AMENDMENT NO 1 TO CLINICAL TRIAL
AGREEMENT

This Amendment to Clinical Trial Agreement
(“Amendment”) is between:
. VSeobecna fakultni nemocnice v Praze,

having a place of business at U Nemocnice 499/2, 128
08 Praha 2, Czech Republic, Identification number:
00064165, Tax identification number: CZ00064165,

represented by [ (the “Institution”, “Payee”);
and

. B -ving an address at I. interni

klinika — klinika hematologie VFN, U Nemocnice
499/2, 128 08 Praha 2, Czech Republic (the
“Investigator”); 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, | ('QVvIAY); and

. GlaxoSmithKline Research and
Development Limited, having a place of business at
980 Great West Road, Brentford, Middlesex, TW8
9GS, England, Identification number: 00835139, Tax
identification number: 2017061341 (“Sponsor”).

(each a “Party” and together the “Parties”.)

and is effective as of its publication in the Register of
Agreements (hereinafter “Effective Date”). but the
parties agree to be bound by the rights and obligations
arising from this Amendment from 1 September 2021

WITNESSETH:

CTA Amendment No. 1 — Czech Republic

GlaxoSmithKline Research & Development Limited / 207499
VSeobecna fakultni nemocnice v Praze /

Version: 04May2021

DODATEK ¢&. 1 KE SMLOUVE O KLINICKEM
HODNOCENI

Tento Dodatek ke smlouvé o klinickém hodnoceni
(dale jen ,Dodatek®) se uzavira mezi:

. Vseobecna fakultni nemocnice v Praze,
se sidlem U Nemocnice 499/2, 128 08 Praha 2,
Ceska republika, Identifika¢ni &islo: 00064165,
Dariové identifikac¢ni ¢islo: CZ00064165

zastoupena [ (.Poskytovatel, ,Pfijemce
plateb®); a

. _ s adresou pracovisté |. interni

klinika — klinika hematologie VFN, U Nemocnice

499/2, 128 08 Praha 2, Ceska republika
(.Zkousejici‘); a
. IQVIA RDS Czech Republic s.r.o., se

sidlem Pernerova 691/42, 186 00 Praha 8 - Karlin,
Ceska republika, Identifikaéni &islo: 247 68 651,
Darnové identifikacni ¢islo: CZ24768651,

zastoupeny [ IIEGINNING (. QVv1A*); a

. Glaxo SmithKline Research and
Development Limited, se sidlem 980 Great West
Road, Brentford, Middlesex, TW8 9GS, Anglie,
Identifikacni Cislo: 00835139, Danové identifikacni
Cislo: 2017061341 (,Zadavatel®).

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

a uzavira se s ucinnosti ode dne uvefejnéni
v registru smluv (dale jen ,Den aéinnosti“), avSak
smluvni strany si pfeji byt Upravou prav a
povinnosti obsaZenou v tomto Dodatku vazany jiz
od 1. zari 2021.

TiMTO SE POTVRZUJE:
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WHEREAS, IQVIA, Institution, Investigator
and Sponsor are parties to an agreement entitled
Clinical Trial Agreement for Protocol “A Phase lII,
Multicenter, Open-Label, Randomized Study to
Evaluate the Efficacy and Safety of Belantamab
Mafodotin in Combination with Pomalidomide and
Dexamethasone (B-Pd) versus Pomalidomide plus
Bortezomib and Dexamethasone (PVd) in Participants
with Relapsed/Refractory Multiple Myeloma
(DREAMM 8)” effective as of 19 March 2021 (the
“Agreement”), and the parties desire to amend such
Agreement;

WHEREAS, the Attachment A Budget and Payment
Schedule shall be amended to update section A.
Payee Details and section Q. Invoices. In addition,
section G. Conditional Procedures (With Invoice) of
Attachment A will be amended due to Protocol
Amendment version 01 dated 20/APR/2021.

WHEREAS, the Budget shall be amended to make a
correction in Arm B, visits: Week 25 (Q4W) and Week
49 (Q4W).

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 Agreement as
follows:

1. Attachment A Budget and payment Schedule to the
Agreement is hereby deleted in its entirety and
replaced by the new Attachment A which is listed after
the signature page of this Amendment.

2. Budget
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VZHLEDEM K TOMU, ZE Spole&nost
IQVIA, Poskytovatel, ZkouSejici a Zadavatel jsou
smluvnimi stranami smlouvy s nazvem Smlouva
o klinickém hodnoceni k Protokolu ,Multicentrické,
oteviené, randomizované klinické hodnoceni faze
Il posuzujici ucinnost a bezpecnost belantamab
mafodotinu v kombinaci s pomalidomidem
a dexametazonem (B-Pd) VvV porovnani
s pomalidomidem v kombinaci s bortezomibem
a dexametazonem (PVd) u ucastnikd
s relabujicim/refrakternim mnohocetnym
myelomem (DREAMM 8)“ ucinné k 14. bfeznu
2021 (dale jen ,Smlouva®), a preji si Smlouvu
upravit.

VZHLEDEM K TOMU, ZE pfiloha A Rozpodet a
rozpis plateb se upravuje tak, aby zohlednila
zmény provedené v oddile A. Udaje o pfijemci
plateb a oddile Q. Faktury. A dale aby zohlednila
zmény provedené na zakladé dodatku protokolu
verze 01 ze dne 20. dubna 2021;

VZHLEDEM K TOMU, ZE rozpodet bude opraven
v Rameni B, tydnu 25 a Tydnu 49;

NYNIi PROTO, po zvazeni vzajemnych zavazk( a
pfislibd uvedenych vtomto Dodatku a dalSich
fadnych a hodnotnych protiplnéni, jejichz pfijeti a
dostate€nost je timto potvrzena, se strany dohodly
na zméné Smlouvy takto:

1. Pfiloha A Rozpocet a rozpis plateb se rusi
v celém svém rozsahu a nahrazuje se novou
prilohou A uvedenou za podpisovou stranou tohoto
Dodatku.

2. Rozpocet
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The budget is hereby amended to include in Arm B the
“Physician: Ophthalmology” in visits: Week 25 (Q4W)
and Week 49 (Q4W).

The revised Budget is hereby attached in section C. of
Attachment A

The estimated value of financial payment under this
Agreement as amended by this Amendment shall be
approximately CZK 1 900 000.

All terms and conditions of the Agreement not
expressly amended by this Amendment remain in full
force and effect.
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Do rozpoltu Ramene B, tydne 25 a Tydne 49 se
pfidava polozka ,Lékar: Oftalmologie”

Upraveny rozpocet je uveden v oddile C, pfilohy A
uvedené za podpisovou stranou tohoto dodatku

Predpokladana hodnota finanéniho pinéni dle této
Smlouvy ve znéni tohoto Dodatku &ini pfiblizné
1 900 000 K&.

VSechna ustanoveni a podminky Smlouvy, které
nejsou timto Dodatkem vyslovné zménény,
zUstavaji platné a U¢inné v plném rozsahu.
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IN WITNESS WHEREOF, this Amendment NA DUKAZ TOHO byl tento Dodatek
has been executed by the parties hereto through their uzavien smluvnimi stranami prostfednictvim jejich
duly authorized officers on the date(s) set forth below. opravnénych zastupcu k datu uvedenému (datim

uvedenym) nize.
ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic s.r.0./ NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE 1QVIA RDS Czech Republic s.r.o.

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum:

Signed by IQVIA RDS Czech Republic s.r.o., under a Power of Attorney dated 18 June 2020, in the
name of GlaxoSmithKline Research and Development Limited / Podepsano IQVIA RDS Czech
Republic s.r.0., na zdkladé PIné moci vystavené dne 18. ¢ervna 2020, jménem GlaxoSmithKline
Research and Development Limited

Name/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY VSeobecna fakultni nemocnice v Praze: / NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Vieobecna fakultni nemocnice v
Praze:

By/ Jméno: s
Title/ Funkce:
Signature/ Podpis:
Date/ Datum:
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ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR: / NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS ZKOUSEJICI:

By/ Jméno: I

Signature/ Podpis:

Date/ Datum:
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ATTACHMENT A

BUDGET & PAYMENT SCHEDULE

A. PAYEE DETAILS

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”):

PRILOHA A

ROzPOCET A ROZPIS PLATEB

A. UDAJE O PRIJEMCI PLATEB

Smluvni Strany se dohodly,

Ze nize uvedeny

pfijemce plateb je Fadnym pfijemcem plateb z této
Smlouvy a zZe platby vyplacené podle této Smilouvy
budou hrazeny vyhradné tomuto pfijemci plateb (dale

jen ,Prijemce plateb®):

Contract Payee

Contract Payee

Payee Name

(Must match name in
the contract)

Vseobecna fakultni
nemocnice v Praze

U Nemocnice 499/2,

(Tax ID must exactly
match the payee name
indicated above, or tax
exempt when
applicable)

Payee Address 128 08 Praha 2, Czech
Republic
VAT/Tax ID CZ00064165

Banking Information:

Bank Name Ceskd ndrodni banka
Bank Street Na Prikopé 28

Bank City Praha 1

Bank State/Province NA

Bank Postal Code 115 03

Bank Country

Czech Republic

Receiving Account
Currency

CzK

CTA Amendment No. 1 — Czech Republic
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Nazev Pfijemce plateb

(Musi odpovidat
nazvu/jménu ve
smlouve.)

VSeobecnd fakultni
nemochice v Praze

Adresa pfijemce

U Nemocnice 499/2,
128 08 Praha 2, Ceskd

plateb uvedeného
shora, pripadné
osvobozeni od dané,
je-li to vhodné)

plateb .
republika

DPH/DIC CZ00064165

(DIC musi presné

odpovidat

nazvu/jménu pfijemce

Banking Information:

Nazev banky

Ceska narodni banka

¢islo

Adresa banky Na Prikopé 28
Mésto Praha 1
Provincie NA

Postovni smérovaci 115 03

Czech Republic

CzK
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CZ33 0710 0000 0000 CZ33 0710 0000 0000
IBAN 2403 5021 IBAN 2403 5021
Swift Code (8 or 11 Swift Code (8 or 11
Characters) CNBACZPP Characters) CNBACZPP
Specific Symbol I Specificky symbol [ ]

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 sjednana ména plateb neodpovida Vasemu
bankovnimu Gctu, mozné budete muset uvést
zprostfedkujici banku. S Zadosti o podrobnosti
kontaktujte svou financni instituci. Pokud bude
vyZadovana zprostfedkujici banka, uvedte prosim
nazev banky, ¢islo uctu, pokud je to vhodné, a kod
SWIFT zprostredkujici banky spole¢né vsemi
dal§imi pokyny pro bezhotovostni pfevod.

Contact Information

Kontaktni udaje

Name of recipient
sending invoices to
DrugDev

Jméno pfijemce
odesilajiciho faktury
do DrugDev

Phone number &
Email

Telefonni ¢islo a E-
mail

Language Preference

Preferovany jazyk

Name of payment
recipient to receive
payment notification
and details

Phone number &
Email

H i

Language Preference

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

email to: [N

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.
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Jméno Pfijemce plateb
pro aviza a udaje o
platbach

Telefonni ¢islo a E-
mail

Al

Preferovany jazyk

Dojde-li ke zméné bankovniho spojeni Pfijemce
plateb, musi otom Misto provadéni klinického
hodnoceni pisemné informovat spole¢nost IQVIA e-

mailem zaslanym na adresu: || | |GGz

Misto provadéni klinického hodnoceni kontaktuje
pfislusného ¢lena studijniho tymu IQVIA, aby
poskytlo podepsanou dokumentaci 0 zménach
v bankovnim spojeni Pfijemce plateb. Strany se
dohodly, Ze nebude nutno uzavirat Zadny dalsi
dodatek ke Smlouvé, jestlize se zména bude tykat
pouze bankovniho spojeni, avS8ak nezméni se
samotny prijemce plateb ani zemé, v niz se nachazi
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The Parties acknowledge that the designated Payee
is authorized to receive all of the payments for the
services performed under this Agreement.

The Institution acknowledges and agrees, that the
Investigator and his Study Team shall be reimbursed
on the basis of a separate agreement concluded
between the Investigator and the Sponsor.

B. PAYMENT TERM

IQVIA will pay the Payee bianually, on a completed
visit per subject basis in accordance with the attached
budget.

Payments including any Screening Failure that may
be payable will be made based upon prior 6 months
enrolment data confirmed by subject CRFs received
from the Investigator and data verification supporting
subject visitation. A payment proforma statement,
which contains the completed subject visits and
associated payments for the period, will be sent to the
Payee. The Payee will raise their invoice to match
statement. Invoices will be payable within 30 days
from the date of receipt by IQVIA of the invoice,
including any applicable back-up documentation.
Payments will be in each case reduced by ten (10 %)
percent. This reduced amount shall represent a value
of any/all activities related to close-out of the
database, including all CRFs pages, 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.

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.

In case that the Institution is a payer of VAT,
CTA Amendment No. 1 — Czech Republic
GlaxoSmithKline Research & Development Limited / 207499
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jeho bankovni Gcet.

Strany timto berou na védomi, Zze uvedeny Pfijemce
plateb je opravnén pfijimat veskeré platby za sluzby
poskytované na zakladé této Smiouvy.

Poskytovatel bere na védomi a souhlasi, Zze
Zkousejici a jeho studijni tym budou odménéni na
zakladé samostatné smlouvy uzaviené meazi
Zkousejicim a Zadavatelem.

B. PLATEBNi PODMINKY

Spole¢nost IQVIA bude poskytovat financni pInéni
Pfijemci plateb pololetné v souladu s pfilozenym
rozpoCtem vzdy za uskuteCnéné navstévy
jednotlivych subjektl hodnoceni.

Platby, v€etné pfipadnych plateb za jakékoli subjekty,
které neprojdou vstupnimi vySetfenimi (,screening
failure®), budou vyplaceny na zakladé udaji o poctu
subjektl zafazenych v pfedchozich 6 mésicich
dolozenych formulafi CRF subjektl obdrzenych od
ZkouSejiciho a po ovéfeni Udaju o uskutec¢nénych
navstévach subjektll. Prijemci plateb bude zaslano
proforma prohlaseni, které bude obsahovat
uskuteénéné navstévy subjektd v daném obdobi
a souvisejici platby. Pfijemce plateb vystavi fakturu
odpovidajici proforma prohlaSeni. Datum splatnosti
faktury bude tficet (30) dnl od data obdrzeni faktury
spole€nosti  IQVIA, vcetné jakékoliv podplrné
dokumentace. Platby budou ve v3ech pfipadech
snizeny o deset procent (10 %). Tato sniZena €astka
predstavuje hodnotu veskerych ukonl souvisejicich
s uzavienim databaze v€etné predani vSech stranek
formulafd CRF, vysvétleni pfipadnych nejasnosti
ohledné dat, doru€eni a schvaleni pfipadnych
dalSich dokladd od kontrolnich Ufadd vyZadovanych
spole€nosti IQVIA a/nebo Zadavatelem, vraceni
vSech nespotfebovanych pomucek a materialu
spoleCnosti  IQVIA asplnéni v8ech ostatnich
podminek této Smlouvy.

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 spole€nosti
IQVIA ¢&i Zadavatele za podminek této Smlouvy
(vCetné jeji Casti Rozpocet a Rozpis plateb), pujdou
piné k tizi Mista provadéni klinického hodnoceni.

Pokud je Poskytovatel platcem DPH, bude ke viem
CONFIDENTIAL / DUVERNE
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appropriate rate of VAT according to a mandatory
statute, will be included to the above mentioned
invoice amounts.

All government taxes, except for VAT, are the sole
responsibility of the Payee.

Major, disqualifying Protocol violations are not
payable under this Agreement.
C. BUDGET TABLE

Arm A Belantamab

vySe uvedenym fakturovanym ¢&astkam pfipocCtena
DPH v zakonné vysi.

Platba vSech vnitrostatnich dani vyjma DPH bude
vyluénou odpovédnosti Pfijemce plateb.

Protokolu
Smlouvy

Zavazna
nebudou
proplacena.

diskvalifikujici poruseni
podle podminek této

C. TABULKA ROZPOCTU

Rameno A Belantamab mafodotin +

mafodotin+pomalidomide+dexamethasone

pomalidomid+dexametazon

CTA Amendment No. 1 — Czech Republic
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Rameno
B pomalidomid+bortezomib+dexametazon

Arm
B Pomalidomide+Bortezomib+Dexamethasone
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D. STUDY START-UP FEE . POPLATEK ZA INICIACI STUDIE (START-UP)

CTA Amendment No. 1 — Czech Republic CONFIDENTIAL / DUVERNE

GlaxoSmithKline Research & Development Limited / 207499

VSeobecna fakultni nemocnice v Praze /
Version: 04May2021 Page 11 of 17 / Strana 11 (celkem) 17




m

SCREENING FAILURE

F. DISCONTINUED _OR ___EARLY  TERMINATION

SUBJECTS

®

CONDITIONAL PROCEDURES (WITH INVOICE)

CTA Amendment No. 1 — Czech Republic
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E. SUBJEKTY, KTERE NEPROJDOU _VSTUPNIM
VYSETRENIM (,,SCREENING FAILURE*)

F. VYRAZENE  SUBJEKTY _NEBO _ SUBJEKTY
S PREDCASNYM UKONGENIM
G. UKONY PROVADENE PODLE POTREBY (NA

ZAKLADE FAKTURY)
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H. CONCOMITANT MEDICATION - NON-PRESERVATIVE H.

SOUBEZNE UZIVANE LEKY — OCNi KAPKY BEZ

EYE DROPS KONZERVACNICH LATEK

l. CONCOMITANT MEDICATION -

SOUBEZNE UZIVANE LEKY =

THROMBOPROPHYLAXIS TROMBOPROFYLAXE

J. CONCOMITANT __MEDICATION = ANTIVIRAL J.

SOUBEZNE _UZIVANE _LEKY — ANTIVIROVA

PROPHYLAXIS PROFYLAXE

CTA Amendment No. 1 — Czech Republic
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K. EC FEES
L. PHARMACY SET-UP FEE

M. OTHER PHARMACY COST

K.POPLATKY ETICKYM KOMISIM

L. LEKARNA ZAHAJOVACIi POPLATEK

M.DALSi NAKLADY | EKARNY

N. CONTRACT AMENDMENT FEE

(OR EQUIPMENT

The Site’s use and disposition of Loaned equipment
following its participation in the Study shall be in strict
accordance with the terms of Section 1.6 of the
Agreement. The following Loaned equipment will be
provided to Site in accordance with conditions
agreed in Section 1.6 of the Agreement:

P. PAYMENT DISPUTES
Q. INVOICES

CTA Amendment No. 1 — Czech Republic
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N.POPLATEK ZA DODATEK KE SMLOUVE

O. VYBAVENI

Misto provadéni klinického hodnoceni je povinno
Zapujcené vybaveni vramci své uUcCasti ve Studi
pouzivat anakladat snim v pfisném souladu
s podminkami Clanku 1.6 Smlouvy. Mistu provadéni
klinického hodnoceni bude poskytnuto nize uvedené
ZapUjéené vybaveni v souladu s podminkami Clanku
1.6 Smiouvy.

P. PLATEBNi SPORY

Q. FAKTURY
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The following information should be
included on the invoice:

o) Complete INVESTIGATOR name,
address and phone number

o Invoice Date

o Invoice Number

o Payee Name (must match Payee
indicated in CTA)

o Sponsor Name

o Study Number

o Payment Amount

Complete description of services
rendered/details of expense(s)

Invoices and any accompanying documentation must
not include any personally identifying information of
any Subject, including but not limited to Subiject 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 Subiject.

NO OTHER ADDITIONAL FUNDING REQUESTS
WILL BE CONSIDERED

All amounts include all applicable taxes and excludes
VAT.

All payments for this Study in accordance with the
attached Budget will be paid by IQVIA electronically.
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Na faktui'e musi byt uvedeny nasledujici
informace:

o Uplné jméno, adresa a telefonni ¢islo

ZKOUSEJICIHO
o Datum vystaveni faktury
o Cislo faktury

o Nazev/jméno piijemce plateb (musi
odpovidat Pfijemci plateb uvedenému ve
Smlouvé o klinickém hodnoceni)

Nézev Zadavatele

Cislo Studie

Castka platby

Uplny popis poskytnutych sluzeb

O O O O

Faktury a jakakoli pravodni dokumentace nesméji
obsahovat zadné osobni identifikovatelné Gdaje
zadného Subjektu studie, jako napfiklad jeho jméno
a prijmeni, inicialy, datum narozeni, adresu, telefonni
Cislo, ¢islo pasu, e-mailovou adresu nebo informace
o kreditni karté. Pokud faktury nebo jakakoli privodni
dokumentace takové udaje obsahuji, IQVIA o tom
vyrozumi PFijemce plateb. Pfijemce plateb bude
muset predlozit upravenou fakturu a podkladovou
dokumentaci, neobsahujici Zadné osobni
identifikovatelné udaje jakéhokoli Subjektu studie.
ZADNE DALSi ZADOSTI O FINANCOVANI
NEBUDOU SCHVALOVANY.

VSechny &astky zahrnuji veskeré pfislusné dané,
nikoli vSak DPH.

VeSkeré platby za tuto Studii podle pfilozeného
rozpoctu bude spolecnost IQVIA hradit elektronicky
bankovnim pfevodem.
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