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AMENDMENT 2 TO CLINICAL TRIAL
AGREEMENT

DODATEK C. 2 KE SMLOUVE
O PROVEDENI| KLINICKEHO HODNOGCENI

By and between

GENMAB A/ S
(Cvr-No. 21023884)
Carl Jacobsens Vej 30,
2500 Valby, Denmark

(“Company”),
and

FAKULTNI NEMOCNICE HRADEC KRALOVE
Sokolska 581

500 05 Hradec Krélové — Novy Hradec Kréalové
Czech Republic

Identification number: 00179906

Tax identification number: CZ00179906
represented by MUDr. Ale§ Herman, Ph. D.,
Director

(“Institution”)

and

Work address: IV. interni hematologickd klinika
Fakultni nemocnice Hradec Krélové

Sokolska 581
500 05 Hradec Krélové — Novy Hradec Kréalove
Czech Republic

(“Investigator / Principal Investigator”)

uzavfeny mezi

GENMAB A/ S

(Reg. €. spol. Cvr 21023884)
Carl Jacobsens Vej 30,

2500 Valby, Dansko

(dale jen ,Spole€nost*)
a

FAKULTNi NEMOCNICi HRADEC KRALOVE
Sokolska 581

500 05 Hradec Krélové — Novy Hradec Kréalové
Ceska republika

Identifikacni Cislo: 00179906

Danové identifikacni Cislo: CZ00179906
zastoupena MUDr. AleSem Hermanem, Ph. D.,
feditelem

(dale jen ,Poskytovatel®)

a

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

Sokolska 581
500 05 Hradec Krélové — Novy Hradec Kréalove
Ceska republika

(dale jen ,ZkousSejici / Hlavni zkouS$ejici“)

Study Title: A RANDOMIZED, OPEN-LABEL,
MULTICENTER, GLOBAL, PHASE 2 TRIAL TO
EVALUATE THE EFFICACY AND SAFETY OF

Nazev klinického hodnoceni: RANDOMIZOVANE,
OTEVRENE, MULTICENTRICKE, GLOBALNI
KLINICKE HODNOCENi FAZE2 POSUZUJICI
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EPCORITAMAB (GEN3013; DUOBODY®-CD3x CD20)
AS MONOTHERAPY OR IN COMBINATION WITH
LENALIDOMIDE AS FIRST-LINE THERAPY FOR
ANTHRACYCLINE-INELIGIBLE SUBJECTS WITH
DIFFUSE LARGE B-CELL LYMPHOMA

UCINNOST A BEZPECNOST  EPCORITAMABU
(GEN3013;  DUOBODY®  CD3XCD20)  JAKO
MONOTERAPIE NEBO V KOMBINACI
S LENALIDOMIDEM JAKO LECBY PRVNi LINIE

U PACIENTU S DIFUZNiIM VELKOBUNECNYM B-

LYMFOMEM NEZPJUSOBILYCH K LECBE
ANTRACYKLINEM

Protocol no.: GCT3013-06 Protokol €.: GCT3013-06

Preamble Uvodni ustanoveni

WHEREAS  The parties have previously entered | VZHLEDEM K TOMU, ZE  Smluvni strany jiz

into a Clinical Trial Agreement for the
above-referenced Protocol effective
27 March 2023, and subsequently
23 2024

(collectively, the “Agreement”); and

amended on April

dfive uzavrely Smlouvu o provedeni

klinického hodnoceni k vySe
uvedenému Protokolu, ktera nabyla
dne 27. brezna 2023, a

nasledné pozménéna dne 23. dubna

ucinnosti

2024 (dale spole¢né jen ,Smlouva‘)

a

WHEREAS The parties now desire to amend the

VZHLEDEM K TOMU, ZE  Smluvni strany si nyni

Agreement on the terms set out preji Smlouvu upravit za podminek
below. stanovenych nize.
NOW, THEREFORE, the parties agree as follows: Smluvni strany se PROTO dohodly nasledovné:
1 CAPITALIZED TERMS 1 VYRAZY S VELKYM POCATECNIM
P SMENEM
1.1 Capitalized terms used but not defined | 1.1 Vyrazy s velkym pocate¢nim pismenem
herein shall have the meanings given to pouzité v tomto Dodatku, které zde vsak
them in the Agreement and in the nejsou definovany, maji vyznam, jenz jim
Amendment. byl dan ve Smlouvé a v Dodatku.

1.2 “Amendment” means this amendment no. 2

to the Agreement.

1.2 ,Dodatek“ znamenda tento dodatek ¢. 2 ke

Smlouveé.
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- Radiographic assessment and Submission
of electronic copies to centralized vendor at
D1 of C3, C6, C9 and C12 removed.

- Hydration added during the first 4
administrations of Epcoritamab [cycle 1] and
any repriming cycle.

- Progression-free survival follow-up interval
reduced to every 3 months.

- Description updated to specify that whole

blood PBMC sampling will be done for RNA

1.3 “Amendment Effective Date” means the last | 1.3 ,Datum _ Gclinnosti Dodatku“ znamena
date on which this Amendment has been posledni datum, kdy byl tento Dodatek
duly signed on behalf of all parties and radné podepsan véemi smluvnimi stranami a
published in the Register of Contracts. uverejnén v registru smluv.

2 AMENDMENTS 2 DODATKY

2.1 Protocol Amendment. Effective as 21- | 2.1 Dodatek k Protokolu. Protokol s G¢innosti
June-2024, the Protocol has been amended 21. Cervna 2024 byl upraven verzi 3.0 v5.0.
version 3.0 v5.0 from 22 March 2024. ze dne 22. brfezna 2024. Priloha ¢. 1
Appendix 1 attached to the Agreement is pfipojena ke Smlouvé se timto aktualizuje
hereby updated and replaced in its entirety a v plném rozsahu se nahrazuje Prilohou 1-
with Appendix 1-2, attached hereto and 2, ktera je pfipojena k tomuto Dodatku a je
incorporated herein by reference. do néj zaclenéna formou odkazu.

2.2 Summary of changes. 2.2 PFehled zm én.
- Blood draw procedure added at C3D22 visit - pfidana procedura odbér krve do navstévy
in both arms. 22. den 3. cyklu v obou ramenech
- Hematology, biochemistry and coagulation - Hematologické, biochemické a koagulacni
assessments added at C2D22 and C3D22 vySetieni pfidano do navstév 22. den 2.
visits in both arms. cyklu a 22. den 3. cyklu v obou ramenech.
Correction of paragraphs 2.2.1 and Oprava odstavc@ 2.2.1 a 2.2.2
2.2.2 of the previous Amendment No. 1, pfedchoziho dodatku €& 1 ze dne
dated 23 April 2024 as follows 23. dubna 2024 zni nasledovné:

2.2.1. Monotherapy and Epcor+Lenal Arms 2.2.1 Ramena s monoterapii a kombinaci Epcor +

lenal

- Radiografické vySetfeni a predlozeni
elektronickych kopii centralnimu dodavateli
1. den 3.,6.,9. a 12. cyklu bylo odstranéno.
- Byla pfidana hydratace béhem prvnich
4 podani epcoritamabu [1. cyklus]
a v kazdém nasycovacim cyklu.

- Interval kontrolniho sledovani preziti bez

progrese byl zkracen na kazdé 3 mésice.
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sequencing as well. Lab handling/shipping
added at Progression Free Survival Follow up
to be invoiced every 6 months for ctDNA
sample.

- Radiographic imaging, Response
assessment and submission of e-copies
added to the visits at W6, W12, then every
12 weeks through week 48 and at
Progression Free and Survival Follow up.

- Blood draw, hematology, chemistry and
coagulation added to visits at C1D8, C2D8,
C2D15, C3D8, C3D15.

- Overnight facility fee changed to invoice at
C1D15 (both arms) and in repriming cycle
D15 - outpatient monitoring might be
implemented in Stage 2.

- Conditional IV premedication visit added (if
the subject receives the mandatory
premedication intravenously after the first 4
administrations of epcoritamab and the
premedication falls out of schedule).

- Overnight Facility fee removed from the main
table and added in the sub-study table to match

the epcoritamab administration (the

hospitalization is related to the first full dose of
epcoritamab; Epcor+ Lenal arm only)

- Submission of electronic copies to
centralized vendor (PET-CT/PET/MRI/CT)
invoice removed from the EOT visit and
added at Progression Free Survival Follow up

visit in the combination arm (Epcor+ Lenal)

- Byl aktualizovan popis, aby bylo zfejmé, ze
odbé&r vzorkl na PBMC z pIné krve se bude
provadét také pro Gcely sekvenovani RNA.
Do kontrolniho sledovani preziti bez
progrese byla pfidana manipulace
s laboratornimi vzorky a jejich odesilani, kde
se bude kazdych 6 mé&sicl fakturovat za
vzorek ctDNA.

- Do navstév v 6. al12. tydnu apoté
kazdych 12 tydn( a? do 48.tydne a pfi
kontrolnim sledovani preziti bez progrese
bylo pfidano radiografické snimkovani,
hodnoceni odpovédi a odeslani
elektronickych kopii.

- Do navstév 8. den 1. cyklu, 8. a 15. den
2. cyklu a 8. a15. den 3. cyklu byl pfidan
odbér  krve, hematologie, biochemie
a koagulace.

- Poplatek za noc ve zdravotnickém zafizeni
byl zménén tak, Ze se bude fakturovat 15.
Den 1. cyklu (obé& ramena) a 15. den
nasycovaciho cyklu — ambulantni sledovani
Ize zavést ve 2. stadiu.

- Pfidana podminéna navstéva s
intravend6zni premedikaci (pokud subjekt
dostane povinnou premedikaci intraven6zné
po prvnich 4 podanich epcoritamabu a
premedikace vypadne z planu)

- Poplatek za noc ve zdravotnickém zafizeni
odstranén z hlavni tabulky a pfidan do
tabulky dil¢i studie, aby odpovidal podani
epcoritamabu (hospitalizace souvisi s prvni
plnou davkou epcoritamabu; pouze rameno

Epcor+ Lenal).
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Predavani elektronickych kopif
dodavateli (PET-
CT/PET/MRI/CT) bylo odstranéno z navstévy

Konec klinického hodnoceni a pfidano do

centralizovanému

navstévy Kontrolni sledovani preziti bez
progrese v kombinovaném rameni

(Epcor+ Lenal).

2.2.2. Conditional procedures

- Description of PK collection updated

- Flow cytometry (first and each additional
marker) (2 items) removed - confirmation of
CR will be done via ctDNA instead.

- Adverse events (for the IV Premed visit if
needed) added

- Previous/Prior and concomitant
medications and procedures (for the IV
Premed visit if needed) added

- Description of patient and caregiver travel
updated to include the case when an
overnight facility stay does not occur at
C1D15 in Stage 2

- Response assessment added - for Survival
FU visits if needed

- Description of Overnight Facility fee
updated to elaborate the hospitalization is
mandatory for the first full dose of
Epcoritamab at C1D15 and the related
RCD15 in Stage 1

- Submission of electronic copies to
centralized vendor (PET-CT/PET/MRI/CT)
added

2.2.2 Ukony provadéné podle potfeby

- Byl aktualizovan popis odbéru vzorkl na
FK.

- Byla odstranéna prltokova cytometrie
(prvni a kazdy dal8i marker) (2 polozky) —
potvrzeni CR se bude namisto toho provadeét
pomoci ctDNA.

- Byly pfidany nezadouci prihody (pfi
nav§tévé si.v. premedikaci v pripadé
potieby).

- Byly pfidany Drivéjsi/predchozi a soubézné
podavana lécba a provedené ukony (pfi
nav§tévé si.v. premedikaci v pfipadé
potfeby).

Popis cestovného pro pacienta a peCovatele
aktualizovan tak, aby zahrnoval pfipad, kdy
nedojde k pfenocovani v zafizeni 15. Den 1.
cyklu ve fazi 2.

Pfidano hodnoceni odpovédi - pro pfipadné
kontrolni navétévy sledovani preziti

Popis poplatku za noc ve zdravotnickém
zafizeni aktualizovan tak, aby upfesnoval,
Ze hospitalizace je povinna pro prvni plnou
davku epcoritamabu 15. Den 1. Cyklu a
souvisejici 15. den cyklu opétovného podani

zékladni davky ve fazi 1.
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- Bylo pridano predavani elektronickych kopif

be signed using a DocuSign® electronic
signature. Such electronic signature is the
legally binding equivalent to a party’s
handwritten signature and it has the same
validity, enforceability and meaning as a
handwritten signature, and the parties

hereby waive any objection to the contrary.

Estimated value of the contract as amended by
this Amendment 1 912 000 CZK:

centralizovanému dodavateli (PET-
CT/PET/MRI/CT) - za kopii
3. ENTIRE AGREEMENT; NO OTHER | 3. CELISTVOST SMLOUVY; ZADNY DALSI
AMENDMENT DODATEK
3.1 This Amendment constitutes the entire | 3.1 Tento Dodatek predstavuje Uplné ujednéani
agreement between the parties concerning mezi smluvnimi stranami tykajici se
the subject matter hereof. In the event of pfedmétu tohoto Dodatku. V pripadé
any conflict, ambiguity or inconsistency jakéhokoli rozporu, nejednoznacnosti nebo
between the provisions of this Amendment nesouladu mezi ustanovenimi tohoto
and the Agreement the provisions of this Dodatku a Smlouvou maji  prednost
Amendment shall prevail. Except as ustanoveni tohoto Dodatku. S vyjimkou
specifically modified by this Amendment, the ustanoveni vyslovné upravenych v tomto
remainder of the Agreement shall remain in Dodatku zUstavaji v8echna ostatni
full force and effect. ustanoveni  Smlouvy platna a Gcinna
v plném rozsahu.
4 ELECTRONIC SIGNATURE 4 ELEKTRONICKY PODPIS
4.1 The parties agree that this Amendment can | 4.1 Smluvni strany se dohodly, ze tento

Dodatek Ize podepsat elektronickym
podpisem pomoci aplikace DocuSign®.
Tento elektronicky podpis je pravné
zavaznym ekvivalentem vlastnorucniho
podpisu smluvni strany, ma stejnou
platnost, vymahatelnost a vyznam jako
vlastnorucni podpis a smluvni strany se

timto zfikaji jakéhokoli jeho zpochybnéni.

Pfedpokladana hodnota smlouvy ve znéni tohoto

Dodatku: 1 912 000 K¢.

[SIGNATURE PAGE FOLLOWS / NASLEDUJE STRANA S PODPISY]
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IN WITNESS WHEREOF, the parties hereto have
executed this Amendment as of the Amendment
Effective Date.

NA DUKAZ CEHOZ smluvni strany uzavfely tento
Dodatek k Datu ucinnosti Dodatku.

On behalf of the Company GENMAB A/ S/ Jménem zadavatele GENMAB A/ S:

Name / Jméno

Title / Funkce

Signature / Podpis

Date / Datum 17.7.2024

nemocnice Hradec Kralové:

On behalf of the Fakultni nemocnice Hradec Kralové / Jménem Fakultni

Name / Jméno MUDr. Ales Herman, Ph. D.

Title / Funkce Director / Reditel

Signature / Podpis

Date / Datum 23.7.2024

The Principal Investigator / Hlavni zkouS$ejici:

Name / Jméno |

Title / Funkce Principal Investigator / Hlavni zkouS$ejici

Signature / Podpis

Date / Datum 23.7.2024
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Appendix 1 — 2: Fees and payment schedule

PFiloha 1-2: Harmonogram plateb a poplatk@

ATTACHMENT A

PRiLOHA A

BUDGET & PAYMENT SCHEDULE

R0OzPOCET A ROZPIS PLATEB

A. PAYEE DETAILS

A. UDAJE O PRIJEMCI PLATEB

The Parties agree that the payee designated below
is the proper payee for this Agreement, and that
payments under this Agreement will be made only
to the following payee (“Payee):

Smluvni strany se dohodly, Ze niZze uvedeny
prijemce plateb je Fadnym prijemcem plateb podle
této Smlouvy a ze platby vyplacené podle této
Smlouvy budou hrazeny vyhradné tomuto pfijemci
plateb (dale jen ,Prijemce plateb®):

Contract Payee / Smluvni pFijemce plateb

Payee Name

(Must match name in the contract) / Nazev/jméno
Pfijemce plateb

(Musi se shodovat s nazvem/jménem ve smlouvé.)

Fakultni nemocnice Hradec Kréalové

Sokolska 581, 500 05 Hradec Kralové — Novy

(Danové identifikacni Cislo se musi shodovat s vyse
uvedenym néazvem/jménem pfijemce plateb;
pfipadné uvedte, Ze neni platcem DPH.)

Payee Address / Adresa Prijemce plateb Hradec Kralové, Czech Republic / Ceska
republika

VAT/Tax ID

(Tax ID must exactly match the payee name

indicated above, or tax exempt when applicable) /

DIC / dafiové identifikaéni ¢islo CZ00179906

Banking Information / Bankovni spojeni:

Bank Name / Nazev banky

Ceska narodni banka

Bank Street / Ulice

Na Prikopé€ 28

Bank City / Mésto

Praha 1

Bank Postal Code / PSC

115 03
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Bank Country / Zemé

Czech Republic / Ceska republika

Receiving Account Currency / Ména (cCtu pfijemce

CZK / K¢

IBAN

CZ2307100000000024639511

Swift Code (8 or 11 Characters) / Kéd SWIFT
(8 nebo 11 znakd)

CNBACZPP

Variable symbol / Variabilni symbol

Invoice number / Cislo faktury

If the contracted Payment Currency does not match your bank account, you may need to provide an
Intermediary Bank. Please contact your Financial institution for details. If an Intermediary bank is
required, please provide Bank Name, Account Number if applicable and SWIFT Code of Intermediary
Bank along with all other required Wire instructions / Pokud smluvné dohodnutd ména platby
neodpovidd méné Vadeho bankovniho Gctu, je mozné, Ze budete muset uvést jesté
zprostfedkovatelskou banku. O podrobnostech se informujte u své banky. Bude-li nutné pouzivat
zprostfedkovatelskou banku, uvedte spoleCné s ostatnimi Gdaji pro bankovni pfevod také nazev
zprostfedkovatelské banky a pfipadné jeji Cislo GCtu a kéd SWIFT.

Contact Information / Kontaktni Gdaje

Name of recipient sending invoices to /
Nazev/jméno pfijemce odesilajiciho faktury

Ing. Jitka HaleSova

Phone number & Email / Telefonni Cislo a e-mail

+420 495 833 827 / jitka.halesova@fnhk.cz

Language Preference / Uprednostifiovany jazyk

Czech/ Cesky

Name of payment recipient to receive payment
notification and details / Nazev/jméno pfijemce
plateb, kterému maji byt zasilana oznameni

a informace o platbéach

Ing. Jitka HaleSova

Phone number & Email / Telefonni Cislo a e-mail

+420 495 833 827 / jitka.halesova@fnhk.cz

Language Preference / Uprednostifiovany jazyk

Czech/ Cesky

In case of changes in the Payee’s bank details, Site
is obliged to inform IQVIA Clinical Trial Payments in
writing by sending an email to:

Dojde-li ke zméné bankovniho spojeni Prijemce
plateb, musi otom Misto provadéni klinického
hodnoceni pisemné informovat spolecnost IQVIA
Clinical Trial Payments e-mailem zaslanym na

adresu: I
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Site shall contact its IQVIA study team member to
provide signed documentation of changes to
payee’'s bank details. Parties agree that in case of
changes in bank details which do not involve a
change of payee or change of country location of
bank account, no further amendments are required.

Misto provadéni klinického hodnoceni kontaktuje
prislusného clena studijniho tymu IQVIA, aby
poskytlo podepsanou dokumentaci o zménéch
v bankovnim spojeni Prijemce plateb. Strany se
dohodly, Zze nebude nutno uzavirat zadny dalSi
dodatek ke Smlouvé, jestlize se zména bude tykat
pouze bankovniho spojeni, av8ak nezméni se
samotny prijemce plateb ani zemé&, v niz se nachazi
jeho bankovni Gcet.

The Parties acknowledge that the designated Payee
is authorized to receive all of the payments for the
services performed under this Agreement.

Smluvni strany berou na védomi, Ze uvedeny
Pfijemce plateb je opravnén pfijimat veskeré platby
za sluzby poskytované na zékladé této Smlouvy.

The remuneration of the Investigator and/or Trial
Staff will be reimbursed by the Institution on the
basis of internal directive of the Institution.

Odména zkou$ejicimu a ¢&enlm  studijniho
personalu bude vyplacena poskytovatelem dle
vnitfni smérnice poskytovatele.

Investigator acknowledges that if Investigator is not
the Payee, IQVIA will not pay Investigator even if
the Payee fails to reimburse Investigator.

Zkousejici bere na védomi, Ze pokud neni
Pfijemcem plateb Zkous$ejici, spoleCnost IQVIA
nebude platit ZkouSejicimu ani v pfipadé, ze

Pfijemce plateb platby Zkousejicimu neprovede.

B. MINIMUM ENROLLMENT GOAL

B. MINIMALN{ CiLOVY POCET ZARAZENYCH SUBJEKTU

Investigator acknowledges that Investigator’s
minimum enrollment goal is _subjects and
that Site will use its best efforts to reach the
enrolment goal within a reasonable timeframe after
commencement of the Study at Site. If Site fails to
adhere to this principle, Sponsor and/or CRO may
reconsider Site’s suitability to continue participation
in the Study.

Zkousejici bere na védomi, Zze minimalni cilovy
poclet zafazenych subjektl pro Zkousejicino jelli]
- a ze Misto provadeéni klinického hodnoceni musi
vynalozit maximalni Usili na dosazeni tohoto cile
v pfiméfené dobé po =zahdjeni Studie v Misté
provadéni klinického hodnoceni. Pokud Misto
provadéni klinického hodnoceni tento zavazek
nedodrzi, mohou Zadavatel a/nebo spole¢nost CRO
ptehodnotit zpUsobilost Mista provadéni klinického
hodnoceni k dal$i Gcasti ve Studii.

C. PAYMENT TERM

C. PLATEBNi PODMIiNKY

IQVIA will pay the Payee | N o- -

completed visit per subject basis in accordance with
the attached budget. Ninety percent (90%) of each
payment due, including any Screening Failure that
may be payable under the terms of this Agreement,
will be made based upon prior 3 months’ enroliment

Spolecnost IQVIA bude poskytovat finanéni plnéni
Prijemci plateb | GTGNNNEGEGEGEGEGEGE © souadu s
pfilozenym rozpoltem vzdy za uskuteCnéné
navstévy jednotlivych subjektl hodnoceni.
Devadesat procent (90 %) kazdé splatné cCastky
vCetné pripadného nelspéSného  screeningu
pacientl, bude-li podle podminek této Smlouvy
hrazeno, bude vyplaceno na zakladé udajl
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data received from the Site supporting subject
visitation.

o0 zafazovani dokladajicich navétévy subjektl za
pfedchozi 3 mésice, které predlozi Centrum
klinického hodnoceni.

The balance of monies earned, _

I il be pro-rated upon verification of actual
subject visits, and will be paid by IQVIA to the Payee
upon final acceptance by Sponsor of all data entry,
all data clarifications issued, the receipt and
approval of any outstanding regulatory documents
as required by IQVIA and/or Sponsor, the return of
all unused supplies to IQVIA, and upon satisfaction
of all other applicable conditions set forth in the
Agreement.

Zbyvajici ¢astka [ NG
bude upravena Umérné ovérenému skutecnému
pottu navstdv subjektl a spoleénost IQVIA ji
Pfijemci plateb uhradi poté, co Zadavatel
s koneCnou platnosti akceptuje v8echny zaznamy
udajl a véechna podana vysvétleni k udajim, po
prijeti a schvaleni pfipadnych dalSich regulatornich
dokumentld vyzadovanych spolenosti IQVIA
a/nebo Zadavatelem, vraceni vSech
nespotiebovanych pomﬁcek a materialu spolecnosti
IQVIA apo splnéni vSech ostatnich pfislusnych
podminek stanovenych v této Smlouvé.

Any expense or cost incurred by Site in performing
this Agreement that is not specifically designated as
reimbursable by IQVIA or Sponsor under the
Agreement (including this Budget and Payment
Schedule) is the sole responsibility of the Site.

Jakékoli naklady a vydaje, které vzniknou Mistu
provadéni klinického hodnoceni v souvislosti s
plnénim této Smlouvy a které nejsou vyslovné
oznaceny jako proplatitelné ze strany spolecnosti
CRO nebo Spolecnosti za podminek této Smlouvy
(v&etné jeji &asti Rozpoclet a Rozpis plateb), pljdou
pIné k tizi Mista provadéni klinického hodnoceni

In case that the Institution is a payer of VAT,
appropriate rate of VAT according to a mandatory
statute, will be included to the above mentioned
invoice amounts.

Pokud je Poskytovatel platcem DPH, bude ke vSem
vy$e uvedenym fakturovanym cCastkam pfipoctena
DPH v zakonné vysi.

All government taxes are the sole responsibility of
the Payee.

Platba v8ech vnitrostatnich dani bude vylucnou
odpovédnosti Pfijemce plateb.

In case of change of invoice details or VAT ID, the
Company/CRO shall without undue delay inform the
Institution (Dasa Prok(pkova — Legal Department,
Ing. Jitka HaleSova Financial and Analysis
Department).

Pfi zméné fakturaénich udajd nebo DIC je
zadavatel/CRO povinen neprodlené informovat
poskytovatele (Dasa Proklpkova — pravni odbor a
Ing. Jitka HaleSova — Odbor financi a analyz).

Major, disqualifying Protocol violations are
not payable under this Agreement

Zavaznd diskvalifikujici porudeni Protokolu
nebudou podle podminek této Smlouvy
proplacena.
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* UNSCHEDULED VISIT CAN OCCUR MORE THAN ONCE
**|F TWO VISITS ARE PERFORMED CONCURRENTLY
ONLY ONE VISIT SHOULD BE REIMBURSED. VISIT
SHOULD BE REIMBURSED IN FOLLOWING ORDER: END
OF TREATMENT; SAFETY FOLLOW-UP; PROGRESSION
FREE SURVIVAL FOLLOW-UP; SURVIVAL FOLLOW-UP
*** REPRIMING CYCLE SHOULD BE PERFORMED IF
INTERMEDIATE DOSE IS DELAYED MORE THAN 1 DAY
OR IF FIRST FULL DOSE IS DELAYED MORE THAN 7
DAYS OR FROM FIRST FULL DOSE ONWARD, IF THE
INTERVAL BETWEEN THE PREVIOUS DOSE OF
EPCORITAMAB AND NEXT

PLANNED DOSE EXCEEDS 6 WEEKS. IF A DOSE IS
DELAYED FOR >4 WEEKS, UNSCHEDULED VISIT-
DOSE DELAY VISIT SHOULD BE REIMBURSED

°© |F THE SUBJECT RECEIVES THE MANDATORY
PREMEDICATION INTRAVENOUSLY AFTER THE FIRST 4
ADMINISTRATIONS OF EPCORITAMAB AND THE
PREMEDICATION FALLS OUT OF SCHEDULE.

* Genmab

* NEPLANOVANA NAVSTEVA SE MUZE USKUTECNIT
ViCE NEZ JEDNOU.

** PRI PROVEDENI DVOU NAVSTEV SOUCASNE SE
PROPLATI POUZE JEDNA NAVSTEVA. NAVSTEVA SE
PROPLATI PODLE TOHOTO PORADIi: KONEC LECBY,
KONTROLN{ SLEDOVANiI BEZPECNOSTI, KONTROLNI
SLEDOVANi PREZITIi BEZ PROGRESE, KONTROLN]
SLEDOVANI PREZITI.

*** OPAKOVANY NASYCOVACI CYKLUS SE
USKUTECNi, POKUD JE STREDNi DAVKA ZPOZDENA
O VICE NEZ 1 DEN NEBO POKUD JE PRVNi PLNA
DAVKA ZPOZDENA O ViCE NEZ 7 DNU, ANEBO PO
PODANI PRVNi PLNE DAVKY, POKUD INTERVAL MEZI
PREDCHOZi DAVKOU EPCORITAMABU A DALSI
PLANOVANOU DAVKOU PRESAHNE 6 TYDNUO. JESTLIZE
JE DAVKA ZPOZDENA O >4 TYDNY, PROPLATI SE
NEPLANOVANA NAVSTEVA — ZPOZDENI DAVKY.

© POKUD SUBJEKT DOSTANE POVINNOU NITROZILNi
PREMEDIKACI PO PRVNICH 4 PODANICH
EPCORITAMABU A PREMEDIKACE NENi ZAHRNUTA
V HARMONOGRAMU.

Amendment No 2 to Clinical Trial Agreement

GCT3013-06/ CZ001/

MN #

Version: August 2022

13

cl; — Czech Republic — Fakultni nemocnice Hradec Kralové




* Genmab

OONFIDENTIAL / DUVERNE

Amendment No 2 to Clinical Trial Agreement — Czech Republic — Fakultni nemocnice Hradec Kralové
GCT3013-06/ Czoow*

MN #
Version: August 2022
14
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* UNSCHEDULED VISIT CAN OCCUR MORE THAN ONCE
**|F TWO VISITS ARE PERFORMED CONCURRENTLY
ONLY ONE VISIT SHOULD BE REIMBURSED. VISIT
SHOULD BE REIMBURSED IN FOLLOWING ORDER: END
OF TREATMENT; SAFETY FOLLOW-UP; PROGRESSION
FREE SURVIVAL FOLLOW-UP; SURVIVAL FOLLOW-UP
*** REPRIMING CYCLE SHOULD BE PERFORMED |F
INTERMEDIATE DOSE IS DELAYED MORE THAN 1 DAY
OR IF FIRST FULL DOSE IS DELAYED MORE THAN 7
DAYS OR FROM FIRST FULL DOSE ONWARD, IF THE
INTERVAL BETWEEN THE PREVIOUS DOSE OF
EPCORITAMAB AND NEXT

PLANNED DOSE EXCEEDS 6 WEEKS. |F A DOSE IS
DELAYED FOR >4 WEEKS, UNSCHEDULED VISIT-
DOSE DELAY VISIT SHOULD BE REIMBURSED

° |F THE SUBJECT RECEIVES THE MANDATORY
PREMEDICATION INTRAVENOUSLY AFTER THE FIRST 4
ADMINISTRATIONS OF EPCORITAMAB AND THE
PREMEDICATION FALLS OUT OF SCHEDULE.

* Genmab

* NEPLANOVANA NAVSTEVA SE MUZE USKUTECNIT
ViCE NEZ JEDNOU.

** PRI PROVEDENIi DVOU NAVSTEV SOUCASNE SE
PROPLATI POUZE JEDNA NAVSTEVA. NAVSTEVA SE
PROPLATI PODLE TOHOTO PORADIi: KONEC LECBY,
KONTROLN| SLEDOVANi BEZPECNOSTI, KONTROLNI
SLEDOVANI PREZITI BEZ PROGRESE, KONTROLN{
SLEDOVANI PREZITI.

*** OPAKOVANY NASYCOVACI CYKLUS SE
USKUTECNi, POKUD JE STREDNi DAVKA ZPOZDENA
O VICE NEZ 1 DEN NEBO POKUD JE PRVNi PLNA
DAVKA ZPOZDENA O ViCE NEZ 7 DNU, ANEBO PO
PODANi PRVNi PLNE DAVKY, POKUD INTERVAL MEZI
PREDCHOZi DAVKOU EPCORITAMABU A DALSI
PLANOVANOU DAVKOU PRESAHNE 6 TYDNO. JESTLIZE
JE DAVKA ZPOZDENA O >4 TYDNY, PROPLATI SE
NEPLANOVANA NAVSTEVA — ZPOZDENI DAVKY.

© POKUD SUBJEKT DOSTANE POVINNOU NITROZILNi
PREMEDIKACI PO PRVNICH 4 PODANICH
EPCORITAMABU A PREMEDIKACE NENi ZAHRNUTA
V HARMONOGRAMU.
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E. STUDY START-UP FEE E. POPLATEK ZA INICIACI STUDIE

Jednorazovy nevratny poplatek v ¢astce
pokryvajici Cinnosti pfi zahdjeni Studie. Fakturace
po podpisu smlouvy.

A one-time, non-refundable payment will be paid in
the amount of_ to cover Study start-
up activities. Invoice will be issued after signing the
Agreement.
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FEE FORNEGOTIATION OF THE CONTRACT:

POPLATEK ZA PROJEDNANI SMLOUVY:

A one-time non-refundable fee of | GNG for

negotiating the Agreement will be invoiced after
signing the Agreement.

Jednorazovy nevratny poplatek v castce | GcNB
za projednani smlouvy na zakladé vystavené

faktury. Fakturace po podpisu smlouvy.

FEE:

Invoice will be issued after the signature of the
amendment.

CLINICAL TRIAL AGREEMENT AMENDMENT

POPLATEK ZA UZAVREN{ DODATKU KE
SMLOUVE O PROVEDENI KLINICKEHO
HODNOCENI :_ bude uhrazen po podpisu
dodatku, a poté, co CRO obdrzi fakturu.

F. SCREENING FAILURE/ RE-SCREENING

F. SUBJEKTY, KTERE NEPROJDOU VSTUPNIiM
VYSETRENiM/ OPAKOVANYM VSTUPNiM VYSETRENIM

Reimbursement for screening/re-screening failures
will be at the amount indicated on the screening/re-
screening visit(s), as applicable, of the budget table
above, not to exceed screen/re-screen
failure paid for every _subjects enrolled.
Subjects will not receive a new screening number
upon re-screening but are due to complete full
screening visit.

Uhrady za navétdvy subjektl, které neprojdou

vstupnim vySetfenim/opakovanym vstupnim
vySetfenim, budou  uskuteCnény v Castkach
uvedenych pro vstupni vyS$etfeni/opakované
vstupni vyS8etfeni ve vySe uvedené tabulce

rozpoCtu, pricemz uUhrada neprekroci

neluspésné vstupni vySetfeni/opétovné vstupni
vy3etfeni nai subjekty. Subjekty nebudou pfi
opakovaném vstupnim vy8etfeni dostavat nové

zarazovaci Cislo, ale absolvuji celou vstupni
navstévu.

To be eligible for reimbursement of a screening/re-
screening failure, supporting data entry must be
completed and submitted to CRO along with any
additional information, which may be requested by
CRO to appropriately document the subject
screening/re-screening procedures.

Narok na Uhradu za vstupni navstévu/opakovanou
vstupni navstévu vznika za predpokladu, ze
spolecnosti CRO budou predlozeny vyplnéné
podkladové (daje spolu s jakymikoli dodateCnymi
informacemi, které mdze spoleénost CRO vyZzadovat

k radnému prokazani vstupnich
vy$etfeni/opakovanych vstupnich vyS$etfeni
subjektu.

G. DISCONTINUED OR EARLY TERMINATION SUBJECTS

G. SUBJEKTY, KTERE JSOU VYRAZENY NEBO PREDCASNE
UKONCI UCAST

Reimbursement  for  discontinued or early
termination subjects will be prorated based on the
number of confirmed completed visits.

Odmeéna za vyfazené subjekty nebo za subjekty s
predCasnym ukoncenim bude vyplacena v pomérné
vy$i podle poctu potvrzenych uskutecnénych
navstév.

H. UNSCHEDULED VISITS

H. NEPLANOVANE NAVSTEVY

Payment for unscheduled visits will be reimbursed
in the amount of _ [which includes
overhead], as denoted in the Budget Table
above. To be eligible for reimbursement for
unscheduled visits, supporting data entry must be
completed and submitted to CRO, along with any
additional information which may be requested by
CRO, to appropriately document the unscheduled
visit.

Platby za neplanované navstévy budou hrazeny ve
vyéi [ [ vcetné rezijnich nakladd] tak,
jak je uvedeno v Tabulce rozpoctu vysSe. Narok na
Ghradu za neplanované navstévy vznikd =za
podminky, Ze CRO bude predlozen zaznam
podkladovych udaju spolu s jakymikoli dodate¢nymi
informacemi, které muize CRO vyzadovat
k fadnému zdokumentovani neplanované navstévy.
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|. CONDITIONAL PROCEDURES (WITH INVOICE)

The following conditional procedure costs will be
reimbursed on a pass-through basis upon receipt of
invoice in the amount indicated in the table below
(which includes overhead). Subject number and
procedure dates must be included on the invoice for
payment to be issued.

* Genmab

Néasledujici Ukony provadéné dle potreby budou
hrazeny pribé&zné po obdrzeni faktury vystavené na
Castku uvedenou v tabulce nize (ktera jiz zahrnuje
rezijni naklady). Aby mohla byt platba provedena,
musi byt na faktufe uvedeno Cislo subjektu a data
akond.
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J. EC FEES J. POPLATKY ETICKYM KOMISiM

EC costs will be paid upon receipt of an invoice | Poplatky etickym komisim budou proplaceny po
issued by the EC, and are not included in the | obdrzenifaktury vystavené etickou komisi, a nejsou
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* Genmab

attached Budget. Payment will be made directly to
the EC. Any subsequent re-submissions or
renewals, upon approval by CRO and Company, will
be paid upon receipt of appropriate documentation.

zahrnuty do prilozeného rozpocCtu. Platby za
pfipadna nasledna opakovana podani nebo
prodlouZzeni budou se souhlasem spole¢nosti CRO
a Zadavatele hrazeny po predloZeni odpovidajicich
dokladd. Platby budou hrazeny piimo etické komisi.
Platby za pfipadna néasledna opakovana podani
nebo prodlouzeni budou se souhlasem spolecCnosti
CRO hrazeny po pfedlozeni odpovidajicich dokladd.

PATIENT EXPENSES

K. VYDAJE PACIENTU

The Company shall raimbursed reasonable Patient
expenses

related to travel and meals, will be
reimbursed in a fixed amount of

per 1 visit.

Related to hospitalization in amount of |}
per hospitalization.

Related to biopsy procedure in amount of
per procedure.

CRO uhradi pfimérené Vydaje pacienta:

spojené s cestovanim a stravovanim ve fixni
vySi za 1 navstévu.

spojené s hospitalizaci ve fixni vysi |  GcGczN
za hospitalizaci

- spojené s provedenim biopsie ve fixni vySi
za odbér.

Agreed reimbursement of travel and other expenses
to patients enrolled in the study will be billed
retrospectively based on the patients' participation
in the various parts of the study visit by the
Institution and based on the documentation sent by
the study monitor and approved by the
Investigator. Records of travel costs will be
maintained by the Investigator or study coordinator
and subsequently forwarded to the study monitor.
Reimbursements will be paid to patients upon
payment of the invoice issued. Reimbursement of
travel expenses to patients occurs at the
Institution's payment office.

Dohodnuté néhrady cestovnich a jinych vyloh
pacientim zafazenym do studie budou fakturovany
zpétné na zakladé Gc&asti pacientl na jednotlivych
Castech studijni navsétévy poskytovatelem a na
zakladé podkladl zaslanych monitorem studie a
schvéalenych zkouSejicim. Evidenci cestovnich
nakladl zajistuje hlavni zkou$ejici popt. studijni
koordinator a néasledné toto predd monitorovi
studie. Nahrady budou pacientim vyplaceny po
Uhradé vystavené faktury. K proplaceni cestovnich
vyloh pacientdm dochazi v pokladné& poskytovatele.

L. PAYMENT DISPUTES (USE WHEN RETENTION)

L. PLATEBNi SPORY (POUZi VA SE PRI ZADRZEN{)

Site will have thirty (30) days from the receipt of
final payment to dispute any payment
discrepancies during the course of the Study.

Pfipadné nesrovnalosti v platbach béhem Studie
bude moci Centrum klinického hodnoceni
rozporovat do tficeti (30) dnl od pfijeti zavéreéné
platby.

PHARMACY SET-UP FEE

ZAHAJOVACI POPLATEK PRO LEKARNU

A one-time, non-refundable Pharmacy Set-Up Fee
payment of will be made upon
receipt by CRO of all completed original contractual
and regulatory documentation.

Jednorazovy, nerefundovatelny zahajovaci poplatek

pro Iékarnu ve vysSi _bude uhrazen po

obdrzeni faktury po podpisu smlouvy.
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PHARMACY REFRIGERATED STORAGE FEE

POPLATEK LEKARNE ZA UCHOVAVANI HODNOCENEHO

(EPCORITAMAB)

PRiPRAVKU (EPCORITAMABU) V CHLAZENEM STAVU

for the refrigerated storage of
Investigational Product (EPCORITAMAB) will be
made every 6 months. Study Center will be eligible
for reimbursement upon receipt of Investigational
Product by Study Center and upon receipt of
invoice.

A Pharmaci Refrigerated Storage payment of |l

Za uchovavani Hodnoceného pripravku
(EPCORITAMABU) v chlazeném stavu bude |ékarné
uhrazen pulroéni poplatek ve vysi

Tento poplatek bude Mistu provadeéni klinického
hodnoceni uhrazen po dodani Hodnoceného
pripravku Mistu provadéni klinického hodnoceni a
po prijeti faktury.

PHARMACY STORAGE FEE (LENALIDOMIDE)

A Pharmacy Storage payment of _ for

the storage of Investigational Product
(LENALIDOMIDE) will be made per each 6 months.
Study Center will be eligible for reimbursement
upon receipt of Investigational Product by Study
Center and upon receipt of invoice.

POPLATEK LEKARNE ZA UCHOVAVANI HODNOCENEHO
PRiPRAVKU (LENALIDOMID)
Za uchovavani Hodnoceného pripravku

(LENALIDOMIDU) bude lékarn& uhrazen pdiroéni
poplatek ve vysi — Tento poplatek bude
Mistu provadéni klinického hodnoceni uhrazen po
dodani Hodnoceného pfipravku Mistu provadeéni
klinického hodnoceni a po pfijeti faktury.

RECORD STORAGE FEE/ ARCHIVING FEE

POPLATEK ZA UCHOVAVANI / ARCHIVACI ZAZNAMU

A record storage fee payment of in
total will be made upon receipt of Invoice after
signing the Agreement. In accordance with
Company’s Protocol requirements, Institution shall
maintain all Institution records in a safe and secure
location to allow easy and timely retrieval, when
needed.

Poplatek za uchovavani zaznam{ ve vysi
bude uhrazen po obdrzeni faktury po podpisu

smlouvy. V souladu s pozadavky protokolu
spolecnosti zadavatele musi poskytovatel
uchovavat v8echny zaznamy poskytovatele na

bezpetném a zabezpeleném misté, odkud je Ize v
pfipadé potfeby snadno a vCas vyzvednout.

NUCLEAR MEDICINE DEPARTMENT (ONM) SET UP FEE

ZAHAJOVACI POPLATEK PRO ODDELENi NUKLEARNI

MEDICINY (ONM)

A one-time, non-refundable Nuclear medicine
department (ONM) Set-Up Fee payment of |}

I ! be made upon receipt of invoice

after the Agreement is signed.

Jednorazovy nerefundovatelny zahajovaci poplatek

pro ONM ve vysSi _ bude uhrazen po

obdrzeni faktury po podpisu smlouvy.

LOCAL LABORATORY SET UP FE

ZAHAJOVACI POPLATEK PRO Mi{STNi LABORATOR

A one-time, non-refundable Local Laboratory Set-

Up Fee payment of_ will be made

upon receipt of invoice after signing the Agreement.

Jednorazovy, nerefundovatelny zahajovaci poplatek
pro mistni laboratof ve vysi bude
uhrazen po obdrzeni faktury po podpisu smlouvy.

LocAL RADIOLOGY SET UP FEE

ZAHAJOVACI POPLATEK PRO MiSTNi RADIOLOGI |

A one-time, non-refundable Local Radiology Set-Up

Fee payment of _ will be made upon

receipt of invoice after signing the Agreement.

Jednorazovy, nerefundovatelny zahajovaci poplatek
pro mistni radiologické centrum ve vySi
Il bude po obdrzeni faktury po podpisu smlouvy
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PHARMACY CLOSE-OUT FEE

UKONCOVACI POPLATEK PRO LEKARNU

A one-time, non-refundable Pharmacy Close-out
payment will be made upon receipt of invoice at a

cost of _ at end of Trial.

Na konci Studie bude lékarné uhrazen na zakladé
prijeti faktury jednordzovy nevratny ukoncovaci
poplatek ve vysSi

STUDY CLOSE-OUT FEE

POPLATEK zA UKONCENI STUDIE

A one-time, non-refundable Trial Close-Out
payment of | I vi' be made upon
completion and approval by CRO of any outstanding
data documentation (eCRFs and data clarifications
issued) and regulatory documentation and upon
receipt of original invoice.

Po vyhotoveni v8ech dosud nepredloZzenych
dokumentd s Gdaji (elektronickych zaznami
subjektl studie a vyFe$eni pfipadnych dotazl k
idajdm) a dokumentd pro kontrolni GFady a jejich
schvéleni spole¢nosti CRO bude na zakladé originalu
faktury uhrazen jednorazovy nevratny poplatek za
ukonceni Studie ve vysi

M. INVOICES

M. FAKTURY

Payments will be issued by CRO based on Visit
Budget, payment frequency and payment terms as
described above. Payments will be made only upon
receipt of corresponding invoices, including back-up
documentation, in the specified currency, as
described below. Invoices will be payable within 45
days from the date of receipt by CRO of the invoice,
including any applicable back-up documentation.

Invoices for any additional payments to those
stated in this agreement (i.e., additional
reimbursements) must also be sent to CRO and
approved by sponsor. All invoices shall be raised in
the following manner:

Platby bude CRO provadét na zakladé Rozpoctu
navstév, s vy8e uvedenou Cetnosti a podle vyse
uvedenych platebnich podminek. Platby se budou
provadeét pouze po pfijeti pfislusnych faktur vcetné
podkladové dokumentace, a to ve stanovené méné,
jak je uvedeno nize. Faktury budou splatné do
45 dnU od data, kdy CRO pfijme fakturu véetné
prisluéné podkladové dokumentace.

Faktury za pripadné dal$i platby neuvedené v této
smlouvé (napf. dodatec¢né Uhrady) museji byt
rovnéz zaslany CRO a schvaleny zadavatelem.
V8echny faktury budou vystaveny nasledujicim
zpUsobem:

Invoices to be billed to:

IQVIA RDS Eastern Holdings GmbH,
Stella-Klein-Léw-Weg 15, Rund 4, Haus B, 1020
Vienna, Austria

Tax identification number: ATU62524414

Invoices to be sent to:

Em ail oriiinal invoices including back up to:

Emailed invoices and backup are preferred. In

Faktury budou vystavovany na:

IQVIA RDS Eastern Holdings GmbH,
Stella-Klein-Léw-Weg 15, Rund 4, Haus B, 1020
Videni, Rakousko

DIC: ATU62524414

Faktury budou zasldny na adresu:
Originaly faktur v€etné podkladové

dokumentace zasilejte e-mailem na adresu:

UpFednostRuje se zasilani faktur a podkladové

the event of invoices in hard copy need to be

dokumentace e-mailem. V pFipadé, ?e bude

sent, please send to the following address:

tFeba faktury zaslat v ti§téné podobé, zaslete

Attn IQVIA Clinical Trial Payments

je natuto adresu:

Amendment No 2 to Clinical Trial Agreement — Czech Republic — Fakultni nemocnice Hradec Kralové

GCT3013-06/ CZ001/ *

MN #
Version: August 2022

32




OONFIDENTIAL/ DUVERNE

* Genmab

37 The Point
North Wharf Road, Paddington
London, W2 1AF

United Kingdom
Email: —

The following information should be included on
the invoice:

o Complete INVESTIGATOR name, address and
phone number

Invoice Date

Invoice Number

Payee Name (must match Payee indicated in
CTA)

Payment Amount

Complete description of services rendered
Study Number:

Sponsor Name

Invoices should be printed on site/institution
letterhead

o O

O O O O O

All invoice and payment related inquiries shall be

addressed directly to IQVIA Clinical Trial Payments
at *

Attn IQVIA Clinical Trial Payments
37 The Point

North Wharf Road, Paddington
London, W2 1AF

Spojené kralovstvi

E-mail:

Na fakture museji byt uvedeny tyto udaje:

o Jméno a pfijmeni, adresa a telefonni Cislo
ZKOUSEJICIHO

Datum faktury

Cislo faktury

Jméno/Nazev Prijemce plateb (musi odpovidat
Pfijemci plateb uvedenému ve Smlouvé)
Céastka k Ghradé

Podrobny popis poskytnutych sluzeb

Cislo studie:

Nazev zadavatele

Faktury musi byt vytistény na hlavickovém
papife mista provadeéni klinického hodnoceni /
zdravotnického zafizeni

o O

O O O O O

Veskeré dotazy tykajici se faktur a plateb posilejte

EFimo sEoIeénosti IQVIA Clinical Trial Payments na

If the billing address or VAT number changes, the
Comany/IQVIA is obliged to immediately inform the
Institution (Dasa Proklpkova - Legal Department,
dasa.prokupkova@fnhk.cz and Ing. Jitka HaleSova -
OFA, jitka.halesova@fnhk.cz).

Pokud dojde ke zméné fakturacni adresy nebo DIC,
je zadavatel/IQVIA povinen neprodlené informovat
poskytovatele (Dasa Proklpkova — pravni odbor,
dasa.prokupkova@fnhk.cz a Ing. Jitka HaleSova —
OFA, jitka.halesova@fnhk.cz).

The Company/CRO acknowledges that if it fails to
pay a duly issued invoice on time, the provider is
legally entitled to statutory default interest in
accordance with Section 1970 of Act No. 89/2012
Coll., Civil Code, as amended.

Zadavatel/CRO bere na védomi, ze pokud neuhradi
radné vystavenou fakturu vCas, ma poskytovatel ze
zdkona néarok na zdkonné daroky z prodleni
vsouladu s § 1970 zakona ¢. 89/2012 Sb.,

obcansky zakonik, v platném znéni.

When self-settlement of VAT by the service
recipient is applicable (reverse charge mechanism),
VAT is the sole responsibility of IQVIA RDS Eastern
Holdings GmbH. IQVIA RDS Eastern Holdings GmbH
is an Austrian legal entity registered for VAT
purposes under number: ATU62524414. IQVIA RDS
Eastern Holdings GmbH does not have a business
activity presence on the territory of Czech Republic.
Accordingly, services rendered to IQVIA RDS
Eastern Holdings GmbH by Institution constitute

V pfipadech, kdy pfijemce sluzeb sam pfiznava
aplati DPH (mechanismus pfeneseni danové
povinnosti), je DPH vyluénou odpovédnosti
spole¢nosti IQVIA RDS Eastern Holdings GmbH.
IQVIA RDS Eastern Holdings GmbH je rakouska
pravnicka osoba s DIC: ATU62524414. Spoleénost
IQVIA RDS Eastern Holdings GmbH neprovozuje
obchodni ¢innost na Gzemi Ceské republiky. Sluzby
poskytované spoleCnosti IQVIA RDS Eastern
Holdings GmbH Zdravotnickym zafizenim proto
osobé

services to a legal entity domiciled in Austria. | pfedstavuji sluZzby pravnické sidlici v
Amendment No 2 to Clinical Trial Agreement — Czech Republic — Fakultni nemocnice Hradec Kralové
GCT3013-06/ CZ001/ *

MN #
Version: August 2022

33



OONFIDENTIAL/ DUVERNE

* Genmab

Invoices issued hereunder must not include VAT,
and must include a statement that any liability for
VAT will be settled by the recipient of services.

Invoices and any accompanying documentation
must not include any personally identifying
information of any Subject, including but not limited
to Subject first or last name, initials, date of birth,
address, telephone, passport number, email
address, or credit card information. If invoices or
any accompanying documentation do contain this
information IQVIA will notify Payee. Payee will need
to resubmit a redacted invoice and accompanying
documentation that does not include any personally
identifying information of any Subject.

If billing documents would be sent by the
Contracting Authority/CRO in December, they must
be sent no later than December 15 of the current
year.

Rakousku. Faktury vystavené na zakladé této
smlouvy nesmé€ji zahrnovat DPH a museji uvadét,
7e veSkerou zodpovédnost za pfiznani DPH ponese
pfijemce sluzeb.

Faktury a jakakoli prlvodni dokumentace nesméji
obsahovat Zzadné osobni identifikovatelné (daje
Zzadného Subjektu studie, jako napfiklad jeho jméno
a pfijmeni, inicidly, datum narozeni, adresu,
telefonni Cislo, Cislo pasu, e-mailovou adresu nebo
informace o kreditni karté. Pokud faktury nebo
jakakoli prlvodni dokumentace takové UGdaje
obsahuji, IQVIA otom vyrozumi Prijemce
plateb. Pfijemce plateb bude muset predlozit
upravenou fakturu a podkladovou dokumentaci,
neobsahujici zaddné osobni identifikovatelné udaje
jakéhokoli Subjektu studie.

Pokud by byly podklady k fakturaci
zadavatelem/CRO v prosinci, je tfeba je zaslat nejpozdéji
do 15. prosince bézného roku.

zasilany

N. PREMEDICATION COSTS

N. NAKLADY NA PREMEDI KACI

The site will be reimbursed for costs related to

purchase of premedication (Prednisolone or
equivalent, Diphenhydramine or equivalent,
Paracetamol or equivalent) per treatment per

patient. Payment will be made on a pass-through
basis upon receipt of invoices and third party
documentation and are not included in the attached
Budget. Patient numbers and procedure date must
be included on the invoice. Payments will only be
processed upon CRO and/or Sponsor approval.

Mistu provadéni klinického hodnoceni budou
uhrazeny naklady spojené s ndkupem premedikace
(prednisolon nebo jeho ekvivalent, difenhydramin
nebo jeho ekvivalent, paracetamol nebo jeho
ekvivalent) na l|éCbu kazdého subjektu. Platby
budou provadény prefakturaci po pfijeti faktur a
dokumentace externiho dodavatele. Tato cCastka
neni zahrnuta do pfilozeného rozpoctu. Faktura
musi uvadét &isla subjektl a datum Gkonu. Platby
budou provadény pouze se souhlasem spolecnosti
CRO nebo Zadavatele.

O. TREATMENT OF CRS PROPHYLAXIS COSTS

O. NAKLADY NA PROFYLAXI CRS

The site will be reimbursed for costs related to
purchase of Tocilizumab (or equivalent) for
treatment of CRS prophylaxis per treatment per
patient. Payment will be made on a pass-through
basis upon receipt of invoices and third party
documentation and are not included in the attached
Budget. Patient numbers and procedure date must
be included on the invoice. Payments will only be
processed upon CRO and/or Sponsor approval.

Mistu provadéni klinického hodnoceni budou
uhrazeny néklady spojené s ndkupem tocilizumabu
(nebo jeho ekvivalentu) k profylaxi CRS na lécbu
kazdého subjektu. Platby budou provadény
prefakturaci po pfijeti faktur a dokumentace
externiho dodavatele. Tato ¢astka neni zahrnuta do
pfilozeného rozpocCtu. Faktura musi uvadeét Ccisla
subjektl a datum Ukonu. Platby budou provadény
pouze se souhlasem spolecnosti CRO nebo
Zadavatele.
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P. TREATMENT OF CLINICAL TUMOR LYSIS SYNDROME
(CTLS) cosTs

P. NAKLADY NA LECBU KLINICKEHO SYNDROMU
NADOROVEHO ROZPADU (CTLS)

The site will be reimbursed for costs related to
purchase of Rasburicase (or equivalent) for
treatment of CTLS prophylaxis per treatment per
patient. Payment will be made on a pass-through
basis upon receipt of invoices and third party
documentation and are not included in the attached
Budget. Patient numbers and procedure date must
be included on the invoice. Payments will only be

Mistu provadéni klinického hodnoceni budou
uhrazeny naklady spojené s nakupem rasburikazy
(nebo jejiho ekvivalentu) k profylaxi CTLS na léCbu
kazdého subjektu. Platby budou provadény
prefakturaci po pfijeti faktur a dokumentace
externiho dodavatele. Tato ¢astka neni zahrnuta do
pfilozeného rozpocCtu. Faktura musi uvadét Cisla
subjektl a datum Ukonu. Platby budou provadény

_ for each preparation of epcoritamab will
be paid upon receipt of the invoice.

processed upon CRO and/or Sponsor approval. pouze se souhlasem spolecnosti CRO nebo
Zadavatele.
Q. FEES FOR THE PREPARATION OF THE MEDICAL | POPLATKY ZA PRiPRAVU LECIVA:
PRODUCT:
A one-time, non-refundable pharmacy fee of |Jednorazovy, nevratny poplatek Iékarny za

jednotlivou pFipravu epcoritamabu bude uhrazen po

prijeti faktury ve vysi | N

MEDICATION COST

NAKLADY NA LEKY

Site will be reimbursed for costs related to purchase
for the patient medications required by protocol.
The Sponsor/IQVIA undertakes to pay the
Institution the purchase price for the delivery of
medicines. The purchase price of medicines may not
be higher than the sum of the maximum price of the
manufacturer and trade surcharges set by the price
regulation of the Ministry of Health. Payment will be
made on a pass-through basis upon receipt of
invoices and third party documentation and are not
included in the attached Budget. Patient numbers
and procedure date must be included on the invoice.
Payments will only be processed upon IQVIA and/or
Sponsor approval.

The site guarantees that the Sponsor will not be
billed for any amount for which the site has already
received compensation from third parties.

Poskytovateli budou uhrazeny naklady spojené s
nakupem 1ékl0 pro pacienty dle protokolu.
Zadavatel/ IQVIA se zavazuje uhradit
Zdravotnickému zafizeni za dodani 1ék{ jejich
kupni cenu. Kupni cena Iékl nesmi byt vys&i nez
souCet maximalni ceny vyrobce a obchodnich
pfirazek  stanovenych  cenovym  predpisem
Ministerstva zdravotnictvi. Platba bude provedena
prefakturaci po obdrzeni faktur a dokumentace
tfetich stran a nejsou zahrnuty v pfilozeném
rozpoCtu. Na faktufe musi byt uvedeno Cislo
pacienta a data GkonQ. Platby budou zpracovany
pouze se souhlasem IQVIA a/nebo Zadavatele.

Poskytovatel zarucuje, Ze nebudou Zadavateli
uctovany zadné Castky, za které iz byla
Poskytovateli poskytnuta nahrada od tfeti strany.

PHARMACY SUPPLY FEE

POPLATKY LEKARNE ZA SOUVISEJiCi MATERIAL

The pharmacy will be reimbursed for costs related
to purchase for the pharmacy material (needles,
injections, vials). Payment will be made on a pass-
through basis upon receipt of invoices and third
party documentation and are not included in the
attached Budget. Patient numbers and procedure

Lékarné budou uhrazeny néklady spojené s
nakupem Iékarenského materialu (jehly, injekce,
vialky). Platby budou provadény prefakturaci po
prijeti faktur a dokumentace externiho dodavatele.
Tato ¢astka neni zahrnuta do pfilozeného rozpoctu.
Faktura musi uvadét &isla pacient( a datum dkonu.
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date must be included on the invoice. Payments will
only be processed upon IQVIA and/or Sponsor
approval.

The site guarantees that the Sponsor will not be
billed for any amount for which the site has already
received compensation from third parties.

Platby budou provadény pouze se souhlasem
spolecnosti IQVIA nebo Zadavatele.

Poskytovatel zarucCuje, Ze nebudou Zadavatel
Gétovany zadné cCastky, za které jiz byla
Poskytovateli poskytnuta ndhrada od treti strany.

NO OTHER ADDITIONAL FUNDING REQUESTS
WILL BE CONSIDERED

ZADNE DALSI ZADOSTI O FINANCOVANI
NEBUDOU SCHVALOVANY.

All amounts include all applicable taxes and
excludes VAT.

VSechny Castky zahrnuji veskeré pfislugné dané,
nikoli vSak DPH.

All payments for this Study in accordance with the
attached Budget will be paid by IQVIA
electronically.

Veskeré platby za tuto Studii podle pfilozeného
rozpocCtu bude spoleCnost IQVIA hradit
elektronicky bankovnim prevodem.
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