMABU  (GEN3013;
DUOBODY, CD3XCD20) V KOMBINACI S
DALSIMI  PRIPRAVKY U PACIENTO S
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LYMPHOMA” BBUNECNYM NON-HODGKINOVYM
Protocol no.: GCT3013-02 LYMFOMEM*

C. protokolu: GCT3013-02
Preamble Preambule
WHEREAS Company, Institution and | VZHLEDEM k tomu, Ze Zadavatel, Poskytovatel
Investigator have entered into a Clinical Trial | a Zkou$ejici uzaviely Smlouvu o klinickém

Agreement for the above-referenced Protocol
effective 23 February 2021 and Amendment No. 1

effective 01 July 2021 (the “Agreement”); and

WHEREAS

Investigator now desire to amend the Agreement

Company, Institution and
on the terms set out below;

NOW, THEREFORE, the parties agree as follows:

hodnoceni pro vySe uvedeny Protokol s platnosti
od 23. Unora 2021 a Dodatek €. 1 s platnosti od

1. Cervence 2021 (dale jen ,Smlouva“); a

VZHLEDEM k tomu, Ze Zadavatel,

a Zkous$ejici nyni chtéji tuto Smlouvu zménit za

Poskytovatel

podminek stanovenych nize;

se NYNI strany dohodly takto:

1 CAPITALIZED TERMS

1.1 Capitalized terms used but not defined

herein shall have the meanings given to

1 TERMiNY S VELKYM POCATECNI M
Pi SMENEM
1.1 Pouzité terminy s velkym pocatecnim

pismenem, které zde nejsou definovany,

them in the Agreement and in the budou mit vyznam, ktery jim dava
Amendment. Smlouva a Dodatek.

1.2 “Amendment” means the amendment no. | 1.2 ,Dodatek“ znamena dodatek ¢. 2 ke
2 to the Agreement. Smlouvé.

1.3 “Amendment Effective Date” means the | 1.3 ,Datum Gcinnosti Dodatku“ znamena
date on which this Amendment has been datum, kdy byl tento Dodatek uvefejnén
published in the register of contracts. v registru smluv.

2 AMENDMENTS 2 ZMENY

2.1 As of Amendment Effective Date, Company | 2.1 k datu Gcinnosti Dodatku se Zadavatel a
and Study Center have mutually agreed to Centrum klinického hodnoceni vzajemné
amend the Agreement by dohodly na nasledujici zméné Smlouvy.

Updating the budget and payment terms in Aktualizace rozpoctu a platebnich

Attachment A - Budget and Payment podminek v Doplnéni A - Rozpocet a

Schedule — section D. Budget Table, section rozpis plateb — oddil D. Tabulka

I. Conditional Procedures (with invoice) as rozpo¢tu, oddil I. Ukony provadéné podle

follows: potfeby (na zakladé faktury) a to
nasledujicim zplsobem:

D. BUDGET TABLE D. TABULKA ROZPOETU
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ARM 1. DOSE ESCALATION PERIOD RAMENO 1 — OBDOBi NAVYSOVANIi DAVKY

VisiT AMOUNT SCREEN NAVSTEVA CASTKA ZA CASTKA ZA
INCLUDING FAILURE NAVSTEVU SCREENING
20% OVERHEAD | AMOUNT VCETNE 20 % FAILURE
(CZK) INCLUDING REZ| JNI CH VCETNE20 %
20% NAKLADU (KC) REZI JNICH
OVERHEAD NAKLADU (KC)

(CZK)
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ARM 2. - DOSE ESCALATION PERIOD RAMENO 2 — OBDOBi NAVYSOVANIi DAVKY
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ARM 2A EXPANSI ON RAMENO 2A — ROZSIi RENA €

VisiT AMOUNT SCREEN NAVSTEVA CASTKA ZA CASTKA ZA
INCLUDING FAILURE NAVSTEVU SCREENING
20% OVERHEAD | AMOUNT VCETNE 20% FAILURE
(CZK) INCLUDING REZIJNICH VCETNE 20%
20% NAKLADU (KC) REZIJNICH
OVERHEAD NAKLADU (KC)
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ARM 2B EXPANSION RAMENO 2B - ROZSIRENA CAST
ViSI T AMOUNT SCREEN NAVSTEVA CASTKA ZA CASTKA ZA
INCLUDING FAILURE NAVSTEVU SCREENING

20% OVERHEAD AMOUNT VCETNE 20% FAILURE

(CZK) INCLUDING REZIJNICH VCETNE20%
20% OVERHEAD NAKLADU (KC) REZIJNICH
(CZK) NAKLADU (KC)
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ARM 3 DosSE EsCALATION PERIOD RAMENO 3 —OBDOBIi NAVYSOVANi DAVKY

VisiT AMOUNT SCREEN NAVSTEVA ASTKA ZA ASTKA ZA
INCLUDING FAILURE NAVSTEVU SCREENING
20% OVERHEAD | AMOUNT VCETNE 20% FAILURE VCETNE
INCLUDING REZIJNICH 20%
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NAKLADU (KC) REZIJNICH
OVERHEAD NAKLADU (KC)
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ARM 3 EXPANSION RAMENO 3 — ROZSI RENA CAST

VisI T AMOUNT SCREEN NAVSTEVA CASTKA ZA CASTKA ZA
INCLUDING FAILURE NAVSTEVU SCREENING
20% OVERHEAD | AMOUNT VCETNE 20% FAILURE VCETNE
CZK] INCLUDING REZIJNICH 20%
20% NAKLADU (KC) REZIJNICH
OVERHEAD NAKLADU (KC)
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ARM 4 Dose ESCALATION PERIOD RAMENO 4 —OBDOBIi NAVYSOVANI DAVKY

ViSI T AMOUNT SCREEN NAVSTEVA CASTKA ZA CASTKA ZA
INCLUDING FAILURE NAVSTEVU SCREENING
20% OVERHEAD | AMOUNT VCETNE 20% FAILURE VCETNE

(CZK) INCLUDING REZI NI CH 20%
20% NAKLADU (KC) REZIJNICH
OVERHEAD NAKLADU (KC)
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ARM 4 EXPANSI ON RAMENO 4 - ROZSi REN

VisiT AMOUNT SCREEN NA VSTEVA AS TKA ZA CASTKA ZA
INCLUDING FAILURE NAVSTEVU SCREENING

20% OVERHEAD | AMOUNT VCETNE 20% FAILURE
(CZK) INCLUDING REZI NI CH VCETNE 20%

20% NAKLADU (KC) | REZIJNICH
OVERHEAD NAKLADU (KC)
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ARM 5 DosEe EscALATION PERIOD RAMENO 5 —OBDOBIi NAVYSOVANi DAVKY

VisiT AMOUNT SCREEN NAVSTEVA CASTKA ZA CASTKA ZA
INCLUDING FAILURE NAVSTEVU SCREENING
20% OVERHEAD | AMOUNT VCETNE 20% FAILURE VCETNE
(CZK) INCLUDING REZI NI CH 20%
20% NAKLADU (KC) REZIJNI CH
OVERHEAD
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ARM 5 EXPANSI ON RAMENO 5 - ROZSi RENA CAST

VisI T AMOUNT SCREEN NAVSTEVA CASTKA ZA CASTKA ZA
INCLUDING FAILURE NAVSTEVU SCREENING
20% OVERHEAD | AMOUNT VCETNE 20% FAILURE VCETNE
CZK INCLUDING REZIJNICH 20%
20% NAKLADU (KC) REZI JNICH
OVERHEAD NAKLADU (KC)
CZK
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ARM 6 EXPANSION RAMENO 6 — ROZSIRENA CAST

VisiT AMOUNT SCREEN NAVSTEVA CASTKA ZA CASTKA ZA
INCLUDING FAILURE NAVSTEVU SCREENING
20% OVERHEAD AMOUNT VCETNE 20% FAILURE VCETNE
(CZK) INCLUDING REZIJNICH 20%
20% OVERHEAD NAKLADU (KC) REZIJNICH
CZK| NAKLADU (KC)
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ARM 8 EXPANSION RAMENO 8 — ROZSIRENA CAST

VISI T AMOUNT SCREEN NAvSTEVA CASTKA ZA CASTKA ZA
INCLUDING 20% FAILURE NAVSTEVU SCREENING

OVERHEAD (CZK) AMOUNT VCETNE20% FAILURE
INCLUDING REZIJNICH VCETNE 20%

20% NAKLADO (KC) | REZIJNICH
OVERHEAD NAKLADU (KC)

CZK,
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l. CONDITIONAL PROCEDURES (WITH l. UKONY PROVADENE PODLE POTREBY
INVOI CE) (NA ZAKLADE FAKTURY)

The following conditional procedure costs will be Néasledujici tkony provadéné podle potieby
reimbursed on a pass-through basis upon budou hrazeny prefakturaci po obdrzeni
receipt of an invoice in the amount indicated in faktury vystavené na Castku uvedenou
the table below (which includes overhead). v tabulce niZze (tato Castka jiz zahrnuje rezijni
Subject number and procedure dates must be naklady). Aby mohla byt platba
included on the invoice for payment to be uskutecnéna, musi faktura obsahovat cislo
issued. subjektu a data Gkond.

23
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Ukony provadéné podle potieby — Neplanovana
navstéva — zpozdéni davky *

CONFIDENTIAL

Delay*

I Conditional Procedure - Unscheduled visit- Dose II
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AMENDMENT FEE

Should an amendment to the Agreement be
executed among the Parties, Company shall
reimburse the Institution for the negotiation of
the amendment in the amount _
The payment shall cover the costs of the
Institution incurred in the administration and the
legal and financial aspects of the negotiation.
This payment shall be invoiced upon the full

execution of the amendment by all contract

POPLATEK ZA DODATEK

Bude-li Stranami uzavien dodatek ke Smlouvé,
zavazuje se Zadavatel uhradit poplatek za
sjednani dodatku ke smlouvé ve vySi
_ ktery zahrnuje néaklady
Poskytovatele spojené s administrativou a
projednanim dodatku z pravniho a
ekonomického hlediska. Tento poplatek je
fakturovan bezprostfedné po podepsani

dodatku vSemi smluvnimi stranami.

parties.

3 ENTIRE AGREEMENT; NO OTHER |3 CELA SMLOUVA; ZADNA DALSI
AMENDMENT ZMENA

3.1 This Amendment constitutes the entire | 3.1 Tento Dodatek pfedstavuje Uplnou smlouvu

agreement between the parties concerning
the subject matter hereof. In the event of
any conflict, ambiguity or inconsistency
between the provisions of this Amendment
and the Agreement the provisions of this
Amendment shall prevail. Except as
specifically modified by this Amendment,
the remainder of the Agreement shall

remain in full force and effect.

mezi stranami tykajici se predmétu této
Smlouvy. V ptipadé jakéhokoli konfliktu,
nejednoznacCnosti nebo rozporu mezi
ustanovenimi tohoto Dodatku a Smlouvy
budou mit prednost ustanoveni tohoto
Dodatku. Pokud neni timto Dodatkem
vyslovné upraveno jinak, zbyvajici c&ast
Smlouvy zlstane v plné platnosti a

udinnosti.

Estimated value of the Contract as amended by
the Amendment — CZK 22,846.000,00.

Pfedpokladana hodnota Smlouvy ve znénitohoto
Dodatku —22,846.000,00 Kc.

SIGNATURE PAGE FOLLOWS

NASLEDUJE STRANKA S PODPISY

43
Amendment No 2 to Clinical Trial Agreement
Genmab MN#2022-47341 GCT3013-02

Fakultni nemocnice Hradec Kralove |GG

Version: 1.0, final 05Apr2022




* Genmab

CONFIDENTIAL

IN WITNESS WHEREOF, the parties hereto have | NA DOKAZ CEHOZ strany této Smlouvy uzavrely
executed this Amendment No. 2 as of the | tento Dodatek €. 2 k Datu Gcinnosti.
Effective Date.

Genmab A/S
Name/Jméno
Title/ Funkce
Signature/Podpis
Date/Datum 8 4 2022

Institution / Poskytovatel

Name/Jméno prof. MUDr. Vladimir Palicka, CSc., dr. h. c.

Title/ Funkce Director / Reditel

Signature/Podpis

Date/Datum

29. 4. 2022

READ AND ACKNOWLEDGED / PRECETL A POTVRDIL:

Name/ymeno [N

Title/ Funkce Principal Investigator / Hlavni zkouS$ejici

Signature/Podpis

Date/Datum 27.4.2022
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