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FIRST AMENDMENT

PRVNI DODATEK

TO

K

CLINICAL TRIAL AGREEMENT

SMLOUVE O PROVEDENI KLINICKEHO
HODNOCENI

This FIRST AMENDMENT reflects Protocol
Amendment valid since XXX is effective as of the
date of its publication in Contracts register
(“Effective Date”) and is executed by and among:

Tento PRVNI DODATEK zohlediiuje dodatek
Protokolu platny od XXX a je u¢inny k datu jeho
uvetejnéni v registru smluv (dale jen ,datum
ucinnosti‘) a uzavird se mezi témito smluvnimi
stranami:

1. SOTIO Biotech AG
with registered office at Lichtstrasse 35, 4056
Basel, Switzerland
Tax ID No.: CHE-354.429.802
(hereinafter the “Sponsor”)

represented on the basis of a power of attorney by
Fortrea Inc., with its registered office at 8
Moore Drive, Durham, NC 27709, USA, VAT
number: 22-3265977, represented by XXX,
XXX

and

Fortrea Inc., 8 Moore Drive, Durham, NC
27709, USA, VAT number: 22-3265977

represented by XXX, XXX
(hereinafter referred to as “CRQO”);

and

1. SOTIO Biotech AG

se sidlem Lichtstrasse 35, 4056 Basel, Svycarska
konfederace

DIC: CHE-354.429.802

(dale jen ,,Zadavatel”)

zastoupena na zakladé€ plné moci spolecnosti
Fortrea Inc., se sidlem 8 Moore Drive, Durham,
NC 27709, USA, DIC: 22-3265977, zastoupena
XXX, XXX

a

Fortrea Inc.
se sidlem 8 Moore Drive, Durham, NC 27709,
USA, DIC: 22-3265977

zastoupena XXX, XXX
(déle jen ""CRO"
a

Masariv onkologicky tstav
with registered office at Zluty kopec 7, 656 53
Brno
ID No.: 00209805, Tax ID No.: CZ00209805
banking coordinates: Ceska narodni

banka [Czech National Bank],
Acct. No.: 87535621/0710
represented by Prof. Marek Svoboda, MD,
Ph.D., Director (hereinafter the “Provider of

Masarykiiv onkologicky tustav
se sidlem Zluty kopec 7, 656 53 Brno

1CO: 00209805, DIC: CZ00209805

bankovni spojeni: Ceska narodni banka,

¢. 0.: 87535621/0710

zastoupena prof. MUDr. Markem Svobodou,
Ph.D., feditelem

(dale jen ,,Poskytovatel zdravotnich sluzeb”)
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healthcare services”)

and

XXX permanent residence: XXX
date of birth: XXX

(hereinafter the “Investigator”)

XXX trvalé bydlisté: XXX
datum narozeni: XXX

(dale jen ,,Zkousejici”)

WHEREAS, Sponsor, CRO, Provider of healthcare
services and Investigator entered into the Clinical
Trial Agreement with an effective date of 02 May
2024 relating to clinical trial services (the
“Agreement”); in connection with SOTIO Biotech
AG, Lichtstrasse 35 - WSJ-210 4056 Basel
Switzerland (“Sponsor”) clinical trial entitled, “A
multicenter, open-label, phase 1 study to evaluate
the safety and preliminary efficacy of XXX in
patients with advanced/metastatic solid tumors”
(“Study”) according to Sponsor’s protocol number
XXX incorporated herein by reference
(“Protocol”); and

VZHLEDEM K TOMU, Ze Zadavatel, CRO,
Poskytovatel zdravotnich sluzeb a ZkouSejici
uzaviely dne 2. 5. 2024 smlouvu o provedeni
klinického hodnoceni tykajici se poskytovani
sluzeb v ramci klinického hodnoceni (dale jen
,smlouva“); v souvislosti s klinickym hodnocenim
spole¢nosti SOTIO Biotech AG, Lichtstrasse 35 -
WSJ-210 4056 Basilej, Switzerland (dale jen
»zadavatel), s nazvem ,,Multicentricka, oteviena,
studie faze 1 hodnotici bezpecnost a predbéznou
uéinnost  piipravku XXX u  pacientl
s pokroc€ilymi/metastatickymi solidnimi
nadory*“ (dale jen ,studie*) podle protokolu
zadavatele ¢. XXX, ktery je do tohoto dokumentu
zaclenén formou odkazu (déle jen ,,protokol®);

WHEREAS, the parties desire to amend the
Agreement to reflect the following changes as
further described herein:

VZHLEDEM K TOMU, Ze si smluvni strany pieji
upravit smlouvu tak, aby odrazela nasledujici
zmeény popsané dale v tomto dokumentu:

As a result of additional budget items related to
Protocol Amendment 1, the Appendix 2 titled
“Budget” of the Agreement, it is deleted in its
entirety and replaced with a new Appendix 1:
Budget revised and updated attached to this
Amendment as follow:

Jako dusledek dodate¢nych polozek rozpoctu
tykajici se dodatku ¢. 1 k protokolu, Piiloha ¢. 2 s
nazvem ,,Rozpocet* smlouvy se zcela odstranuje a
nahrazuje novou piilohou €. 1: Rozpocet byl
revidovan a aktualizovan v pfiloze k tomuto
dodatku nasledovné:

e Pregnancy tests in conditional invoice
section, estimated quantity is updated

e U tchotenskych testi v casti podminéné
fakturace je aktualizovano odhadované
mnozstvi.

e XXX PK is added in Additional Blood
collection for Central Blood

e V casti dalsich odbéri krve pro centralni
laboratorni  vySetfeni  je  pfidana
farmakokinetika (FK) XXX.
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e Cycle XXX updated with XXX

XXX cyklus je aktualizovan o XXX.

e XXX added in follow up

e Do nasledného sledovani je pridano XXX.

e Non-Procedure: updated facility code to
overnight code for overnight stay for XXX

e 'V casti nakladii nesouvisejicich s postupy:
upraven kod zdravotnického zafizeni na
kod za pobyt ptes noc pouze u XXX.

e Add Surecan Safety Port Access Needles
Reimbursement, as further described
herein

e Pfidat nahradu za pristupové jehly
bezpecnostniho portu Surecan, jak je zde
dale popsano

Except as specifically set forth herein, all other
terms and conditions contained in the Agreement
shall remain in full force and effect. Unless
otherwise defined in this Amendment, capitalized
terms used herein shall have the same meaning
defined in the Agreement. Any photocopy,
facsimile or electronic scan of this First
Amendment, or of any counterpart, shall be
deemed the equivalent of an original.

Pokud neni vtomto dokumentu vyslovné
stanoveno jinak, zOstanou vSechny ostatni
podminky smlouvy v plné platnosti a ucinnosti.
Nestanovi-li tento dodatek jinak, definované
vyrazy uvedené v originale s velkymi pocatecnimi
pismeny maji stejny vyznam, jaky je definovan ve
smlouvé. Vsechny fotokopie, faksimile nebo
elektronické skeny tohoto prvniho dodatku nebo
libovolného stejnopisu budou povazovany za
rovnocenné originalu.

IN WITNESS WHEREOF, duly authorized
representatives of the parties have executed and
delivered this Amendment as of the Effective Date.

NA DUKAZ CEHOZ {adn& opravnéni zastupci
smluvnich stran k datu G¢innosti uzavieli a predali
si tento Dodatek..

Confidential and Proprietary
XXX CZE PI XXX AM 1 2 Sept2024

Page 3 of 13



Fortrea Master Amendment Template: Version 4, 20210622 /

Fortrea Inc. acting as authorized representative of/jednajici jako zmocnény zastupce spolecnosti

SOTIO Biotech AG/SOTIO Biotech AG

By/ Podepsal/a:

Name/ Jméno; XXX

Date/ Datum: 6. 5. 2025

Poskytovatel zdravotnich sluzeb/ Provider of healthcare services:

By/ Podepsal/a:

Name/ Jméno: prof. Marek Svoboda, Ph.D., feditel / director

Date/ Datum: 12. 5. 2025

Zkousejici/ Investigator:

By/ Podepsal/a:

Name/ Jméno; XXX

Date/ Datum: 7. 5. 2025

Fortrea Inc.:

By/ Podepsal/a:

Name/ Jméno: XXX

Date/ Datum: 6. 5. 2025
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Exhibit B: Budget

Priloha B: Rozpocet

1. DEFINITIONS

1. DEFINICE

(@) “Evaluable Patient” — A Study patient
who was screened and enrolled in accordance with
the Protocol, received at least one dose of study
medication and adhered with the procedures
requested by the Protocol. This includes Study
patients who are withdrawn by reason of adverse
event or any other reason that is not the
responsibility of Institution and/or Investigator or
Study patients who withdraw due to death, during
the Study.

(@) ,Hodnotitelny pacient® — pacient ve
studii, ktery proSel screeningem a byl zafazen
v souladu s protokolem, dostal alesponi jednu
davku hodnoceného piipravku a dodrzel postupy
pozadované protokolem. Do této skupiny patii
pacienti ve studii, jejichz ucast byla ukonéena
z diivodu nezadouci ptihody nebo z jiného divodu,
za ktery neodpovidaji zdravotnické zafizeni ani
zkousejici, nebo pacienti ve studii, jejichz ucast
skoncila v disledku umrti béhem studie.

(b) “Screen failures” - Screen Failures are
defined as screened Study patients who, following
the Protocol screening requirements, did not fulfil
inclusion and exclusion criteria and were deemed
ineligible to participate in the Study based on the
results from Protocol required procedures and/or
assessments prior to receiving their first dose of
Study drug.

(b) ,Netspéchy ve screeningu” — netspéchy
ve screeningu jsou definovany jako pacienti, ktefi
podstoupili ~ screening  pro  studii apo
screeningovych pozadavcich protokolu nespliuji
kritéria pro zafazeni a podminky pro vylouceni
a nepovazuji se za zpusobilé pro Gcast ve studii na
zaklade¢ wvysledkii postupli a/mebo vySetfeni
vyZadovanych protokolem, které se provadéji pred
podanim prvni davky hodnoceného piipravku.

2. Payment Per Visit

2. Platba za navstévu

@ Institution and Investigator understand and
agree that the terms and amounts mentioned in this
Exhibit B and its Appendix(ces) cover any and all
fees to Institution and Investigator, including any
costs which are to be allocated by Institution or
Investigator to any other involved department or
Research Staff for costs and expenses incurred in
performance of the Study.

€)) Zdravotnické zafizeni a zkousSejici rozumi
a souhlasi, ze podminky a ¢astky uvedené v této
priloze B a v ptiloze (ptilohach) ptilohy B obsahuji
veskeré  Uhrady  zdravotnickému  zafizeni
a zkousejicimu, vcetné vSech ptipadnych nakladd,
které budou zdravotnickym zafizenim nebo
zkousejicim proplaceny libovolnému jinému
zapojenému oddé€leni a vyzkumnym pracovnikiim
zavydaje andaklady vynalozené pfi provadéni
studie.

(b) Institution and Investigator understand and
agree that the terms and amounts mentioned in this
Exhibit B and its Appendix(ces) cover any and all
fees to Institution and Investigator with the
exception of services/fees explicitly allocated to

(b) Zdravotnické zafizeni a zkousSejici rozumi
a souhlasi s tim, ze podminky a ¢astky uvedené v
této priloze B a v priloze (ptilohach) ptfilohy B
obsahuji veskeré uhrady zdravotnickému zatizeni a
zkousSejicimu s vyjimkou sluzeb/poplatki vyslovné
pridélenych riznym
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different facilities/departments/providers
separately contracted.

zafizenim/oddélenim/poskytovateliim, s nimiz byla
smlouva uzaviena samostatné.

(©) Major, disqualifying Protocol violations
will not be payable under this Agreement or
through any terms set forth within Exhibit B and
Appendix 1.

(© Pri zavaznych, diskvalifikujicich
naruSenich protokolu nebudou castky na zdkladé
této smlouvy nebo podle podminek stanovenych
v ptiloze B a ptiloze 1 hrazeny.

Table 1: Visit Fees

Tabulka 1: Poplatky za navstévu

Visit number /

Cislo navstévy

Total Per Visit incl.
OH (CzK) /
Celkem za navstévu vé.

rezijnich nakladu (K¢)

XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
Confidential and Proprietary Page 6 of 13
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XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX
XXX XXX
*Detailed budget grid in Appendix 1/
*Podrobny rozpis rozpo€tu v piiloze 1

Confidential and Proprietary Page 7 of 13
XXX CZE PI XXX AM 1 2 Sept2024



Fortrea Master Amendment Template: Version 4, 20210622 /

Table 2: Additional Visits/procedures Tabulka 2: Dodateéné navstévy/vykony

Applicable to Patients in  Considerations * / Fee per unit incl OH
all ARMS/cohorts / Je tieba zvazit * (CZK)/
Plati pro pacienty ve Poplatek za jednotku
vSech véetné rezijnich
RAMENECH/kohortach nakladua (K¢)
XXX XXX XXX
XXX

3. Conditional/lInvoiceable items 3. Podminéné/fakturovatelné polozky

@ Fortrea shall pay the Payee indicated below | (2) Spole¢nost Fortrea polozky uhradi nize
in accordance to the terms specified in “Payment | uvedenému  pfijemci plateb vsouladu s
Terms” section below. podminkami uvedenymi v ¢asti s ,,platebnimi
podminkami* nize.

Table 3: Conditional and/or Invoiceable | Tabulka 3: Podminéné a/mebo uétovatelné
Procedures vykony

it cost Estimated cost per
Estimated qty per with O/H/ Patient / P
. . patient * / Jednotkové a
Conditional (Invoiced) Items / . - Odhadované
Podminéné (fakturované) polozk Liliepsaie 136107 naklad
odminéné (fa ) p \i _—— R \
mnozstvi S rezii pacienta
pacienta* (CzZK) / o
(K&) (CZK) / (K¢)
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
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XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX
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* Should a Study patient exceed the estimated
guantity, additional procedures will be reimbursed
upon approval from Fortrea without a contract
amendment be required

* Pokud pacient ve studii piekro¢i odhadovany
pocet postupti, budou dalsi postupy uhrazeny po
schvéleni spolecnosti Fortrea, aniz by byl
vyzadovan dodatek ke smlouve

These procedures above may be payable only in
accordance with the Protocol when:

Tyto vySe uvedené postupy mohou byt uhrazeny
pouze v souladu s protokolem v téchto pripadech:

(@) Planned assessments that have not been
included in the per Study patient per Visit fee

(a) Planovana vysSetfeni, ktera nebyla zahrnuta
do odmény za pacienta ve studii pfi jedné navstéve

(b) Re-testing is performed in line with protocol
requirements, clinically indicated and that falls
outside of the Study patient Visit schedule

(b) Opakované testovani se provadi v souladu s
pozadavky protokolu, je klinicky indikovdno a
nespada do planu navstév pacientd ve studii

Pass-through costs for Infusion Lines and IV Bags
will be reimbursed upon approval from Fortrea
without a contract amendment be required.

Pribézné naklady na infuzni hadicky a
intravenozni vaky budou uhrazeny po schvaleni
spolecnosti Fortrea, aniz by byl vyZzadovan dodatek
ke smlouve.

Surecan Safety  Port  Access Needle
Reimbursement: Payment for Surecan Safety Port
Access Needle shall be made by Sponsor/CRO for
the actual cost of Healthcare Service provider. The
payment will be made on a basis of approved and
received invoice up to a maximum of XXX CZK,
detailing actual needles purchase’s amounts the
Healthcare Service provider and/or Investigator
incurred into. Healthcare Service provider and/or
Investigator shall maintain receipts of all payments.
All payments are subject to monitor verification.

Uhrada za bezpeénostni jehly pro piistup k portu
Surecan: Zadavatel / CRO uhradi cenu za
bezpecnostni jehly pro ptistup k portu Surecan, a to
ve vySi odpovidajici skutecnym nakladim
poskytovatele zdravotnich sluzeb. Castka bude
uhrazena na zaklad¢ schvalené a prijaté faktury do
maximalni vy§e XXX CZK s podrobnymi udaji o
skuteénych nakupech jehel, které Poskytovatel
zdravotnickych  sluzeb  a/nebo  ZkousSejici
vynalozili. Poskytovatel zdravotnich sluzeb a/nebo
Zkousejici uchovava doklady o vsSech platbach.
Veskeré platby podléhaji kontrole monitora.

4. Additonal Study Specific Fees

4. Dalsi poplatky specifické pro studii

(@)

Study patient expenses

(@)

Niklady na pacienta ve studii

Confidential and Proprietary
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Study patient expenses will be reimbursed directly
by Fortrea, who will reimburse the Payee. Payment
will be eligible for reimbursement upon receipt of
a correct, itemized invoice. Such reimbursement
will be paid directly to the Payee, who will then be
responsible for reimbursing the Study patient.
Costs in excess of the maximum allowed must have
prior written approval by Fortrea before being

Néklady na pacienta ve studii budou hrazeny piimo
spolecnosti Fortrea, ktera je uhradi ptijemci. Platba
bude schvalena k proplaceni po obdrzeni spravné
faktury rozepsané do polozek. Tato tthrada bude
vyplacena primo pfijemci plateb, ktery pak bude
odpovidat za proplaceni naklad pacientovi
ve studii. Naklady ptekracujici povolené maximum
musi byt predem pisemné schvaleny spolecnosti

eligible for payment. Fortrea, nez bude mozné pozadovat jejich
proplaceni.
(b) Study patient names and any personal | (b) Jména pacientt ve studii a jakékoli osobni

information must be removed or redacted from any
expense supporting documentation (receipts and/or
tickets) submitted to Fortrea. Invoices submitted
should include the Institution number, Protocol
number, visit number, and the Study patient
number.

udaje museji byt z dokladii o vydajich (stvrzenek
a/nebo  jizdenek) predkladanych spole¢nosti
Fortrea odstranény nebo musi byt zalernény.
Ptedkladané faktury musi obsahovat Ccislo
zdravotnického zatizeni, ¢islo protokolu, dislo
navstévy a ¢islo pacienta ve studii.

Table 4: Study patient expenses

Tabulka 4: Naklady na pacienta ve studii

Unit cost
Estimated qty per e /,
. S Jednotkové
Study patient expenses / patient * / naklad
Naklady na pacienta ve studii Odhadované mnoZstvi s reiiiy
1 *
na pacienta (CZK) /
(K¢)
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX

* Should a Study patient exceed the estimated
quantity, additional procedures will be reimbursed
upon approval from Fortrea without a contract
amendment be required

* Pokud pacient ve studii piekro¢i odhadovany
pocet vykont, budou dalsi vykony uhrazeny po
schvaleni spolecnosti Fortrea, aniz by byl
vyzadovan dodatek ke smlouve

Institution Fees

(©)

(©)

Odmény zdravotnickému zaiizeni

Confidential and Proprietary
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Institution Fees include costs incurred by the
Institution to conduct activities necessary for
initiation, maintenance and closure of the site.

Odmény zdravotnickému zatizeni zahrnuji ndklady
vzniklé zdravotnickému zafizeni pii provadéni
¢innosti, které jsou nezbytné pro otevieni,
provozovani a uzavieni studijniho pracoviste.

Payment for Institution Fees shall be made upon
completion of such activities and in accordance
with terms set forth below.

Platba odmény zdravotnickému zafizeni bude
uhrazena po dokonceni téchto ¢innosti, ato
v souladu s podminkami stanovenymi nize.

Table 5. Institution Fees

Tabulka 5. Odmény zdravotnickému zarizeni

Payment Detail/ Per Total per
timeline/trigger/ Podrobnosti | Occurrence/ Site/
Institution Fees / Casovy rozpis / Na vyskyt | Celkem
Odmeéna poskytovateli spoustéc platby [CzZK]/ na
zdravotnich sluzeb [K¢] pracovisté
[CzK]/
[K¢]
XXX XXX XXX XXX XXX
XXX XXX XXX XXX XXX
XXX XXX XXX XXX XXX
XXX XXX XXX XXX XXX
(e) Data entry Fees (e) Poplatek za zadavani Gdaja

An amount as defined in Table 6 below will be paid
to the Payee after each Dose Escalation Committee
(DEC) meeting for data entry/query answered
within XXX.

Céstka definovana v tabulce 6 nize bude pifjemci
plateb vyplacena po kazdém zasedani komise pro
zvySovani déavek (angl. zkr. DEC) za zadavéni
udaji / zodpovézeni dotazu do XXX

Table 6. Data entry Fees

Tabulka 6. Poplatek za zadavani adaji

Trigger/

Data entry Fees /
Poplatek za zadavani

udaji

XXX XXX

Spoustéci faktor

Estimated qty per
Institution /
Odhadovany pocet na
jedno zdravotnické
zarizeni

Total per
Site
[CzK]/
Celkem
na
pracovisté
[K¢<]

XXX XXX

Confidential and Proprietary
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8. Banking details for Payee

Bankovni udaje prijemce plateb

Name of account holder:
Jméno majitele uctu:

Masarykliv onkologicky ustav

Address of the Bank account holder
Adresa majitele bankovniho uctu

Zluty kopec 7, Brno, 656 53, Czech republic

Bank name:
Nazev banky:

Ceska narodni banka

Sort code / Bank and Branch ID number: 0710
Kdéd Sort / ID banky a bankovni pobocky:
Account code/IBAN Code: 87535621/0710

Cislo uétu / kod IBAN:

IBAN: CZ58 0710 0000 0000 8753 5621

SWIFT/ABA Routing/CLABE/BSB/IFSC
(as applicable per region specific):

Kaéd SWIFT/ABA
Routing/CLABE/BSB/IFSC (specifikovat v
zavislosti na regionu):

SWIFT kod: CNBACZPP

Reference text
Referencni udaje

Sotio, SC201, ¢islo faktury, PT XXX
Sotio, SC201, invoice no., PI XXX

Appendix 1

Priloha 1

Study Budget

Rozpocet studie

Confidential and Proprietary
XXX CZE PI XXX AM 1 2 Sept2024

Page 13 of 13




