OP-108

AMENDMENT # 1 TO CLINICAL STUDY
AGREEMENT

This Amendment (the "Amendment”) to the
Clinical Study Agreement, dated 18 November
2020 (the “Agreement”), for the clinical study
(the “Study”) sponsored by Oncopeptides AB
having its registered place of business at Véastra
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 nemocnice Hradec Kralové (University
Hospital Hradec Kralové),

Registered office: Sokolska 581, 500 05, Hradec
Kralové — Novy Hradec Kralové, Represented by:

prof. Vladimir Palicka, MD, CSc, dr. h. c,,
Managing Director, IN: 00179906, TIN:
CZ00179906 (the “Institution”)

And
|
Fakultni nemocnice Hradec Krélové (University
Hospital Hradec Krélové) - V. Interni

Hematologickd klinika (4th Internal Clinic of
Hematology), Sokolska 581, 500 05 Hradec
Krdlové — Novy Hradec Krélové (the
“Investigator”)

and

PSI CRO Czech Repubilic 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

(“PSI")

PREAMBLE:
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DODATEK # 1 KE SMLOUVE O KLINICKEM
HODNOCENI

Tento Dodatek (dale jen ,Dodatek”) ke Smlouvé
o klinickém hodnoceni uzaviené dne 18. listopadu
2020 (dale jen ,Smlouva“) ke klinické studii (dale
jen ,Studie”) zadané spole¢nosti Oncopeptides
AB se sidlem Vastra Tradgardsgatan 15, S-11153
Stockholm, Svédsko (dale jen ,Zadavatel”) a
provadéné v souladu s protokolem OP-108
»,Randomizovana, kontrolovand, otevfena studie
faze 3, hodnotici lIék Melflufen v kombinaci s léky
Daratumumabem a Dexametazonem ve srovnani
s Daratumumabem a Dexametazonem u pacientt
s relabujicim mnohocetnym myelomem nebo
relabujicim mnohocetnym myelomem,
nereagujicim na lécbu” avSemi jeho dodatky
(dale jen ,Protokol“) se uzavira mezi:

Fakultni nemocnici Hradec Kralové,

Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, zastoupenou prof. MUDr.
Vladimirem Pali¢kou, CSc., dr. h. c., feditelem,
ICO: 00179906, DIC: CZ00179906 (dale jen
.Poskytovatel”)

a

1
Fakultni nemocnice Hradec Kralové — IV. Interni
hematologicka klinika, Sokolska 581, 500 05

Hradec Kralové — Novy Hradec Krélové (déle 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 rejstfiku
u Méstského soudu v Praze, oddil C, vlozka
132148, zastoupena

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

WHEREAS, the parties agree that for the
purposes of efficient payment administration they
completely replace the contents of
Attachment 1 with the relevant updated contents;

will

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
will keep the Records for 5 years at no
charge in compliance with Act No. 378/2007
Coll., and for another 20 years for a fee in
PSI Template, General, 10-MAY-2016

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

VZHLEDEM KTOMU, ZE strany souhlasi
s Uplnym  nahrazenim obsahu Prfilohy 1
relevantnim aktualizovanym obsahem pro Ucely
efektivniho provadéni plateb;

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

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

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

1. Prehled plateb dle Pfilohy 1 ke Smiouvé
bude zcela nahrazen ,Revidovanym pfehledem
plateb” a pfipojenym k tomuto Dodatku.

2. Oddil 7.3 Smlouvy bude revidovan

s nasledujicim znénim:

»7.3  Zaznamy
Poskytovatel a Hlavni zkouS$ejici jsou povinni vést
presné, Uplné a aktudlni zaznamy o vSech
Studijnich  ddajich, které budou zahrnovat
Zaznamy subjektt hodnoceni (nebo odpovidajici
Udaje v elektronické podobé), pfislusné zdrojové
dokumenty a jakékoli dalSi nezbytné dokumenty
nebo materialy dle pozadavku Protokolu, Platnych
regulacnich pozadavkl a pokynd PSI a
Zadavatele (dale jen ,Zaznamy"). Poskytovatel
a Hlavni zkousSejici budou Zaznamy uchovavat
na bezpe¢ném a zabezpecenim misté po dobu
pozadovanou Platnymi regulaénimi pozadavky
nebo po dobu dvaceti péti (25) let od dokon&eni
Studie (kterakoli doba bude delsi). Poskytovatel
provede bezplatnou archivaci 5 let v souladu se
zakonem ¢. 378/2007 Sb. a na dalSich 20 let
provede archivaci
s Prilohou 1. Zadavatel v pfedstihu 6 mésicl od
konce zpoplatnéné archivace

zpoplatnénou v souladu

oznami
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compliance with Attachment 1. The Sponsor
will notify the Institution that it insists on
further keeping of the Records 6 months
prior to the expiration of the paid record
keeping period and will pay all the related
costs.

In the event the Sponsor fails to announce
its request for further record keeping or fails
to pay the fee for further record keeping
within the above-mentioned period, the
Institution is entitled to destroy all the Study
documents kept.

3. This Amendment comes into force as of the

date of the final regulatory approval of
Protocol Amendment #2, issued by
competent authorities in Czech Republic, and
by signature of the parties. This Amendment
comes into effect as of the date of its
disclosure in the Contract Register.

Capitalized terms used but not re-defined in
this  Amendment shall have the same
meaning as they have in the Agreement.

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.

Assumed value of this Agreement as
amended by the Amendment is 40 494 EUR.

[SIGNATURE PAGE TO FOLLOW]
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poskytovateli, Ze trva na dalsi archivaci a uhradi
naklady s tim spojené.

V pfipadé, Ze ve shora uvedené |haté zadavatel
nesdéli pozadavek na dalSi archivaci ¢i neuhradi
poplatek na dalSi archivaci, je Poskytovatel
opravnén Kk likvidaci vSech archivovanych
dokumentt Studie.*

3. Tento Dodatek nabyva platnosti k datu
schvaleni Dodatku protokolu #2 vSemi
potfebnymi kompetentnimi Gfady v Ceské
republice a podpisy smluvnich stran. Tento
Dodatek nabyva ucinnosti k datu uverejnéni
v registru smluv.

4. Terminy uvedené s velkymi pocatecnimi
pismeny, av8ak nové nedefinované v tomto
Dodatku, zustavaji ve vyznamu stejném, jaky
maji ve Smiouve.

5. Tento Dodatek se stane soucasti Smlouvy.
S vyjimkou ustanoveni tohoto Dodatku
zustavaji vSechny ostatni podminky Smlouvy
v pIné platnosti.6.

6. Predpokladana hodnota Smlouvy ve znéni
tohoto Dodatku je 40 494 EUR

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

The Institution/ Poskytovatel: Fakultni nemocnice Hradec Kralové (University Hospital
Hradec Kralové)

Name/Jméno: prof. MUDr. Vladimir Palicka, CSc., dr. h. c.
Title/Pozice: Director/Reditel

Dated/Datum: 14. 4. 2021

The Investigator/Hiavni zkousejo:: i

Name/Jmeno: [

Dated/Datum: 13. 4. 2021

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

Name/Jméno;
Title/Pozice:

Name | Jméno:
Title | Pozice:

Dated/Datum: 30. 3. 2021

PSI Template, General, 10-MAY-2016
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Annex to AMENDMENT # 1 TO CLINICAL STUDY

AGREEMENT
Revised Fee and Payment Schedule

. Fees

The compensation shall be based on the
number of Study subjects included into the
Study in compliance with the Protocol and the
number of visits performed with respect to these
Study subjects in accordance with the following
payments table:

Piiloha k DODATKU # 1 KE SMLOUVE
O KLINICKEM HODNOCENI

Revidovany prehled plateb
. Poplatky

Kompenzace bude vyplacena na zakladé poctu
Subjektd hodnoceni zahrnutych do Studie v
souladu s Protokolem a poctu uskuteénénych
navstév s ohledem na tyto Subjekty hodnoceni v
souladu s nize uvedenou tabulkou plateb:

—

I

PSI Template, General, 10-MAY-2016
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L
JILALL

All amounts specified in the fee table above are VSechny ¢astky uvedené v tabulce plateb vysSe

PSI Template, General, 10-MAY-2016
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exclusive of VAT. VAT will be added on the day
of the invoice issuance by the Provider pursuant
to applicable laws.

Payment for Screen Failure

PSI will pay a screen failure fee of - for

each Study subject who signed an Informed
Consent Form, entered into the registration
system but who was not randomized into the
Study, provided that PSI is provided with
supporting documentation in the electronic
CRFs that screening local laboratory
assessments  and/or  other  screening
procedures were performed. Institution and
Investigator shall not exceed

I (n no event shall

PSI be obligated to pay for additional screen
failures without PSI’s prior written approval.

Patient Travel Reimbursement

PSI shall reimburse the Study subjects for their
travel costs up to the amount of per
scheduled visit upon receipt of supporting
documentation. Any Study subject travel cost
reimbursement exceeding this amount must
have received prior written approval from PSI in
order to be eligible for payment.

Initiation fee for the pharmacy: a one-time fee

at the bei;inning of the study in the amount of

Initiation fee: a one-time fee for the negotiation
of the Agreement in the amount of h
which will be invoiced after the conclusion of the
Agreement.

Initiation fee for Radiology: a one-time fee at
the beginning of the study in the amount of -

which will be invoiced after the conclusion
of the Agreement.

Archiving fee for archiving period exceeding
5 years: In accordance with section 7.3 of the

PSI Template, General, 10-MAY-2016

jsou bez DPH. DPH bude pfipoctena v den
fakturace Poskytovatelem v souladu s plathou
legislativou.

Platba za neuspésny screening

PS| zaplati za netspésny screening ¢astku ve vysi
ﬂa to za kazdy Subjekt hodnoceni, ktery
podepsal formuléf informovaného souhlasu, byl
zapsan do registraéniho systému, ale nasledné
nebyl randomizovan do Studie, za predpokladu,
ze spole¢nosti PSI bude poskytnuta dokumentace
v elektronickém CRF prokazujici, ze v ramci
screeningu bylo provedeno hodnoceni mistni
laboratofi a/nebo jiné screeningové postupy.

Poskiovatel a Hlavni zkouéeiici neifekroc“:i

PSI

Spole¢nost
povinna platit za dal$i nelspé&sné screeningy bez
predchoziho pisemného souhlasu spole¢nosti
PSI.

nebude v zadném pfipadé

Uhrada cestovnich vydaju pacientim

PSI  uhradi Subjektim hodnoceni cestovni
naklady az do vySe za planovanou
navstévu proti pfedlozeni podplrné dokumentace.
Jakakoli nahrada cestovnich vydajii Subjektim
hodnoceni, kterd bude presahovat tuto castku,
muze byt zaplacena pouze s predchozim
pisemnym souhlasem spole¢nosti PSI.

Iniciaéni poplatek pro lékarnu: jednorazovy
poplatek na zacatku studie ve vysSi _

Iniciaéni poplatek: jednorazovy poplatek za
projednani Smlouvy ve vyéii, ktery bude
fakturovan po uzavieni Smlouvy.

Iniciaéni poplatek pro radiologii: vstupni
jednorazovy poplatek pro radiologii ve vySi i
-, ktery bude fakturovan po uzavieni
Smlouvy.

Poplatek za archivaci s dobou presahujici 5
let: V souladu s ¢lankem 7.3 Smlouvy uhradi PSI
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Agreement PSI will pay for the period of
additional 20 years of archiving the fee of

per year. An invoice for this archiving fee
will be issued after the Agreement execution. In
case no patient is enrolled into the Study before
its termination at the premises of the Provider,
the Provider will refund this archiving fee in the
full amount.

Investigational Medicinal Product: The Study
Drug and alternatively the comparator and/or
placebo will be supplied to the Provider by PSI
or the Sponsor (hereinafter the “Investigational
Medicinal Product”). The Investigational
Medicinal Product will be delivered to the
hospital pharmacy always in proper packaging
suitable for the Investigational Medicinal
Product and labelled in compliance with Section
19 (1) (e) of Regulation No. 226/2008 Coll., On
Good Clinical Practice. Shipments will be made
on Mondays-Fridays from 07:00 a.m. — 02:00
p.m. Upon mutual agreement of the Parties, the
comparator may be provided by the Provider
pharmacy and paid, based on an invoice.

PSI shall make the payments in EUR.

Il Invoicing and Payments

a) PSI shall send quarterly overviews to
the Institution, setting out the amounts earned
by the Institution, based on the Case Report
Forms sections that have been completed by
the Investigator and verified by the PSI Study
monitor against the source documents (each a
“Quarterly Overview”).

b) If the

Quarterly Overview, the Institution shall issue an

the Institution agrees with

invoice for the amount indicated in the Quarterly
Overview send to email Finance-Prague@psi-

cro.com.
Invoicing and mailing address:
PSI CRO Czech Republic s. r. 0.
V Parku 2343/24

148 00 Praha 4 — Chodov
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za dodate¢nou 20letou dobu archivace poplatek
ve vySi — . Na tento archivaéni
poplatek bude vystavena faktura po podpisu
Smlouvy. V pfipadé, Zze do Studie nebude u
Poskytovatele pred jejim ukoncenim zafazen
zadny pacient, zavazuje se Poskytovatel vratit PSI
tento archivacni poplatek v plné vysi.

Hodnoceny léc¢ivy produkt: Studijni 1€k a
pfipadné komparator a/nebo placebo doda
Poskytovateli zdarma PSI nebo Zadavatel (dale
jen ,Hodnoceny lé¢ivy pripravek”). Hodnoceny
|éCivy pfipravek bude dodavan do nemocniéni
lékarny, vzdy v fadné zabalenych obalech
ur¢enych pro hodnoceny IéCivy pfipravek a
oznacen v souladu s ustanovenim paragrafu 19
odst. 1 pism. e) vyhlasky €. 226/2008 Sb., o
spravné klinické praxi. Dodavky se budou
uskutecrovat v Po-P4 od 7.00 h do 14:00 h. Po
vzajemné dohodé stran mohou byt komparatory a
dodate€nou terapii dodany prostfednictvim
lékarny Poskytovatele a uhrazeny na zakladé
faktury.

PSI bude provadét platby v Eurech.

Il Faktury a platby

a) PSI bude zasilat d&tvrtletni

Poskytovateli, v nichz budou uvedeny ¢&astky

prehledy

pripadajici Poskytovateli na zakladé Zaznamd

subjektu  hodnoceni  vyplnénych  Hlavnim
zkousSejicim a potvrzenych monitorem Studie z
PSI oproti zdrojové dokumentaci (vzdy ,Ctvrtletni

prehled").

b) Pokud Poskytovatel schvali Ctvrtletni

prehled, vystavi fakturu na c&astku uvedenou
v Ctvrtletnim piehledu a zasle na email Finance-

Prague@psi-cro.com.

Fakturacni a korespondencni adresa:
PSI CRO Czech Republic s. r. 0.
V Parku 2343/24

148 00 Praha 4 — Chodov
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Czech Republic
IN: 28196775, TIN: CZ28196775

c) PSI shall make the payments within 30
days after issuance of the undisputed invoice.
PSlI shall be entitled to withhold the last payment
until  the Investigator has appropriately
answered all data clarification requests and PSI
has performed a closeout visit to the Institution.

d) In case there will be any changes in
Invoicing details or at Tax ID number the
Sponsor/PSI  should immediately inform
Institution  (dasa.prokupkova@fnhk.cz  and
jitka.halesova@fnhk.cz).

. Account Details

The Institution and the Investigator hereby
instruct PSI to pay the entire compensation
under this Agreement to the following bank
account (or any other bank account
subsequently notified to PSI):

In case of any changes to the bank account
details of the Beneficiary (as this term is used in
the table below), the Provider is obliged to notify
PSI in writing of any such change. The
contracting parties agree that in case of a
change to the bank account details, not a
change of the payee or state where the bank
account is maintained, there shall be no need to
execute any amendment hereto.

Ceska republika
IC: 28196775, DIC: CZ28196775

C) PSI provede platbu béhem 30 dnu po
vystaveni faktury. PSI si vyhrazuje pravo pozdrzet
posledni platbu, dokud Hlavni zkouSejici fadné
nezodpovi veskeré zadosti na objasnéni udaji a
PSI nevykona zavérecnou navstévu
u Poskytovatele.

d) Pokud dojde ke zméné fakturaéni adresy nebo
DIC, je zadavatel/PSI povinen neprodleng
informovat Poskytovatele
(dasa.prokupkova@fnhk.cz a
jitka.halesova@fnhk.cz).

1. Informace k uctu

Poskytovatel a Hlavni zkouS$ejici timto urcuji, aby
PSI zaplatila celou odménu dle této Smlouvy na
nize uvedeny bankovni Gc¢et (i jiny bankovni
Ucet sdéleny PSI pozdéji).

Dojde-li ke zmé&nam ohledné bankovniho spojeni
Pfijemce platby (jak je tento pojem uzit v tabulce
nize), je o tom Poskytovatel povinen pisemné
informovat PSI. Smluvni strany sjednavaji, ze
pokud se bude jednat pouze o zménu
bankovnich 0dajd a nikoli 0 zménu v osobé
pfijemce plateb nebo o zménu statu, v némz je
bankovni Uc€et veden, nebude zapotfebi uzavirat

dodatek.

Tax ID Number | DIC

CZ00179906

Method of Payment | Zplsob platby

Bank Transfer/Bankovnim pfevodem

Beneficiary Name | Jméno pfijemce platby

Fakultni nemocnice Hradec Kralové

Bank Name |N&zev banky

Ceska narodni banka

Bank Address |Adresa banky

Na Pfikopé 28, 115 03, Praha 1

Bank Account Number |Cislo G&tu

34534-24639511/0710

IBAN

CZ93 0710 0345 3400 2463 9511

SWIFT | BIC

CNBACZPP

Variable Symbol | Variabilni symbol

Number of Invoice/Cislo faktury
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