OP-108

AMENDMENT # 1 TO CLINICAL STUDY
AGREEMENT No. 017/0VZ/20/027-P

This Amendment (the "Amendment") to the
Clinical Study Agreement, dated 20 November
2020 (the “Agreement”), for the clinical study
(the “Study”) sponsored by Oncopeptides AB
(publ), having its registered place of business at
Vastra Tradgardsgatan 15, S-11153 Stockholm,
Sweden (the "Sponsor"), conducted in
accordance with the protocol OP-108 “A
Randomized, Controlled, Open-Label Phase 3
Study of Melflufen in combination with
Daratumumab Compared with Daratumumab in
Patients with Relapsed or Relapsed-Refractory
Multiple Myeloma” and any amendments thereto
(the “Protocol”), is made by and between:

Fakultni
Hospital Ostrava),

17. listopadu 1790/5, 708 52, Ostrava — Poruba,
Czech Republic, ID: 00843989, TIN: CZ
00843989, Establishment Deed of the Ministry of
Healthcare of the Czech Republic of 25 November
1990 ref. No. OP-054-25.11.90, person
authorized to act and sign documents related
hereto: doc. MUDr. Petr Vavra, Ph.D., deputy of
head of department of science, research and
instruction (the “Institution”)

nemocnice Ostrava (University

and

Prof. MUDr. Roman Hajek, Ph.D, CSc.,
Affiliated with Klinika Hematoonkologie Fakultni
nemocnice Ostrava (Department of
Hematooncology University Hospital Ostrava)
17. listopadu 1790/5, 708 52 Ostrava-Poruba,
Czech Republic (the “Investigator”)

and

PSI CRO Czech Republic s.r. 0.,

V Parku 2343/24, 148 00 Praha 4 - Chodov,
Czech  Republic, IN: 28196775,  TIN:
CZ28196775, registered in Business Register,
Municipal Court in Prague, section C, folio
132148, represented b

(HPSI")
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DODATEK # 1 KE SMLOUVE O KLINICKEM
HODNOCENI &. 017/0VZ/20/027-P

Tento Dodatek (dale jen ,Dodatek®) ke Smlouvé
o klinickém hodnoceni uzaviené dne 20. listopadu
2020 (déle jen ,Smlouva“) ke klinické studii (dale
jen ,Studie”) zadané spolecnosti Oncopeptides
AB (publ), se sidlem Vastra Tradgardsgatan 15,
S-11153  Stockholm, Svédsko (dale jen
.Zadavatel”) a provddéné v souladu s protokolem
OP-108 ,Randomizovana, kontrolovana, oteviena
studie faze 3, hodnotici Iék Melflufen v kombinaci
S léky Daratumumabem a Dexametazonem ve
srovnani s Daratumumabem a Dexametazonem u
pacientt s relabujicim mnohoc¢etnym myelomem
nebo relabujicim mnoholetnym myelomem,
nereagujicim na lécbu“ avSemi jeho dodatky
(dale jen ,Protokol®) se uzavira mezi:

Fakultni nemocnice Ostrava,

17. listopadu 1790/5, 708 52, Ostrava — Poruba,
Ceska republika, IC: 00843989, DIC: CZ
00843989, Zfizovaci listina MZ CR ze dne 25.
listopadu 1990 &.j. OP-054-25.11.90, ve vécech
této smlouvy je opravnén jednat a podepisovat:
doc. et doc. MUDr. Petr Vavra, Ph.D., naméstek
feditele pro védu, vyzkum a vyuku (dale jen
.Zdravotnické zafizeni®)

a
Prof. MUDr. Roman Hajek, Ph.D, CSc.,

s pracovistém na adrese Klinika Hematoonkologie
Fakultni nemocnice Ostrava, 17. listopadu
1790/5, 708 52 Ostrava-Poruba, Ceska republika
(dale jen ,Hlavni zkousejici”)

a

PSI CRO Czech Republic s.r.o.,

V Parku 2343/24, 148 00 Praha 4 - Chodov,
Ceska republika, IC: 28196775, DIC:
CZ28196775, zapsana v obchodnim rejstiiku
u Méstského soudu v Praze, oddil C, vlozka
132148, zastoupena

(“PSI’)
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PREAMBLE:

WHEREAS, the parties wish to revise the Fee
and Payment Schedule, Attachment 1 to the
Agreement in order to reflect
Amendment # 2;

Protocol

WHEREAS, the parties agree that for the
purposes of efficient payment administration they
will completely replace the contents of

Attachment 1 with the relevant updated contents;

WHEREAS, the parties wish to revise section 7.3
of the Agreement in accordance with the Protocol
and Informed Consent Form.

WHEREAS, in order to introduce such revision to
the Agreement, the parties have agreed to enter
into this Amendment.

NOW, THEREFORE, in consideration of the
terms and conditions set forth herein, the parties
agree as follows:

1. The Fee and Payment Schedule under
Attachment 1 to the Agreement shall be
replaced in its entirety by the “Revised
Fee and Payment Schedule” as annexed
to this Amendment.

2. Section 7.3 of the Agreement shall be
revised and read as follows:

“7.3 Record Keeping

The Institution and the Investigator shall
maintain accurate, complete and current
records of all Study Data, including the Case
Report Forms (or equivalent electronic
data), relevant source documents and any
other essential documents or materials as
required by the Protocol, the Applicable
Regulatory Requirements and PSI’s and the
Sponsor’s instructions (collectively the
"Records"). The Institution and the
Investigator shall keep all the Records in a
safe and secure location for the period
required by the Applicable Regulatory
Requirements, or for a period of twenty five
(25) years following the completion of the
Study, whichever is longer. The Institution
and/or the Investigator may destroy the
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PREAMBULE:

VZHLEDEM KTOMU, ZE si strany preji
zrevidovat Prehled plateb, Pfilohu 1 ke Smlouvé
tak, aby reflektoval Dodatek #2 k Protokolu.

VZHLEDEM K TOMU, ZE strany souhlasi
s Uplnym nahrazenim obsahu Pfilohy 1
relevantnim aktualizovanym obsahem pro ucely
efektivniho provadéni plateb;

VZHLEDEM KTOMU, ZE si strany preji
oddil 7.3 Smlouvy vsouladu s
Protokolem a Informovanym souhlasem.

zrevidovat

VZHLEDEM KTOMU, ZE strany souhlasi
s uzavienim tohoto Dodatku za uCelem zaneseni
této revize do Smiouvy.

NYNIi SE PROTO po zvazeni podminek
stanovenych vtomto Dodatku strany dohodly
nasledovné:

1. Pfehled plateb dle Pfilohy 1 ke Smlouvé
bude zcela nahrazen ,Revidovanym pfehledem
plateb® a pfipojenym k tomuto Dodatku.

2. Oddil 7.3 Smlouvy bude revidovan

s nasledujicim znénim:

.1-3 Zaznamy

Zdravotnické zafizeni a Hlavni zkouSejici jsou
povinni vést pfesné, Uplné a aktualni zaznamy
ovSech Studijnich Udajich, které budou
zahrnovat Zaznamy subjektd hodnoceni (nebo
odpovidajici udaje v elektronické podobé),
pfislusné zdrojové dokumenty a jakékoli dalsi
nezbytné dokumenty nebo materialy dle
pozadavkd Protokolu, Platnych regulaénich
pozadavku a pokynu PSI a Zadavatele (dale jen
Zaznamy“). Zdravotnické zafizeni a Hlavni
zkouSejici budou Zaznamy
na bezpeéném a zabezpelenim misté po dobu
pozadovanou Platnymi regulacnimi pozZadavky
nebo po dobu dvaceti péti (25) let od dokon&eni
Studie (kterakoli doba bude delSi). Zdravotnické
zafizeni a/nebo Hlavni zkou$ejici smi Zdznamy
po uplynuti Ihdty pro uchovavani

uchovavat

Zaznamu
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Records at the end of the Records keeping
period on the condition that the Institution
and/or the Investigator sends written notice
to the Sponsor at least sixty (60) days prior
to the date deletion/disposal will occur, and,
if requested by the Sponsor, cooperates with
the Sponsor in extending the Record
keeping period or shipping the Records to
another facility for storage, at the Sponsor’s
reasonable expense.”

3. This Amendment shall come into force as
of the day of its signature by all the parties and
into effect as of the day of disclosure in the
Contract Register in compliance with Act No.

340/2015 Coll., on Contract Register, as
amended.
4, Capitalized terms used but not re-defined

in this Amendment shall have the same meaning
as they have in the Agreement.

5. This Amendment shall be made part of the
Agreement and attached thereto. Except as
provided herein, all other terms of the Agreement
shall remain in full force and effect.

6. This amendment has been made in the
Czech and English language versions. In the
event of discrepancy of both language versions,
the Czech version will prevail.

[SIGNATURE PAGE TO FOLLOW]
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zlikvidovat za podminky, Ze Zdravotnické
zafizeni a/nebo Hlavni zkouSejici zaSle
Zadavateli oznameni alespon Sedesat (60) dnu
pred datem vymazani/likvidace Zaznaml a na
zadost Zadavatele s nim bude spolupracovat
na prodlouzeni Ihity pro uchovavani Zaznamu
nebo zaslani Zaznamu do jiného zafizeni, kde
budou ulozeny, a to na pfiméfené naklady
Zadavatele.”

3. Tento Dodatek nabyva platnosti ke dni
podpisu v§emi smluvnimi stranami a ucinnosti ke
dni zvefejnéni vregistru smluv v souladu se
zakonem ¢&. 340/2015 Sb., o registru smluyv,
v platném znéni.

4. Terminy uvedené s velkymi pocate¢nimi
pismeny, avSak nové& nedefinované vtomto
Dodatku, zlistavaji ve vyznamu stejném, jaky maiji
ve Smiouvé.

5. Tento Dodatek se stane soucasti
Smlouvy. S vyjimkou ustanoveni tohoto Dodatku
zUstavaji vSechny ostatni podminky Smlouvy

v plné platnosti.

6. Tento dodatek je sepsan v Ceském a
anglickém jazyce. V pfipadé rozporu obou
jazykovych verzi je rozhodujici ¢eské znéni
dodatku.

[NASLEDUJE PODPISOVA STRANA]
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This Amendment has been executed in three Tento Dodatek byl sepsan ve (tfech
originals, one for each party. vyhotovenich s platnosti originalu, kdy kazda
strana obdrzi jedno.

The Institution/ Zdravotnické zafizeni: Fakultni nemocnice Ostrava (University
Hospital Ostrava)

Name/Jméno: doc. et. doc. MUDr. Petr Vavra, Ph.D
Title/Pozice: Deputy Director/naméstek feditele pro védu, vyzkum a vyuku

Dated/Datum:

The Investigator/Hlavni zkouSejici: Prof. MUDr. Roman Hajek, Ph.D, CS.c

Name/Jméno:
Title/Pozice:

Dated/Datum:

PSI: PSI CRO Czech Republic s.r.o.

Name/Jméno

Title/Pozice: h

Name | Jméno:
Title | Pozice:

Dated/Datum:

PSI Template, General, 10-MAY-2016
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Annex to AMENDMENT # 1 TO CLINICAL STUDY Priloha k DODATKU # 1 KE SMLOUVE
AGREEMENT No. 017/0VZ/20/027-P O KLINICKEM HODNOCENI é&.
017/0VZ/20/027-P
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