AMENDMENT # 1 TO CLINICAL STUDY
AGREEMENT

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  nemocnice v Praze
(General University Hospital in Prague),

U Nemocnice 499/2, 128 08 Praha 2, Czech
Republic, IN: 00064165, TIN: CZ64165, state
allowance organization established by the
Ministry of Health without obligation to register into

the Business Register, represented b

Vseobecna

based on Power of Attorney dated 7 June 2019
(the “Institution”)

and

affiliated with Vseobecna fakultni nemocnice v
Praze (General University Hospital in Prague), U
Nemocnice 499/2, 128 08 Praha 2, 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 Country
Manager, and by by Power of
Attorney (“PSI”)

PSI Template, General, 10-MAY-2016

DODATEK # 1 KE SMLOUVE O KLINICKEM
HODNOCENI

Tento Dodatek (dale jen ,Dodatek®) ke Smlouvé
o klinickém hodnoceni uzaviené dne 10. listopadu
2020 (dale jen ,Smlouva®) ke klinické studii (dale
jen ,Studie®) zadané spole¢nosti Oncopeptides
AB (publ), se sidlem Vastra Tradgardsgatan 15,
S-11153  Stockholm, Svédsko (dale
,<Zadavatel”) a provadéné 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

jen

pacientt s relabujicim mnohocéetnym myelomem
nebo relabujicim mnohocCetnym myelomem,
nereagujicim na lé¢bu” avSemi jeho dodatky
(dale jen ,Protokol®) se uzavira mezi:

Vseobecna fakultni nemocnice v Praze,

U Nemocnice 499/2, 128 08 Praha 2, Ceska
republika, IC: 00064165, DIC: CZ00064165,
statni pfispévkova organizace
Ministerstvem  zdravotnictvi, bez

zfizena
povinnosti

zapisu do obchodniho rejstfiku, zastoupena prof.

na zakladé pIné moci ze dne 7.6.2019 (dale
jen ,Zdravotnické zafizeni”)

a

s pracovistém na adrese VSeobecna fakultni
nemocnice v Praze, U Nemocnice 499/2, 128 08
Praha 2, 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:
CZz28196775, zapsana v obchodnim rejstfiku
u Méstského soudu v Praze, oddil C, vlozka
132148, zastoupena
Country Manager, a
z4kladé pIné moci (“PSI”)

, na
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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 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. 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.
3. Capitalized terms used but not re-defined

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

4. 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.

5. 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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PREAMBULE:

VZHLEDEM K TOMU, 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 Pfilohy 1
relevantnim aktualizovanym obsahem pro ucely
efektivniho provadéni plateb;

nahrazenim obsahu

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

zrevidovat

VZHLEDEM K TOMU, ZE strany souhlasi
s uzavienim tohoto Dodatku za ucelem zaneseni
této revize do Smlouvy.

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

1. Prehled plateb dle Prilohy 1 ke Smlouvé
bude zcela nahrazen ,Revidovanym prehledem
plateb® a pfipojenym k tomuto Dodatku.

2. Tento Dodatek nabyva platnosti ke dni
podpisu v§emi smluvnimi stranami a u¢innosti ke
dni uvefejnéni v registru smluv v souladu se
zakonem ¢. 340/2015 Sb., o registru smluv,
v platném znéni.

3. Terminy uvedené s velkymi pocate¢nimi
pismeny, av8ak nové nedefinované v tomto
Dodatku, zGstavaji ve vyznamu stejném, jaky maji
ve Smlouvé.

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

v pIné platnosti.

5. Tento dodatek je sepsan v Ceském a
anglickém V pfipadé rozporu obou
jazykovych verzi je rozhodujici Ceské znéni
dodatku.

jazyce.

[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: VSeobecna fakultni nemocnice v Praze (General
University Hospital Prague)

Dated/Datum:

The Investigator/Hlavni zkousejici: _

Title/Pozice:

Dated/Datum:

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

Dated/Datum:

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:

Priloha k DODATKU &. 1 KE SMLOUVE
O KLINICKEM HODNOCENI

Revidovany prehled plateb

I Poplatky

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

JHUIINIHIHAH
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! Not included in the amount for Study visit/ Nezahrnuto ve studiovych navstévach

All amounts specified in the fee table above are
exclusive of VAT.

Payment for Screen Failures

PSI will pay a screen failure fee - 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
and/or

local laboratory assessments

other screening procedures were
performed. Institution and Investigator shall not
exceed one (1) screen failure per every three (3)
Study subjects randomized. The screen failure
will be due for payment upon randomization of
3rd, 6th, 9th (every third) Study subject only. In no
event shall PSI be obligated to pay for additional
screen failures without

approval.

PSI's prior written

PSI Template, General, 10-MAY-2016

VSechny &astky uvedené v tabulce plateb vyse
jsou bez DPH.

Platba za neuspésny screening

PSI zaplati za neuspé&Sny screening Castku ve
vysi , a to za kazdy Subjekt hodnoceni,
ktery  podepsal
souhlasu, byl zapsan do registracniho systému,
ale nasledné nebyl randomizovan do Studie, za
predpokladu, Ze spoleénosti PSI bude poskytnuta
dokumentace v elektronickém CRF prokazujici,
Ze v rdmci screeningu bylo provedeno hodnoceni
mistni laboratofi a/nebo jiné screeningové
postupy. Zdravotnické zafizeni a Hlavni
zkousejici nepfekro¢i pomér jednoho (1)
neuspésSného screeningu na kazdé ftfi (3
randomizované Subjekty hodnoceni. Platba za
neuspésny screening bude splatna pouze pfi
randomizaci 3., 6., 9. (kazdého tfetiho) Subjektu
hodnoceni. Spole¢nost PSI nebude v zadném
pfipadé povinna platit za dalsi neuspésné
screeningy bez  pfedchoziho pisemného

formular informovaného

~
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Patient 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. PSI also reimburse the
Study subjects as per current Inform consent form
ﬁ for every study visit as a
compensation of lost time and reimbursement of
food. In case of bone marrow aspiration for

purpose of this clinical trial will be collected Stud
subject will receive the compensation of i

In the event that patient travel and other
payments cannot be reimbursed by PSl in line
with the preceding paragraph, such
reimbursement shall be made by the Institution.
In such a case, patient travel and other
reimbursement shall be invoiced by the
Institution retroactively based on the
participation of the Study subjects in the
individual parts of the Study visit and based on
the documentation sent by the Study monitor
and approved by the Investigator. In such a
case, the records of patient travel and other
reimbursement shall be kept by the Investigator
or, alternatively, by the Study coordinator, who
shall subsequently provide them to the Study
monitor. The Study subjects shall be reimbursed
after payment of the issued invoice.
Reimbursement of the Study subjects shall be
performed at the cash desk of the Institution.
Questions, if any, related to patient travel and
accommodation reimbursement shall be sent to

Start-up fee: (one-time fee for work associated
with the possibility of conducting the Study)
ﬁPayment after the Agreement is
signed, based on a separately issued invoice by
the Institution.
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souhlasu spole¢nosti PSI.

Uhrada vydaijii pacienttim

PSI uhradi Subjektum hodnoceni cestovni
naklady az do vyse za planovanou
navstévu proti predlozeni podplrné
dokumentace. Jak&koli nahrada cestovnich
vydaji  Subjektim hodnoceni, ktera bude
pfesahovat tuto ¢astku, mize byt zaplacena
pouze s predchozim pisemnym souhlasem
spole¢nosti PSI. Dale PSI uhradi Subjektiim
hodnoceni dle specifikace v Informovaném
souhlasu i za kazdou navstévu jako
kompenzaci za ztratu ¢asu a pfispévek na stravu.
V pfipadé odbéru kostni dfené pro potieby tohoto
klinického hodnoceni kompenzaci ve vysi

V pfipadé, Ze nebude mozné, aby Uuhradu
cestovnich nakladi a nakladi za navstévy
pacientll provedlo PSI dle predchazejiciho
odstavce, provede ji Zdravotnické zafizeni.
V takovém pfipadé budou uhrada cestovnich
nakladd a nakladd
fakturovany Zdravotnickym zafizenim zpétné na
zakladé Subjektd  hodnoceni na
jednotlivych &astech Studijni navstévy a na
zakladé podkladu zaslanych monitorem Studie a
schvalenych Hlavnim zkou$ejicim. Evidenci
Uhrad cestovnich nakladu a nakladd za navstévy
pacientd zajiStuje v takovém pfipadé Hlavni
zkousejici, popf. studijni koordinator a nasledné
toto pfeda monitorovi Studie. Nahrady budou

za navstévy  pacientl

Ucasti

Subjektim hodnoceni vyplaceny po uhradé
vystavené faktury. K proplaceni nahrad
Subjektim hodnoceni dochazi v pokladné

Zdravotnického zafizeni. Pfipadné dotazy
tykajici se Uhrad cestovnich nakladd a nakladu za

ubytovani budou zaslany na

(jednorazovy poplatek

Start-up  poplatek
realizace KH)

za praci spojenou s moznosti
h. Uhrada bude provedena po podpisu

smlouvy nazakladé samostatné vystavené
faktury Zdravotnickym zafizenim.
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The Institution pharmac
time fee at Study start)

start-up fee (one-

Amendment to clinical study Agreement — fee
of _ for work associated with
Amendment of Agreement. Payment after the
Amendment of Agreement is signed, based on a
separately issued invoice by the Institution.

PSI shall make the payments in EUR.

Il. Invoicing and Payments

a) PSI shall send quarterly overviews to the
Institution that will constitute the basis for
invoicing. The Quarterly Overviews will set 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”). PSI is
responsible for handing over proper Quarterly
Overviews within timelines allowing to meet the
deadlines specified in this attachment. Failure, if
any, to deliver the Quarterly overviews does not
deprive the Institution of the right to issue the
relevant invoice under the payment terms agreed
in the Agreement

PSI shall send the Quarterly Overviews to
Oddeleni klinickeho hodnoceni a vyzkumu
(Clinical Trial and Research Department),
U Nemocnice 499/2, Praha 2, 128 08 — contact
erson -

Allincoming
payments must be clearly identified by an invoice
number or a specific symbol.

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

148 00 Praha 4 — Chodov

Czech Republic
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Start-up poplatek — Nemocni€éni lékarna
iiednorézovy poplatek pfi zapoceti studie)

Dodatek smlouvy poplatek — poplatek -

Za praci spojenou s pripravou dodatku ke
smlouvé. Uhrada bude provedena po podpisu
dodatku  smlouvy
vystavené faktury Zdravotnickym zafizenim.

na zakladé samostatné

PSI bude provadét platby v EUR.

Il. Faktury a platby

a) PSI bude =zasilat Cctvrtletni
Zdravotnickému zafizeni,
jako podklady k fakturaci. V pfehledech budou
uvedeny ¢&astky pfipadajici Zdravotnickému
zafizeni na zakladé subjektu
hodnoceni vyplnénych Hlavnim zkouSejicim a
potvrzenych monitorem Studie z PSI oproti
dokumentaci  (vzdy ,Ctvrtletni
prehled‘). Za pFedani Fadnych Ctvrtletnich
prehledd v dobé&, umoziujici naplnéni termind
v této pfiloze odpovida PSI. Pfipadné nedodani
Ctvrtletnino pfehledu nezbavuje Zdravotnické
zafizeni prava vystavit pfisluSnou fakturu dle
platebnich podminek dohodnutych ve smlouvé.

prehledy
které budou slouzit

Zaznamu

zdrojové

Ctvrtletni prehledy budou zaslany PSI do
Oddéleni klinického hodnoceni a vyzkumu, U
nemocnice 499/2, Praha 2, 128 08 - kontaktni
0soba

Veskeré
pfichozi  platby byt jednoznaéné
identifikovany Cislem faktury nebo specifickym
symbolem.

musi

Fakturaéni a koresponden¢ni adresa:
PSI CRO Czech Republic s. r. o.

V Parku 2343/24

148 00 Praha 4 — Chodov

Ceska republika
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IN: 28196775, TIN: CZ28196775

b) If the Institution agrees with the Quarterly
Overview, the Institution shall issue an invoice for
the amount indicated in the Quarterly Overview.

c) PSI shall make the payments within 30 days
after receipt of the invoice (i.e. invoice due date).
In the event of failure to meet the invoice maturity,
the Institution shall be entitled to charge interest
on arrears at the statutory rate. In the event the
invoice does not correspond to the Quarterly
Overview, the due date will be postponed until the
parties agree on its correction. PSI shall be
entitled to withhold opriately answered all data
clarification requests the last payment until the
Investigator has appr and allowed PSI to perform
a closeout visit to the Institution.

a) Start-up fees are one-time
refundable fees that are due immediately after the
execution of the Agreement.

non-

b) Under the Agreement, PSI shall request
a refund of all applicable excess payments
caused by incorrect Quarterly Overviews
supplied by PSI within 2 months after the day of
payment at the latest. PSI acknowledges that
after this date the Institution is not obliged to
return any excess payments, as with respect to
the manner of invoicing the Institution has
obtained the finances in good faith.

1. Account Details

The Institution 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):

IC: 28196775, DIC: CZ28196775

b) Pokud Zdravotnické zafizeni schvali
Ctvrtletni prehled, vystavi fakturu na &astku

uvedenou v Ctvrtletnim prehledu.

C) PSI provede platbu béhem 30 dnu po
obdrzeni faktury (tj. splatnost faktury). V pfipadé
nedodrzeni splatnosti faktury je zdravotnické
zafizeni opravnéno uctovat urok z prodleni
v zdkonné vySi. V pfipadé, Ze by faktura
neodpovidala Ctvrtletnimu prehledu, prodluZuje
se Ihdta jeji splatnosti o dobu, po kterou budou
smluvni strany jednat o jeji opravé. PSI si
vyhrazuje pravo pozdrzet posledni platbu, dokud
Hlavni zkouSejici fadné nezodpovi
zadosti na objasnéni udaji a neumozni PSI
vykonat zavére¢nou navstévu ve Zdravotnickém
zafizeni.

veskeré

d) Start-up poplatky jsou jednorazové nevratné
poplatky splatné ihned po podpisu této Smiouvy.

e) Vraceni pfipadnych preplatku, které vzniknou
dodanim chybnych Ctvrtletnich prehledt ze
strany PSI, je PSI povinno uplatnit nejpozdéiji do
2 mésict ode dne uskute¢néni platby dle této
Smlouvy. PSI bere na védomi, Zze po tomto
okamziku neni Zdravotnické zafizeni povinno
vracet jakékoliv preplatky, jelikoz vzhledem ke
zpusobu fakturace Zdravotnické zafizeni ziskalo
finan¢ni prostfedky v dobré vife.

M. Informace k Gctu

Zdravotnické zafizeni timto urCuje, aby PSI
zaplatila celou odménu dle této Smlouvy na nize
uvedeny bankovni Gcet (Ci jiny bankovni ucet
sdéleny PSI pozdgji):

Tax ID Number |
DIC

CZ00064165

Method of Payment |
Zpusob platby

Bank Transfer/Bankovnim pfevodem

Beneficiary Name |
Jméno pfijemce

VSeobecna fakultni nemocnice v Praze

Bank Name | Ceska narodni banka, Praha
Nazev banky

Bank Address | Na Prikopé 28, 115 03 Praha 1
Adresa banky
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