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AMENDMENT # 1 TO CLINICAL TRIAL
AGREEMENT

Protocol # Debio 1143-SCCHN-301

This Amendment # 1 (“Amendment”) dated as of the date
of last signature and effective as of 20.July 2021
(“Effective Date”) between

Syneos Health UK Limited, with principal offices
located in the United Kingdom at Farnborough Business
Park, 1 Pinehurst Road, Farnborough, Hampshire,
GU14 7BF, United Kingdom, including its affiliates,
subsidiaries, and specifically its parent company
Syneos Health, LLC (“CRO”)

and

Krajka nemocnice T. Bati, a.s., with a place of business
at Havlickovo nabrezi 600, 762 75 Zlin, Czech Republic
Iden.number: 27661989, registered in the Commercial
Register at the Chamber of Commerce in Brno, Section
B, Insert 4437, represented by xxx, Ph. D., Chairman of
the Board of Directors and xxxx, Member of the Board of
Direction (“Institution”)

and

xxxx, with a place of business at Krajske nemocnice T.
Bati a.s., Havlickovo nabrezi 600, 762 75 Zlin, Czech
Republic (“Principal Investigator™).

WHEREAS, the Parties desire to modify the Clinical
Trial Agreement with an effective date of December 7.
2020 (“Agreement”) for the clinical trial with Sponsor
Drug Debio 1143, encoded Debio 1143-SCCHN-301
entitled “A  randomized, double-blind placebo-
controlled, Phase 3 study of Debio 1143 in
combination with platinum-based chemotherapy and
standard fractionation intensity-modulated
radiotherapy in patients with locally advanced
squamous cell carcinoma of the head and neck,
suitable for definitive chemoradiotherapy (TrilynX).”
(“Protocol”) to be conducted at Institution (“Trial”) to
involve patients participating in the Trial (“Trial
Subjects”).

WHEREAS, in accordance with Section 26 (Entire
Agreement and Severability) of the Agreement, the

DODATEK (“:,. 1 ]
KE SMLOUVE O KLINICKEM HODNOCENI

Protokol ¢islo Debio 1143-SCCHN-301

Tento dodatek ¢. 1 (,,dodatek™) ze dne piipojeni
posledniho podpisu s uc¢innosti k datu 20.July 2021
(,,datum ucinnosti*‘) se uzavira mezi

Syneos Health UK Limited, se sidlem ve Velké Britanii
na adrese Farnborough Business Park, 1 Pinehust Road,
Farnoborough, = Hampshire, GU14 7BF, Spojené
kralovstvi, v€etné jejich pobocek, dcefinych spolecnosti
a konkrétné jeji matetské spole¢nosti
Syneos Health, LLC (,,CRO*)

a

Krajska nemocnice T. Bati, a. s., Havlickovo nabtezi
600, 762 75 Zlin, Ceska republika, IC 27661989, zapsana
v OR u KS v Brné, oddil B., vlozka 4437, zastoupena
doc. xxxx., predsedou predstavenstva a xxx, Clenem
predstavenstva (,,Zdravotnické zafizeni®)

xxxx § pracovistétm Krajskd nemocnice T.Bati
a.s.,Havlickovo nabiezi 600, 762 75 Zlin, Ceska
republika (,,hlavni zkousejici).

JELIKOZ si smluvni strany pieji upravit smlouvu o
klinickém hodnoceni s datem Gu¢innosti 7. prosince. 2020,
(,,smlouva®“) pro klinické hodnoceni hodnoceného
1é¢ivého ptipravku Debio 1143 s kddovym oznacenim
Debio 1143-SCCHN-301 nazvanym ,,Randomizovana,
dvojité zaslepena placebem kontrolovana studie faze
3 pripravku Debio 1143 v kombinaci s chemoterapii
na bazi platiny a standardni frakcionovanou
radioterapii s modulovanou intenzitou u pacienti s
lokidlné pokrocilym skvamocelularnim karcinomem
hlavy a  krku vhodnych k  definitivni
chemoradioterapii (TrilynX).”“ (,,protokol”), které je
provadéno ve zdravotnickém zafizeni (,klinické
hodnoceni®) a jsou do n¢j zafazovani pacienti (,,subjekty
klinického hodnoceni®).

JELIKOZ v souladu s bodem 26 smlouvy (Uplna
smlouva a odd¢litelnost ) si smluvni strany pieji upravit
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Parties desire to modify the specific language and hence
agree to the following modifications to the Agreement:

1. The Attachment B (Financial Arrangements
Worksheet) to the Agreement is updated to deposit for
Site for Patient travel reimbursement, said costs being
effective as of 20.December 2020. Hence the Attachment
B (Financial Arrangements Worksheet) to the Agreement
is deleted in its entirety and replaced with Attachment B
(Financial Arrangements Worksheet) as attached to this
Amendment to add the following costs:

konkrétni znéni, a proto souhlasi s ndasledujicimi
Upravami smlouvy:

1. Ptiloha B (Zaznam finan¢niho ujednani) ke smlouvé
je aktualizovana tak, aby zalohy na cestovné subjektd
hodnoceni ; uvedené naklady jsou ucinné ode dne
20.prosince 2020, Z tohoto diivodu je ptiloha B (Zdznam
finan¢niho ujednani) ke smlouvé v plném rozsahu
odstranéna a nahrazena ptilohou B (Zaznam finan¢niho
ujednani), jak je pfipojena k tomuto dodatku, aby ptidala
nasledujici naklady:

Deposit to patient
travel
reimbursement /
Zaloha na cestovné

Trial Subject Travel Reimbursement. Syneos Health on behalf of Sponsor further agrees
to pay Institution a lump sum in amount of XXXX for reimbursement of patients justified
travel costs for return visits to the Institution (hereinafter “Travel expenses”). The lump
sum (hereafter “lump sum”) will be paid by Syneos Health based on an invoice issued by
the Institution after execution of this Amendment The lump sum is in accordance to §36
sec. 11 Act. No. 235/2004, on value added tax as amended, is not included in the tax base
of the VAT.

After exhausting three-quarters of the lump sum the Institution is authorized to issue another
invoice for further lump sum payment. Any remaining funds at the end of the Trial shall be
returned to Syneos Health upon request or deducted from the final payment performed by
Syneos Health.

Cestovni nahrada subjektu hodnoceni. Spolecnost Syneos Health jménem zadavatele dale
souhlasi s tim, Ze zaplati zdravotnickému zafizeni pausalni ¢astku ve XXXX K¢ na ndhradu
pacientovi odiivodnénych cestovnich nakladl za zpatecni navstévu zdravotnického zatizeni
(dale jen ,,cestovni vydaje®). Jednorazovou ¢astku (dale jen ,,jednorazova ¢astka®) zaplati
spole¢nost Syneos Health na zaklad¢é faktury vystavené zdravotnickému zafizeni po
uzavieni tohoto dodatku. Pausalni ¢astka je v souladu s §36 odst. 11 zakona. 235/2004 Sb.,
O dani z pridané hodnoty, ve znéni pozdéjsich piedpisti, neni zahrnut do zakladu dané z
DPH.

Po vycCerpani tfi Ctvrtin pausalni ¢astky je zdravotnické zafizeni opravnéno vystavit dalsi
fakturu pro dal$i pausalni platbu. Veskeré zbyvajici finan¢ni prostfedky na konci studie
budou na zadost vraceny spolecnosti Syneos Health nebo odecteny od konecné platby
provedené spolecnosti Syneos Health.

2. Defined terms used in this Amendment and not defined
herein will have the same meanings assigned such terms
in the Agreement.

3. All other provisions of the Agreement shall remain
unaltered and given full force and effect.

4. In the event that the Parties execute this Amendment
by exchange of electronically signed copies or facsimile
signed copies, the Parties agree that, upon being signed
by all parties, this Amendment will become effective
from Effective Date and binding and that facsimile copies
and/or electronic signatures will constitute evidence of a

2. Definované vyrazy pouzité v tomto dodatku a zde
nedefinované budou mit stejné vyznamy, jaké maji ve
smlouve.

3. VeSkera dalSi ustanoveni smlouvy
nezménéna a v plné platnosti a ucinnosti.

zUstavaji

4.V ptipadé, Ze strany podepisi tento dodatek formou
vymény elektronicky podepsanych kopii nebo faxové
vymény podepsanych kopii, strany se zavazuji, ze po
podpisu obéma stranami bude dodatek ucinny od data
ucinnosti a zavazny a ze faxové kopie nebo elektronické
podpisy predstavuji dikaz zavazného ujednani s
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binding agreement with the expectation that original
documents may later be exchanged in good faith. Where
this Amendment is executed by Institution and/or
Principal Investigator through the use of an electronic or
digital signature, Institution and/or Principal Investigator
agree(s) that: (i) its/his/her/their electronic or digital
signature has same effect as a handwritten signature; (ii)
signature by electronic or digital means is permitted
under Applicable Law for the execution of the
Amendment; (iii) the electronic or digital signature
platform used to generate such signature meets the
requirements under Applicable Law for creating a valid
advanced electronic or digital signature; and (iv)
Institution and/or Principal Investigator shall provide to
CRO and/or to Sponsor any further necessary
certification or supporting documentation around
its/his/her/their electronically generated signatures in
compliance with this Section.

[SIGNATURE PAGE FOLLOWS]

ocekavanim, Ze originaly dokumentii budou v dobré viie
vyménény pozdéji. Pokud byl tento dodatek podepsan
zdravotnickym zatfizenim a/nebo hlavnim zkousejicim za
pouziti elektronického nebo digitdlntho podpisu,
zdravotnické zatizeni a/nebo hlavni zkouSejici souhlasi s
tim, Ze: (i) jeho/jejich elektronicky nebo digitalni podpis
ma stejné Ucinky jako vlastnoru¢ni podpis; (ii) podpis
elektronickymi nebo digitalnimi prostfedky je dovolen
platnymi zadkony pro podpis dodatku; (iii) platforma
elektronického nebo digitalniho podpisu pouzita k
vygenerovani takového podpisu splituje pozadavky
platnych zikoni pro vytvofeni platného zaruceného
elektronického nebo digitalniho podpisu; a (iv)
zdravotnické zatizeni a/nebo hlavni zkousejici poskytnou
spolecnosti CRO a/nebo zadavateli jakoukoliv dalsi
nezbytnou certifikaci nebo podplrnou dokumentaci
tykajici se jejich podpist elektronicky vygenerovanych v
souladu s timto bodem.

[NASLEDUJE STRANA S PODPISY]
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| Agreed to and accepted:

| Souhlasim a p¥ijimam:

CRO INSTITUTION / ZDRAVOTNICKE ZARIZENi
Signature / Podpis Signature / Podpis
XXX XXX

Printed Name / Jméno (hilkovym pismem)

Printed Name / Jméno (hiilkovym pismem)

Manager SSU&Regulatory Predseda piedstavenstva
Title / Pozice Title / Pozice
Date / Datum Date / Datum

INSTITUTION / ZDRAVOTNICKE ZARIZENI

PRINCIPAL INVESTIGATOR / HLAVNI
ZKOUSEJICI

Signature / Podpis

XXXX

Signature / Podpis

XXXX

Printed Name / Jméno (hilkovym pismem)

Clen piedstavenstva

Printed Name / Jméno (hiilkovym pismem)

Title / Pozice

Title / Pozice

Date / Datum

Date / Datum
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ATTACHMENT B PRILOHA B
FINANCIAL ARRANGEMENTS WORKSHEET ZAZNAM FINANCNIHO UJEDNANI
FINANCE SUMMARY BOX SHRNUTI FINANCNICH ZAVAZKU
Invoice Currency:CZK Meéna faktury: K¢
Payment Base: Visit based Zaklad platby:Dle navstévy
CRO Contracting Entity : Syneos Health UK Limited Smluvni subjekt CRO: Syneos Health UK Limited
XXXXX
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