AMENDMENT NO 3 TO CLINICAL TRIAL
AGREEMENT

This Amendment to Clinical Trial

(“Amendment”) is between:

Agreement

. Fakultni nemocnice Hradec Kralové,
having a place of business at Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Kralové, Czech
Republic, Identification number: 00179906, Tax
identification number: CZ00179906, represented by
doc. MUDr. Ale§ Herman, Ph.D.., Director (the
“Institution”); and

. N ing 2

work address at IV. interni hematologickd klinika

Fakultni  nemocnice  Hradec  Kralové  (the
“Investigator”); and
. IQVIA RDS Czech Republic s.r.o., having

aplace of business at Pernerova 691/42, 186 00
Praha 8 - Karlin, Czech Republic, Identification
number: 247 68 651, Tax identification number:
CZ24768651, represented by Ing. Eva Falbrova,
Managing Director (“IQVIA”); 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, but the parties agree to be bound by the
rights and obligations arising from this Amendment
from 1 June 2023 (hereinafter “Effective Date”).
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DODATEK é&. 3 KE SMLOUVE O KLINICKEM
HODNOCENI

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

. Fakultni nemocnici Hradec Kralové, se
sidlem Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Ceska republika,
Identifikaéni Cislo: 001 79 906, Darnové
identifikacni ¢islo: CZ00179906, zastoupenou doc.
MUDr. AleSem Hermanem, Ph.D., feditelem
(,Poskytovatel); a

. |
s adresou pracovisté V. interni hematologicka
klinikka Fakultni nemocnice Hradec Kralové
(,Zkousejici®); a

. IQVIA RDS Czech Republic s.r.o., se
sidlem Pernerova 691/42, 186 00 Praha 8 - Karlin,
Ceska republika, Identifikacni &islo: 247 68 651,
Dariové identifikacni  ¢&islo:  CZ24768651,
zastoupeny Ing. Evou Falbrovou, jednatelkou
(-IQVIA®); a

. GlaxoSmithKline Research and
Development Limited, se sidlem 980 Great West
Road, Brentford, Middlesex, TW8 9GS, Anglie,
Identifikaéni €islo: 00835139, Darové identifikacni
Cislo: 2017061341 (,Zadavatel).

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

a uzavirda se s ucinnosti ode dne uvefejnéni
v registru smluv, avSak smluvni strany si preji byt
Upravou prav a povinnosti obsazenou v tomto
Dodatku jiz od 1. Cervna 2023 (dale jen ,Den
uéinnosti).
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WITNESSETH:

WHEREAS, IQVIA, Institution, Investigator
and Sponsor are parties to an agreement entitled
Clinical Trial Agreement for Protocol “A Phase lll,
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 14 December 2020 as
amended by Amendment No.1 dated 17 May 2021
and Amendment No. 2 dated 11 July 2022 (the
“Agreement”), and the parties desire to amend such
Agreement;

WHEREAS, the Attachment A Budget and Payment
Schedule shall be amended and a new section H.
Dedicated Study Coordinator shall be added and
original section V. Invoices shall be renamed as
section W. Invoices

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

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

The estimated value of financial payment under this
Agreement as amended by this Amendment shall be
approximately CZK 5 500 000.
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TiMTO SE POTVRZUJE:

VZHLEDEM K TOMU, ZE Spole&nost
IQVIA, Poskytovatel, Zkou$ejici a Zadavatel jsou
smluvnimi stranami smlouvy s ndzvem Smlouva
o klinickém hodnoceni k Protokolu ,Multicentrické,
oteviené, randomizované klinické hodnoceni faze
Il posuzujici u€innost a bezpecnost belantamab

mafodotinu v kombinaci s pomalidomidem
a dexametazonem (B-Pd) v porovnani
s pomalidomidem v kombinaci s bortezomibem
a dexametazonem (PVd) u Ucastnikud
s relabujicim/refrakternim mnohocetnym

myelomem (DREAMM 8) G¢inné k 14. prosinci
2020 ve znéni Dodatku €. 1 ze dne 17. kvétna 2021
(dale jen ,Smlouva“) a ve znéni Dodatku ¢&. 2 ze
dne 11. €ervence 2022, a preji si Smlouvu upravit.

VZHLEDEM K TOMU, ZE priloha A Rozpodet a
platebni pfehled se upravuje tak, aby zohlednil
pridani nového oddilu V. Vyhrazeny koordinator
klinického hodnoceni a plGvodni oddil V. Faktury
bude pfejmenovan na oddil W. Faktury;

NYNi PROTO, po zvazeni vzajemnych zavazk( a
pFislibl uvedenych vtomto Dodatku a dalSich
fadnych a hodnotnych protiplnéni, jejichz pfijeti a
dostatec¢nost je timto potvrzena, se strany dohodly
na zméné Smlouvy takto:

1. Pfiloha A Rozpocet a rozpis plateb

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

Pfedpokladana hodnota finan¢niho plnéni dle této
Smlouvy ve znéni tohoto Dodatku €ini pfiblizné
5500 000 K¢.
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All terms and conditions of the Agreement not VSechna ustanoveni a podminky Smiouvy, které
expressly amended by this Amendment remain in full nejsou timto Dodatkem vyslovné zménény,
force and effect. zlstavaji platné a ucinné v piném rozsahu.

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 zastupcl k datu uvedenému (datim

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

By/ Jnéno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum: 20.12.2023

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.o., na zakladé PIné moci vystavené dne 18. ervna 2020, jménem GlaxoSmithKline
Research and Development Limited

Name/ Jnéno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum: 20.12.2023

ACKNOWLEDGED AND AGREED BY Fakultni nemocnice Hradec Kralové: / NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Fakultni nemocnice Hradec Kralové :

By/ Jnéno: M UDr. Ales Herman, Ph.D.

CTA Amendment No. 3 — Czech Republic CONFIDENTIAL / DUVERNE
GlaxoSmithKline Research & Development Limited / 207499

Fakultni nemocnice Hradec Kralové /

Version: 04May2021 Page 3 of 35/ Strana 3 (celkem) 35



Title/ Funkce: Director / Reditel

Signature/ Podpis:

Date/ Datum: 10.1.2024

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR: / NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS ZKOUSEJCI:

By/ dméno: -

Signature/ Podpis:

Date/ Datum: 4.1.2024
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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 piijemcem plateb
z této Smlouvy a Ze platby vyplacené podle této

Smlouvy budou hrazeny vyhradné

tomuto

piijemci plateb (dale jen ,,PFijemce plateb*):

Contract Payee

Nazev Pfijemce plateb

(Musi odpovidat
nazvu/jménu ve
smlouve.)

Fakultni nemocnice
Hradec Krdlové

Adresa pfijemce

Sokolskd 581, 500 05
Hradec Krdlové —

plateb Novy Hradec Krdlové,
Ceskd republika

DPH/ DIC CZ00179906

(DIC musi presné

odpovidat

nazvu/jménu pfijemce

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

Banking Information:

Contract Payee
Fakultni nemocnice
Payee Name Hradec Krdlové
(Must match name in
the contract)
Sokolskd 581, 500 05
Hradec Krdlové —
Payee Address
Y Novy Hradec Krdlové,
Ceskd republika
VAT/Tax ID CZ00179906
(Tax ID must exactly
match the payee name
indicated above, or tax
exempt when
applicable)
Banking Information:
Bank Name Ceskd ndrodni banka
Bank Street Na Prikopé 28

Nazev banky

Ceskd ndrodni banka

Adresa banky
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Bank City Praha 1 Mésto Praha 1
Bank State/Province NA Provincie NA
Bank Postal Code 11503 Postovni smérovaci 11503
¢islo
- Zemé Czech Republic
Bank Country Czech Republic P
— Ména CzK
Receiving Account CzK

Currency

Variable symbol

Invoice number

Variabilni symbol

Cislo faktury

CZ230710000000002
IBAN 4639511
Swift Code (8 or 11
Characters) CNBACZPP

CZ230710000000002
IBAN 4639511
Swift Code (8 or 11
Characters) CNBACZPP

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 uc¢tu, moZna budete muset uvést
zprostredkujici banku. S Zadosti o podrobnosti
kontaktujte svou finanéni instituci. Pokud bude
vyZadovana zprostredkujici banka, uvedte prosim
nazev banky, ¢islo uctu, pokud je to vhodné, a kod
SWIFT zprostredkujici banky spole¢né vSemi
dalsimi pokyny pro bezhotovostni pfevod.

Contact Information

Kontaktni udaje

Name of recipient
sending invoices to
DrugDev

Ing. Jitka HaleSovd

Jméno pfijemce
odesilajiciho faktury

Ing. Jitka HaleSovd

Phone number &
Email

+420 495 833 827,
Jitka.halesova@fnhk.c
Z

Language Preference

do DrugDev

+420 495 833 827,
Telefonni &islo a E- Jitka.halesova@fnhk.c
mail z
Preferovany jazyk Cesky jazyk

Name of payment
recipient to receive
payment notification
and details

Ing. Jitka HaleSovd

Jméno Piijemce plateb
pro aviza a Udaje o
platbach

Ing. Jitka HaleSovd

Phone number &
Email

+420 495 833 827,
Jitka.halesova@fnhk.c
b4

+420 495 833 827,
Telefonni &islo a E- Jitka.halesova@fnhk.c
mail Z
Preferovany jazyk Cesky jazyk
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Language Preference | Czech Language

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

_’

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.

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

If the Investigator is not the Payee, then the
Payee's obligation to reimburse the Investigator,
if any, is determined by a separate agreement
between Investigator and Payee, which may
involve different payment amounts and different
payment intervals than the payments made by
IQVIA to the Payee

Investigator acknowledges that if Investigator is
not the Payee, IQVIA will not pay Investigator
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Dojde-1i ke zméné bankovniho spojeni Piijemce
plateb, musi o tom Misto provddéni klinického

hodnoceni pisemné informovat spolecnost
IQVIA e-mailem zaslanym na adresu:
Misto  provadéni  klinického  hodnoceni

kontaktuje pfisluSného c¢lena studijnitho tymu
IQVIA, aby poskytlo podepsanou dokumentaci
ozméndch v bankovnim spojeni Pfijemce
plateb. Strany se dohodly, Ze nebude nutno
uzavirat Zadny dalsi dodatek ke Smlouvé, jestlize
se zména bude tykat pouze bankovniho spojent,
avSak nezméni se samotny piijemce plateb ani
zem¢, v niZ se nachdzi jeho bankovni tcet.

Strany timto berou na védomi, Ze uvedeny
Pi{jemce plateb je oprdvnén piijimat veSkeré
platby za sluzby poskytované na zdklad¢ této
Smlouvy.

Odména ZkouSejicimu a ¢lend Studijniho
persondlu bude vyplacena Poskytovatelem dle
vnitini smérnice Poskytovatele.

ZkouSejici bere na védomi, Ze pokud neni
Pifjemcem plateb ZkousSejici, spolecnost IQVIA
CONFIDENTIAL / DUVERNE
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even if the Payee fails to reimburse Investigator.

B. PAYMENT TERM

IQVIA will pay the Payee every 3 months, 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 3
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 avalue 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 1in
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.
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nebude platit ZkouSejicimu ani v pripadé, Ze
Ptijemce plateb platby ZkouSejicimu neprovede.

B. PLATEBNI PODMINKY

Spolecnost IQVIA bude poskytovat finan¢ni
plnéni Pfijemci plateb kazdé tfi (3) mésice
v souladu s pfiloZzenym rozpoétem vzdy za
uskutecnéné navstévy jednotlivych subjektl
hodnoceni.

Platby, vcetn& piipadnych plateb za jakékoli
subjekty, které neprojdou vstupnimi vySetienimi
(,,screening failure®), budou vypldceny na
zdkladé tdaji o pocCtu subjekti zatazenych
v predchozich 3 mésicich doloZenych formulafi
CRF subjektt obdrZzenych od Zkousejiciho a po
ovéfeni udaji o uskuteCnénych navstévach
subjektl. Ptijemci plateb bude zasldno proforma
prohlaseni, které bude obsahovat uskutecnéné
navstévy subjektlh v daném obdobi a souvisejici
platby. Pfijemce  plateb  vystavi  fakturu
odpovidajici proforma prohldSeni. Datum
splatnosti faktury bude tficet (30) dnli od data
vystaveni faktury. Platby budou ve vSech
piipadech sniZzeny o deset procent (10 %). Tato
snizend Céastka predstavuje hodnotu veskerych
ukonli souvisejicich s uzavienim databdze
véetn¢ predani vSech stranek formuldii CREF,
vysvétleni piipadnych nejasnosti ohledné dat,
doruceni a schvaleni piipadnych dalSich dokladi
od kontrolnich ufadll vyZzadovanych spole¢nosti
IQVIA a/nebo Zadavatelem, vraceni vsech
nespotiebovanych pomtcek a materidlu
spolecnosti IQVIA asplnéni vSech ostatnich
podminek této Smlouvy.

Jakékoli ndklady a vydaje, které vzniknou Mistu
provadéni klinického hodnoceni v souvislosti
s plnénim této Smlouvy a které nejsou vyslovné
oznaceny jako proplatitelné ze strany spolecnosti
IQVIA ¢i Zadavatele za podminek této Smlouvy
(vCetné jeji Casti Rozpocet a Rozpis plateb),
ptjdou plné k tizi Mista provadéni klinického
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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.

All government taxes are the sole responsibility
of the Payee.

In case of change of invoice details or VAT ID,
the Sponsor/IQVIA shall without undue delay
inform the Institution (D4sa Proklipkova — Legal
Department, Ing. Jitka HaleSova — Financial and
Analysis Department).

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

C. BUDGET TABLE

Arm A Belantamab

hodnoceni.

Pokud je Poskytovatel platcem DPH, bude ke
vSem vySe uvedenym fakturovanym cCastkdm
pfipoctena DPH v zdkonné vysi.

Platba vSech vnitrostitnich dani bude vylu¢nou
odpovédnosti Piijemce plateb.

Pii zmén¢ fakturatnich ddaji nebo DIC je
Zadavatel/IQVIA povinen neprodlené
informovat Poskytovatele (DdSa Proklpkova —
pravni odbor a Ing. Jitka HaleSova — Odbor
financi a analyz).

Zavazna diskvalifikujici poruSeni Protokolu
nebudou podle podminek této Smlouvy
proplacena.

C. TABULKA ROZPOCTU

Rameno A Belantamab mafodotin +

mafodotin+pomalidomide+dexamethasone

pomalidomid+dexametazon
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Arm Rameno
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B Pomalidomide+Bortezomib+Dexamethaso B pomalidomid+bortezomib+dexametazon
ne
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D. STUDY START-UP FEE

A one-time, non-refundable payment will be
paid in the amount o to cover Study
start-up activities upon completion and receipt
by IQVIA of all contractual and regulatory
documentation and receipt of invoice after
signature of the Agreement.

E. ADMINISTRATIVE FEE

A one-time, non-refundable administrative
payment will be paid in the amount of

to cover execution of this
Agreement. The invoice will be issued upon
execution of this Agreement.

F. ARCHIVING FEE

One-time Archiving fee of B o 20
years for archiving documents will be paid to

Institution on the basis of an invoice issued after
execution of this Agreement.
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D. POPLATEK ZA INICIACI STUDIE (START-
up)
Jednordzovy nevratny  poplatek v Cdstce

B ookiyvajici Cinnosti pii zahdjeni
Studie bude uhrazen po zkompletovéani veSkeré
pivodni smluvni a regula¢ni dokumentace a po
jejim prijeti spole¢nosti IQVIA, a po obdrzeni
faktury po podpisu smlouvy.

E. ADMINISTRATIVNI POPLATEK

Jednordzovy nevratny poplatek za projedndni
Smlouvy bude uhrazen v Castce
Faktura bude vystavena po podpisu Smlouvy.

F. ARCHIVACNI POPLATEK

Jednordazovy nevratny poplatek za archivaci
studijni dokumentace po dobu 20 let ve vySi
[ B Poskytovateli uhrazen po zaslani
faktury. Faktura bude vystavena po podpisu
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G. AMENDMENT FEE

One-time fee of ||l for conclusion of an
amendment will be paid to Institution on the
basis of an invoice issued after execution of such
amendment.

H. SCREENING FAILURE

Reimbursement for screen failures will be at the
amount

- indicated on the visit 1 (SCREENING
VISIT) of the attached budget table,

not to exceed | lscreen failure(s) paid per
e subject(s) randomized.

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

I DISCONTINUED OR EARLY
TERMINATION SUBJECTS
Reimbursement for discontinued or early

termination subjects will be prorated based on
the number of confirmed completed visits.

J. CONDITIONAL PROCEDURES (WITH

INVOICE)

The following conditional procedure costs will
be reimbursed on a pass-through basis upon
receipt of an 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.
CTA Amendment No. 3 — Czech Republic
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Smlouvy.

G. POPLATEK ZA UZAVRENI DODATKU

Jednordzovy nevratny poplatek za uzavieni
dodatku ve vysi || bude Poskytovateli
uhrazen po zaslani faktury. Faktura bude
vystavena po podpisu dodatku.

H. SUBJEKTY, KTERE NEPROJDOU
VSTUPNIM VYSETRENIM (,,SCREENING
FAILURE*)

Uhrada ndkladl na ,screening failure® bude
vypléacena v ¢astce

- jak je uvedeno pro ndvstévu 1 (vstupni
navstéva) v priloZené tabulce rozpoctu,

nepresahujici pocet -,,screening failure*
placenych na ] randomizovanych subjektd.

Nérok na dhradu za vstupni navstévu vznika za
pfedpokladu, Ze spoleCnosti IQVIA budou
pfedloZzeny vyplnéné podkladové udaje spolu
s jakymikoli dodate¢nymi informacemi, které
miZe spolecnost IQVIA vyzadovat k fddnému
prokdzdni vstupnich vySetieni subjektu.

L. VYRAZENE SUBJEKTY NEBO SUBJEKTY
S PREDCASNYM UKONCENIM

Odmeéna za vyfazené subjekty nebo za subjekty
s predasnym ukoncenim bude vyplacena
vpomérné vySi podle poctu potvrzenych
uskutecnénych navstév.

J. UKONY PROVADENE PODLE POTREBY
(NA ZAKLADE FAKTURY)

Nasledujici tkony provadéné podle potieby
budou hrazeny ptefakturaci po obdrZeni faktury
vystavené na Castku uvedenou v tabulce nize
(tato castka jiz zahrnuje reZijni ndklady). Aby
mohla byt platba uskutecnéna, musi faktura
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obsahovat Cislo subjektu a data dkont.
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K. CONCOMITANT MEDICATION - NON-

PRESERVATIVE EYE DROPS

Non-preservative eye drops will be reimbursed
for actual costs on a pass-through basis upon
receipt of original supporting invoices and are
not included in the attached Budget. Patient
numbers and procedure date must be included on
the invoice.

L. CONCOMITANT MEDICATION -

THROMBOPROPHYLAXIS

Thromboprophylaxis will be reimbursed for
actual costs on a pass-through basis upon receipt
of original supporting invoices and are not
included in the attached Budget. Patient numbers
and procedure date must be included on the
invoice.

M. CONCOMITANT
ANTIVIRAL PROPHYLAXIS

MEDICATION —

Antiviral prophylaxis will be reimbursed for
actual costs on a pass-through basis upon receipt
of original supporting invoices and are not
included in the attached Budget. Patient numbers
and procedure date must be included on the
invoice.
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K.
KAPKY BEZ KONZERVACNICH LATEK

OCNI

SOUBEZNE UZIVANE LEKY —

Formou pfefakturace bude proplacena skute¢na
cena ocnich kapek bez konzervacnich latek po
obdrZeni prvopisti podkladovych faktur; kapky
nejsou zahrnuty do piiloZzeného Rozpoctu.
Faktura musi uvadét c¢isla pacientd a datum
ukonu.

LEKY -

L. SOUBEZNE UZIVANE

TROMBOPROFYLAXE

Formou pfefakturace bude proplacena skute¢na
cena tromboprofylaxe po obdrzeni prvopisi
podkladovych faktur; tromboprofylaxe neni
zahrnuta do pfiloZzeného Rozpoctu. Faktura musi
uvadet Cisla pacientti a datum dkonu.
M.  SOUBEZNE UZIVANE LEKY -
ANTIVIROVA PROFYLAXE

Formou pfefakturace bude proplacena skute¢na
cena antivirové profylaxe po obdrzeni prvopist
podkladovych faktur; antivirovéd profylaxe neni
zahrnuta do pfiloZzeného Rozpoctu. Faktura musi
uvadét ¢isla pacient a datum tkonu.
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N. EC FEES

EC costs will be paid upon receipt of an invoice
issued by the EC, and are not included in the
attached Budget. Payment will be made directly
to the EC. Any subsequent re-submissions or
renewals, upon approval by IQVIA and Sponsor,
will be paid upon receipt of appropriate
documentation.

O. StuDY CLOSE OUT: INCLUDING ALL

N. POPLATKY ETICKYM KOMISIM

Poplatky etickym komisim budou proplaceny po
obdrZzeni faktury vystavené etickou komisi,
anejsou zahrnuty do pfiloZeného rozpoctu.
Platby za pfipadna naslednd opakovand podéni
nebo prodlouzeni budou se souhlasem
spolecnosti IQVIA a Zadavatele hrazeny po
predlozeni odpovidajicich dokladu.

O. POPLATEK ZA UKONCENIi STUDIE (CLOSE-

ACTIVITIES RELATED TO CLOSING OUT THE SITE

0OUT): VCETNE VSECH CINNOSTI SOUVISEJICICH

A one-time, non-refundable Study Close-Out
payment of B il bc made upon
completion and approval by IQVIA of any
outstanding data documentation (¢eCRFs and data
clarifications issued) and regulatory
documentation and upon receipt of original
invoice.

P. PHARMACY: SET-UP FEE

A onetime, non-refundable Pharmacy Set-Up
payment of B il bc made upon
completion and receipt by IQVIA of all original
contractual and regulatory documentation and
receipt of an original invoice after signature of
the Agreement.

Q. PHARMACY: CLOSE-OUT FEE

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

a cost of ||| at end of study.

R. PHARMACY: STORAGE COSTS - FIXED PRICE

S UKONCENIM STUDIE

Jednordzovy nevratny  poplatek v Cdastce
_pokryvajl’ci ¢innosti  pii  ukonceni
Studie bude uhrazen po zkompletovani

nevyfeSenych dokumentli (eCRF a vysvétleni
veSkerych otdzek) a regulacni dokumentace a po

jejim  schvéleni spolecnosti IQVIA, apo
obdrZeni origindlu faktury.

P. LEKARNA: ZAHAJOVACI POPLATEK
Jednordzovy nevratny poplatek v Cdstce

B okiyvajici Ginnosti 1ékdrny pii
zahdjeni Studie bude uhrazen po zkompletovani
vesSkeré pavodni smluvni a regulacni
dokumentace apo jejim pfijeti spolecnosti
IQVIA, apo obdrzeni origindlu faktury po
podpisu smlouvy.

Q. LEKARNA: UKONCENI STUDIE

Jednordzovy nevratny  poplatek v Cdstce
B ookryvajici  Cinnosti  1ékdrny  pii
ukoneni Studie bude uhrazen po obdrzeni
faktury na konci studie.

R. LEKARNA: POPLATEK ZA UCHOVAVANI

A one-time Pharmacy storage payment of

[ FOEE storage of Investigational
Product will be made. Site will be eligible for
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HODNOCENEHO LECIVA — FIXNI CENA

Jednordzovy poplatek v Castce I
pokryvajici Cinnosti 1€kdrny za uchovavéni
Hodnoceného 1é¢iva bude uhrazen po
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reimbursement upon receipt of Investigational
Product by Institution and upon receipt of
invoice.

S. PHARMACY: FEE FOR PREPARING AN

piijeti Hodnoceného 1é¢iva Poskytovatelem, a po
obdrzeni faktury.

S. LEKARNA: POPLATEK ZA PRIPRAVU INJEKCE

INJECTION OF BELANTAMB MAFODOTINE

The fee of ||l for preparing an injection
of belantambu mafodotin will be paid upon

receipt of the invoice.

T. PHARMACY: FEE FOR PREPARING AN

BELANTAMBU MAFODOTINU

Poplatek v ¢astce || za piipravu injekce
belantambu mafodotinu bude uhrazen po
obdrZeni faktury.

T. LEKARNA: POPLATEK ZA PRIPRAVU INJEKCE

INJECTION OF BORTEZOMIB

The fee of | for the preparation of an
injection of bortezomib will be paid upon receipt

of the invoice.

U. PAYMENT DISPUTES

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

V. DEDICATED STUDY COORDINATOR

Due to the complexity of the protocol and Site staffing
and recruitment challenges, IQVIA will pay for an
additional Study-dedicated coordinator resource for
this Study (Study Coordinator). IQVIA will pay

per month, including any overhead,
representing 13% of a full-time Site employee, for up
to 7 months beginning the first full month following the
Site initiation visit, or execution of this Amendment,
whichever comes later. The total reimbursement for
the additional study coordinator may not exceed i
I \ithout the prior written approval of IQVIA or
Sponsor.
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BORTEZOMIBU

Poplatek v &astce [l za piipravu injekce
bortezomibu bude uhrazen po obdrZeni faktury.

U. PLATEBNI SPORY

Jakékoli nesrovnalosti v platbdch béhem Studie
bude moci Misto provadéni klinického
hodnoceni rozporovat do tficeti (30) dnli po
doruceni zdvérecné platby.

V. VYHRAZENY KOORDINATOR KLINICKEHO
HODNOCEN(

Vzhledem ke slozitosti protokolu a narocnosti
persondlniho zajisténi a naboru v Misté provadéni
klinického hodnoceni bude spole¢nost IQVIA hradit
jesté dalsiho vyhrazeného koordinatora pro tuto
Studii (dale .Koordinator klinického
hodnoceni“).  Spole¢nost IQVIA bude platit
B ¢sicné véetné pripadnych rezijnich
nakladd, coz odpovidd 13 % pIného Uvazku
zaméstnance Mista provadeéni klinického hodnoceni,
ato po dobu maximalné 7 (slovy: sedm) mésicu
pocinaje prvnim celym mésicem nasledujicim po
zahajovaci navstévé Mista provadeni klinického
hodnoceni, resp. po uzavieni tohoto Dodatku podle
toho, co nastane pozdéji. Celkova uhrada za dal§iho
koordinatora klinického hodnoceni nesmi bez
predchoziho pisemného souhlasu spole¢nosti IQVIA
nebo Zadavatele prekrodit ¢astku | GczNEG
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The Site shall maintain reasonable records of Study
Coordinator services performed for monitoring and
audit purposes (including without limitation, logs of
patient chart reviews), and provide access to such
records according to the terms of Section 1.3.3.
Access, Use, Monitoring and Inspection of the
Agreement. Copies of patient chart review logs
identifying patients by means of a unique numerical
identifier (i.e., partial date of birth) shall be provided
to IQVIA/Sponsor on request; provided however, in
no event shall patient identifiers be disclosed in a
manner violating applicable privacy laws.

The Site represents and warrants it shall utilize the
Study Coordinator only for services required to
support the Study. Such services include, but are not
necessarily limited to:

[Examples ONLY; adjust to suit actual SC
activities]

Potential patient chart reviews and database
searches

Support in Study Administrative activities:
study filing, budget follow-up, communication and
organization of the Study planning between the
different site teams

Support in Regulatory Administrative activities:
development/update of Study documents required for
local submissions, support in IRB/IBC and any local
regulatory submission.

Support in Patient Administrative activities
(e.g., patient contact, planning of the visits, patients
travel logistics and interpreters, patients’
reimbursement, etc.)

Patient per-visit procedures, as detailed in the
Protocol’s schedule of activities

e Contacts with patients and patient relatives

e Contact with potential referring healthcare
providers

e Contacts with Patient Advocacy Groups
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Pro Uc€ely monitorovani auditu povede Misto
provadéni klinického hodnoceni pfiméfené zaznamy
o sluzbach poskytnutych Koordinatorem klinického
hodnoceni (napf. zaznamy o nahlizeni do
zdravotnické dokumentace pacientl) aumozni
pristup k takovym zaznamdm podle ustanoveni
bodu 1.3.3. Pristup, Pouziti, Monitoring a Kontrola
tohoto  dokumentu [oddil CTA o pfistupu
k zdznamdm]. Kopie zaznamO o nahlizeni do
zdravotni dokumentace pacientli, v nichz budou
pacienti oznaceni jedineénym Ciselnym
identifikatorem  (ij. ¢aste€nym datem narozeni),
budou na pozadani poskytnuty spole¢nosti IQVIA /
Zadavateli. Identifikaéni Udaje pacientt nebudou ale
v zadném pfipadé sdélovany zplsobem porudujicim
platné pravni predpisy o ochrané osobnich udaju.

Misto provadéni klinického hodnoceni prohlasuje
a zaruCuje se, ze bude Koordinatora klinického
hodnoceni vyuzivat pouze pro nezbytné sluzby na
podporu Studie. Jedna se napft. o tyto sluzby:
[POUZE priklady; upravte tak, aby seznam
odpovidal skuteénym ¢innostem Mista provadéni
klinického hodnoceni]

Pfipadné nahliZzeni do zdravotni dokumentace
pacientd a vyhledavani v databazich

Podpora pfi administrativnich ¢&innostech
spojenych se Studii: podani tykajici se Studie,
sledovani rozpoc¢tu, komunikace a organizace
planovani Studie mezi jednotlivymi tymy Mista
provadeéni klinického hodnoceni

Podpora pfi administrativnich ¢&innostech
tykajicich se kontrolniho Uradu:
vypracovani/aktualizace dokumentd ke  Studii

potfebnych k podani mistnimu kontrolnimu Gfadu,
podpora pfi komunikaci s etickou komisi a podani
pfipadnym dalS§im mistnim kontrolnim Ufaddm

Podpora pfi administrativnich &innostech
tykajicich se pacientl (napf. kontakt s pacienty,
planovani navstév, logistika dojizdéni pacientl

a tlumocéniku, proplaceni vydaja pacientim atd.)
Ukony na jednotlivych kontrolnich navstévéach
pacientd, jak je podrobné uvedeno v Protokolu
v pfehledu Ukonu a vySetieni
o Kontakt s pacienty a jejich pfibuznymi
e Kontakt s pripadnymi doporucujicimi
poskytovateli zdravotni péce
¢ Kontakt se zajmovymi skupinami pacienti
e Kontakt s mistnimi  praktickymi  |ékafi,
internisty nebo jinymi poskytovateli s cilem
zvysit mistni povédomi o Studii Do rozpoctu
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e Contacts with local family physicians,
internists or other providers to improve local
awareness of the Study

W. INVOICES

Payments will be issued by IQVIA 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 30 days from
the date of receipt by IQVIA 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 IQVIA
and approved by sponsor. All invoices shall be
raised in the following manner:

Invoices to be billed to:

Ramene B, tydne 25 a Tydne 49 se pfidava
polozka ,Lékar: Oftalmologie”

W. FAKTURY

Platby budou provadény na zdkladé rozpoctu
navstév, Cetnosti plateb a platebnich podminek
jak jsou popsany niZe. Platby budou provedeny
pouze po doruceni piislusnych faktur, vcetné
podpirné dokumentace, v pfedepsané méné, jak
je nize uvedeno. Faktury budou splatné do 30
dnii ode dne vystaveni faktury

Faktury na jakékoliv dodate¢né platby nad rdmec
plateb uvedenych v této Smlouvé (tj. dodate¢né
refundace) musi byt také odeslany spole¢nosti
IQVIA a schvdleny Zadavatelem. VSechny
faktury se vystavuji nasledujicim zptsobem:

Faktury budou vystaveny K tizi:

Invoices to be sent to:

Email original invoices including back up
o:

-

Emailed invoices and backup are preferred.
In the event of invoices in hard copy need to
be sent, please send to the following address:
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Faktury budou odeslany na adresu:

Originalni faktury zasilejte e-mailem vcéetné
podpiirné dokumentace na
adresu:

Uprednostiiuje se zasilani faktur a podptirné
dokumentace e-mailem. V pripadé, Ze se musi
zaslat faktury v tisténé podobé, zasilejte je na
nasledujici adresu:
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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)

All invoice and payment related inquiries shall

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
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Faktury ajakdkoli privodni dokumentace
nesméji obsahovat 7adné osobni

identifikovatelné udaje Zddného Subjektu studie,
jako napiiklad jeho jméno a pfijmeni, inicidly,
datum narozeni, adresu, telefonni ¢islo, éislo
pasu, e-mailovou adresu nebo informace
o kreditni karté. Pokud faktury nebo jakdkoli
pravodni dokumentace takové udaje obsahuji,
IQVIA o tom vyrozumi Ptijemce
plateb. Pifjemce plateb bude muset piedloZit
upravenou fakturu a podkladovou dokumentaci,
neobsahujici Zadné osobni identifikovatelné
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information of any Subject.

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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udaje jakéhokoli Subjektu studie.

ZADNE DALSI ZADOSTI
O FINANCOVANI NEBUDOU
SCHVALOVANY.

Vsechny Castky zahrnuji veskeré piisluSné dang,
nikoli v§ak DPH.

Veskeré platby za tuto Studii podle ptiloZzeného
rozpoCtu bude spolecnost IQVIA hradit
elektronicky bankovnim pfevodem.
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