AMENDMENT 1 TO CLINICAL TRIAL
AGREEMENT

DODATEK C.1 KE SMLOUVE O
KLINICKEM HODNOCENI

This Amendment 1 to Clinical Trial
Agreement (“Amendment”), effective as of
its publication in the Agreements Register
(“Amendment Effective Date”), is made

by:

Tento Dodatek ¢. 1 ke Smlouvé o klinickém
hodnoceni (,,Dodatek*), a to s ucinnosti ke
dni uvefejnéni v registru smluv (,,Datum
ucinnosti Dodatku*) je uzavien mezi:

e Debiopharm International SA, having
its registered office at Forum “aprés-
demain”, Chemin Messidor 5-7, 1006
Lausanne, Switzerland (the “Sponsor”),

and

Debiopharm International SA, se
sidlem Forum “aprés-demain”, Chemin
Messidor  5-7, 1006  Lausanne,
Svycarsko (,,Zadavatel“), a

IQVIA RDS Czech Republic s.r.o.,
having a place of business at Pernerova
691/42, 186 00 Praha 8 - Karlin, Czech

Republic, Identification ~ number:
247 68 651, Tax identification number:
CZ24768651, represented by Ing.
Martin ~ Slégl, Managing Director

(“IQVIA”), and

IQVIA RDS Czech Republic s.r.o., se
sidlem Pernerova 691/42, 186 00 Praha
8 Karlin, Ceska republika,
Identifikacni ¢islo: 247 68 651, Danové
identifikaéni  Cislo: CZ24768651,
zastoupena Ing. Martinem Sléglem,
jednatelem (,,IQVIA%), a

Thomayerova nemocnice, located at
Videniska 800, 140 59 Praha 4 — Kr¢,
Czech Republic, Identification number:
000 64 190, Tax identification number:
CZ00064190, state contributory
organization established by the Ministry
of Health of the Czech Republic, full
text of foundation deed No. MZDR
17268-1V/2012, registered in
Companies Registry by Municipal Court
in Prague, Section PR, inlet 1043
represented by doc. MUDr. Zdené¢k
Benes CSc., Director (“Institution”),

and
e b
having an address at

(“Investigator”)

Thomayerova nemocnice, se sidlem
Videnska 800 140 59 Praha 4 - Kr¢,
Ceska republika, Identifikaéni ¢&islo:
000 64 190, Danové identifikacni ¢islo:
CZ00064190, statni ~ pfispévkova
organizace  ziizena  Ministerstvem
zdravotnictvi CR, uplné znéni ziizovaci
listiny ¢&j. MZDR 17268-1V/2012,
zapsana v obchodnim rejstiiku
u Méstského soudu v Praze, oddil Pr, vl.
1043, zastoupena doc. MUDr. Zdeitkem
BenesSem, CSc., feditelem
(,,Zdravotnické zatizeni®), a

s adresou

(,,ZKkousSejici®).
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Each a “Party” and together the “Parties”.

Kazdéa samostatné jako ,,Strana“ a spole¢né
jako ,,Strany*.

E'Lor;okf:r': Debio1347-201 Cislo protokolu: | Debio1347-201
Klinické hodnoceni
faze Il zaméfené na
genetické  mutace

A Phase Il basket vnadorech —  bez
study of the oral ohIedy na - jejich
selective pan-FGFR lokah‘t‘u (tzv. ,,bas.k,e‘f
inhibitor Debio 1347 study’)  zkoumajici
| in subjects with solid | | | Nazev perordlni - selektivni

Protocol Title: . . pan-FGFR inhibitor

tumors harboring a protokolu: Debio 1347

fusion of FGFR1, U pacienti

FGFR2 or FGFR3 Do s

"The FUZE Clinical solidnimi - tumory

Trial" obsahujicimi fazi
FGFR1, FGFR2
nebo FGFR3
(,,klinické hodnoceni
FUZE*)

Protocol Date: Version 2, 17 Datum Verze 2, 17. prosinec
) December 2018 protokolu: 2018

WITNESSETH:

TIMTO SE POTVRZUJE:

WHEREAS, the Parties have entered a
Clinical Trial Agreement, effective as of 6
June 2019 (the “Agreement”); and

VZHLEDEM K TOMU, zZe Strany uzaviely
Smlouvu o klinickém hodnoceni s u¢innosti
od 6. ¢ervna 2019 (,,Smlouva®), a

WHEREAS, the Parties wish to modify the
Agreement as noted below.

VZHLEDEM K TOMU, Ze si Strany pieji
upravit Smlouvu, jak je uvedeno niZe.

NOW THEREFORE, in consideration of
the mutual promises and covenants set forth
herein, and other good and valuable
consideration, the receipt and sufficiency of
which is hereby acknowledged, the Parties
hereby agree to amend the Agreement as
follows:

NYNI, Z TOHOTO DUVODU, s ohledem
na vzajemné piisliby a ujedndni stanovena v
této Smlouve a na jiné hodnotné plnéni, jejiz
pfijeti a dostatecnost se timto potvrzuje, se
Strany timto dohodly na zméné Smlouvy
takto:
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1. THE LAST PARAGRAPH IN THE
SECTION 1.6 “USE AND RETURN OF

1. POSLEDNI ODSTAVEC V CLANKU 1.6
.POUZITI A VRACENi HODNOCENEHO

INVESTIGATIONAL PRODUCT AND

LECIVA A MATERIALU* SMLOUVY SE TIMTO

EQUIPMENT” OF THE AGREEMENT 1S

V CELEM ROZSAHU RUSI A NAHRAZUJE SE

HEREBY DELETED IN ITS ENTIRETY AND

NASLEDUJICIM ZNENiM:

REPLACED WITH THE FOLLOWING
WORDING.

Should any equipment be provided by
Sponsor, Attachment K attached hereto
(Conditions of equipment loan) and a
handover certificate (internal documentation
of the Institution) shall be completed. The
Site shall return any equipment or materials
provided by Sponsor for use in the Study
unless Sponsor and Institution have a written
agreement for Institution to acquire the
equipment. If there are Site facility
improvements provided by IQVIA or
Sponsor in relation to the Study, then Site
shall enter a separate written agreement with
IQVIA or Sponsor with respect to such
facility improvements.

V ptipad¢, ze Zadavatelem bude poskytnuto
vybaveni bude vyplnéna piiloha ¢. K K této
Smlouvé Podminky poskytnuti vybaveni a
Protokol o prevzeti/vraceni vypujcky (interni
dokumenty Zdravotnického zatizeni). Misto
provadéni  klinického hodnoceni  vrati
jakékoli vybaveni ¢i materidly poskytnuté
Zadavatelem pro jejich pouziti ve Studii,
nebude-li uzaviena pisemna smlouva mezi
Zadavatelem a Zdravotnickym zafizenim, na
jejimz zaklad¢ Zdravotnické zafizeni nabude
vlastnictvi k takovému vybaveni. Doslo-li
k jakémukoli zhodnoceni zafizeni
provozovanych Mistem provadeéni
klinického hodnoceni, ato prostfednictvim
IQVIA ¢i Zadavatele v souvislosti se Studii,
Misto provadéni klinického hodnoceni se
zavazuje, Ze uzavie samostatnou smlouvu
SIQVIA nebo Zadavatelem ve vztahu
k av souvislosti s takovym zhodnocenim
zafizeni provozovanych Mistem provadéni
klinického hodnoceni.

2. THE LIST OF THE ATTACHMENTS IN
THE AGREEMENT IS HEREBY AMENDED BY

2. SEZNAM PRILOH UVEDENYCH VE
SMLOUVE SE TIMTO DOPLNUJE O

ADDITION OF THE FOLLOWING WORDING:

NASLEDUJICI ZNENI:

Attachment K - Conditions of loan of
equipment and a handover certificate

Ptiloha K - Podminky poskytnuti vybaveni a
Protokol o pfevzeti/vraceni vypljcky

3. CAPITALIZED TERMS

3. TERMINY VELKYM PISMEM

Each capitalized term used and not otherwise
defined herein shall have the meaning
ascribed to such term in the Agreement.

Veskeré terminy uvedené velkym pismem,
které nejsou definované v tomto Dotatku,
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budou mit vyznam pfifazeny témto termintim
ve Smlouvé.

4, ENTIRE AGREEMENT

4, CELA SMLOUVA

The  Agreement (inclusive of its
attachments), together with this Amendment,
constitutes the sole and complete agreement
between the Parties and replaces all other
written and oral agreements relating to the
Study. All terms and conditions of the
Agreement not expressly amended herein
shall remain in full force and effect.

Smlouva (vCetné jejich pfiloh) spolecné
s timto Dodatkem tvoifi jedinou a uplnou
smlouvu mezi Stranami a nahrazuje veskeré
ostatni pisemné a ustni smlouvy tykajici se
Studie. VSechna ustanoveni a podminky
Smlouvy, které nejsou vyslovné zménény
timto Dodatkem, zlstdvaji plné platné a
ucinné.

5. CONFIRMATION & TERMINATION

5. POTVRZENI & UKONCENI

The Agreement, its terms and conditions and
all provisions are hereby confirmed and shall
remain in full force and effect unless
expressly modified in this Amendment. All
terms and conditions of the Agreement and
this Amendment shall continue until the
completion of the Study or until the
Agreement is terminated pursuant to its
terms.

Smlouva, jeji podminky a vSechna
ustanoveni se timto stvrzuji a zastavaji v plné
platnosti a G¢innosti, pokud nejsou vyslovné
zménény Vv tomto Dodatku. Veskeré
podminky Smlouvy a tohoto Dodatku budou
trvat az do dokonceni Studie nebo do
ukon¢eni Smlouvy vsouladu s jejimi
podminkami.

6. AGREEMENTS REGISTER

6. REGISTR SMLUV

Institution, Investigator, Sponsor and IQVIA
hereby acknowledge that this Amendment
shall be published pursuant to the Act No.
340/2015 Coll., on Agreements Register.
Any information which constitutes trade
secret of either Party is exempted from such
publication. Furthermore, personal data of
individuals are also exempt from such
publication, unless they have been previously
published in another public register. The
Institution is obliged to publish this
Amendment in accordance with the article
herein above. The Institution will inform
IQVIA of publishing this Amendment in the
Agreements Register by designating the
following email address:

Zdravotnické zatizeni, ZkouSejici, Zadavatel
a IQVIA timto berou na védomi, Ze tento
Dodatek bude uvetejnén v souladu se zak. ¢.
340/2015 Sb., o registru smluv. Takovémuto
uvetejnéni nepodléhaji ty udaje, které tvoti
obchodni tajemstvi né€které ze Stran. Dale
nebudou takovémuto uvetfejnéni podléhat
osobni udaje fyzickych osob, ledaze jsou jiz
uvefejnény v jiném vefejné piistupném
registru. Za uvefejnéni Dodatku dle
ptedchoziho odstavce odpovida
Zdravotnické zatizeni. Zdravotnické zatizeni
vyrozumi IQVIA o uvetejnéni Dodatku v
registru smluv tak, ze ve formulafi

ouzivaném k uvefejnéni zadd adresu
h jako
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I - the

email address to which a notification of
publication in the Agreements register shall
be sent. Should the Institution fail to publish
this Amendment within 5 working days from
its full execution by all Parties, it may be
published by the IQVIA or Sponsor.

emailovou adresu, na kterou ma byt zaslana
notifikace o uvefejnéni. Neni-li Dodatek
uvefejnén Zdravotnickym zatizenim ve lhité
5 pracovnich dni od jeho podpisu vSemi
Stranami, jsou k jejich uvetejnéni opravnéni
IQVIA ¢i Zadavatel.

The estimated value of financial payment
under the Agreement as amended shall be
approximately CZK 184,646.

Piedpokladana hodnota finan¢niho plnéni dle
Smlouvy ve znéni Dodatku ¢ini pfiblizné
184,646 K¢&.

In case of discrepancies between Czech and
English version of this Amendment the
Czech version shall prevail.

V ptipadé rozporu mezi ¢eskou a anglickou
verzi Dodatku mé ptrednost a je rozhodujici
verze Ceska.

[SIGNATURES ON THE FOLLOWING
PAGE]

[PODPISY JSOU NA NASLEDUJICI
STRANE]
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IN WITNESS WHEREOF, this
Amendment has been executed by the Parties
hereto through their duly authorized officers
on the date(s) set forth below.

NA DUKAZ TOHO Strany uzaviely tento
Dodatek prostiednictvim  svych tadné
opravnénych zastupci v nize uvedeny(ch)

den (dnech).

Debiopharm International SA

Thomayerova nemocnice

By / Podpis:

By / Podpis:

Name / Jméno a piijmeni:

Name / Jméno a piijmeni:

doc. MUDr. Zdenék Benes, CSc.

Title / Funkce:

Title / Funkce:

Director / Reditel

Date / Datum:

Date / Datum:

IQVIA RDS Czech Republic s.r.o.

By / Podpis:

By / Podpis:

Name / Jméno a pfijmeni:

Name / Jméno a piijmeni:

Title / Funkce:

Title / Funkce:

Investigator / ZkouSejici

Date / Datum:

Date / Datum:

Amendment No. 1_Debiopharm_1347-201_TN_Redacted_040320
Amendment 1 to Clinical Trial Agreement / Dodatek ¢. 1 ke Smlouvé o klinickém hodnoceni

Debiopharm International SA / Debio 1347-201
Thomayerova nemocnice /
Version / Verze: Redacted // 04032020 6

CONFIDENTIAL / DUVERNE



Nemacnice

Attachment No. K:
Conditions for Equipment Provision

Sponsor (Lender) will provide the (borrower)
with movable assets for use in the clinical
study.

The subject of the loan are the following
movable asset items:

name: Medidata Apple iPad Air 2 Tablet
Shell

type and serial number are specified in the
Report of receipt/return

Total value of the subject of the loan:
CZK 8 606 in accordance with the records of
the Lender's assets.

name: ECG Mortara ELI 150 ECG recorder
type and serial number are specified in the
Report of receipt/return

Total value of the subject of the loan:
CZK 30 740 in accordance with the records of
the Lender's assets.

The Lender handed over (directly or through a
contractor) the above-specified subject of the
loan to the Borrower on 21 May 2019 in
condition suitable for proper use.

The subject of the loan is being at Onkologicka
klinika 1. LF UK a TN

The handover was confirmed by the report of
receipt/return of the subject matter of the
equipment loan, signed by the authorized
representatives of both parties and will be filed
in the this clinical study documentation (the

1

nemocnice

Priloha ¢. K:
Podminky poskytnuti vybaveni

Zadavatel (pijcitel) poskytl zdravotnickému
zafizeni (vypijciteli) movité véci k pouziti
v ramci KH/KZ.

Predmétem vypujcky jsou nésledujici movité
vecl:

nazev: Medidata Apple iPad Air 2 Tablet
Shell

typ a vyrobni ¢islo budou uvedeny v Protokolu
o ptevzeti/vraceni vypijcky

Celkova hodnota pfedmétu  vypujcky:
8606 K¢ v souladu s evidenci majetku
pujcitele.

nazev: ECG Mortara ELI 150 ECG recorder
typ a vyrobni ¢islo budou uvedeny v Protokolu
o pfevzeti/vraceni vypujcky

Celkovd  hodnota  pfedmétu  vypljcky:
30740 Ké v souladu s evidenci majetku
pujcitele.

Pujcitel predal (pfimo nebo prostfednictvim
dodavatele) dne 21. kvétna 2019 vypujciteli
vyse specifikovany predmét vypuajcky ve stavu
zpusobilém k ftadnému uZivani. Pfedmét
vypujcky je uzivan na Onkologické klinice 1.
LFUKaTN

Pfedani bylo potvrzeno protokolem o
pfevzeti/vraceni pfedmétu vypujcky,
podepsanym opravnénymi zastupci obou
smluvnich stran a bude zalozen v dokumentaci
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template is provided at the intranet-forms-
legal).

1. The Borrower undertakes to return the
subject of the loan to the Lender upon
completion or termination of the Trial (as
defined in 1.2. of the present attachment) at the
Borrower in accordance with the Agreement
and separate attachment(s) governing the
performance of such Study, unless the
Borrower and the Lender have a written
agreement for the Borrower to acquire the
subject of the loan.

2. The Borrower also commits to the
proper use of the subject matter of the contract
in accordance with the instructions provided by
or on behalf of the Lender and all applicable
laws and regulations, and solely for the
purposeof performing the clinical trial
described in the protocol Debio 1347-201 titled
"A Phase Il basket study of the oral selective
pan-FGFR inhibitor Debio 1347 in subjects
with solid tumors harboring a fusion of
FGFRI, FGFR2 or FGFR3“ (the “Study*) in
accordance with such protocol. The Borrower
is required to protect the subject of the loan
against damage, loss or destruction.

4. The Borrower is not obliged to
compensate the Lender for the ordinary wear
and tear to the borrowed item The Borrower is
liable to the Lender for any other damage
caused to the borrowed item or loss thereof.

tohoto KH (vzor je uveden na intranetu-
formulare-pravni).

1. Vypujcitel se zavazuje predmét
vypuajcky vratit pujéiteli po dokonéeni nebo
ukonceni klinického hodnoceni (definovaného
vélanku 1. 2 této prilohy) u vypujcitele
v souladu se Smlouvou a samostatnou(ymi)
ptilohou(ami), které¢ upravuji provadéni této
Studie, jestlize vypujcitel a pujéitel nemaji
uzavienou pisemnou smlouvu o koupi

pfedmétu vypujcky.
2. Vyptjcitel se dale zavazuje predmét

smlouvy fadn¢ uzivat v souladu s instrukcemi,
které obdrzi od pijcitele nebo jeho jménem
ase vSemi pfisluSnymi pravnimi piedpisy
anafizenimi vyhradné¢ pro ucel provadéni
klinického hodnoceni popsané¢ho protokolem
¢. Debio 1347-201 snazvem ,Klinicke
hodnoceni faze Il zameérené na genetické
mutace v nddorech bez ohledu na jejich
lokalitu (tzv. , ,basket study*) zkoumajici
perordlni selektivni pan-FGFR inhibitor Debio
1347 u pacientit se solidnimi  tumory
obsahujicimi  fuzi FGFRI, FGFR2 nebo
FGFR3” (,,Studie®), v souladu s piislusnym
protokolem. Vypujcitel je povinen chranit
pfedmét vypljcky pfed poSkozenim, ztratou
nebo zni¢enim.

4. Vypijcitel neni povinen odSkodnit
pujcitele za bézné opotiebeni na vypujcené
véci  Vypujcitel  vaci  pujciteli  nese

odpovédnost za jakoukoli Skodu zplisobenou
na vypujcenych vécech, jejich ztratu nebo
zniceni.
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1. The Lender undertakes to supply all the
necessary accessories to the subject of the loan
to the Borrower free of charge for the entire
duration of the period of loan, directly or
through a contractor.

2. For borrowed items which are medical
devices, the Lender undertakes to make
available the following to the Borrower:

e CE Declaration
e Calibration statement
e User Manual in English

Unenforceability or invalidity of any article,
paragraph, or provision of this contract shall
not affect the enforceability or validity of other
provisions hereof. In such a case, the parties
shall conduct negotiations and agree on a
legally acceptable way of implementing the
intentions contained in such part of the contract
that has expired.

1. Pujcitel se zavazuje bezplatné dodavat
veskeré nutné pfisluSenstvi k predmétu
vypujcky vypujéiteli, a to po celou dobu trvani

vypujcky(piimo nebo prostiednictvim
dodavatele).

2. K vypijéenym vécem, které jsou
zdravotnickymi  prostiedky, se  pujcitel

zavazuje poskytnout nasledujici:

e Prohlaseni konformity (CE)
e Prohlaseni o kalibraci
e Navod K pouziti v anglickém jazyce

Nevynutitelnost nebo neplatnost kteréhokoli
¢lanku, odstavce nebo ustanoveni této smlouvy
neovlivni vynutitelnost nebo platnost ostatnich
ustanoveni této smlouvy. V takovém ptipadé
povedou smluvni strany vzdjemna jednani a
dohodnou se na pravné pftijatelném zptisobu
provedeni zdmérl obsazenych v takové casti
smlouvy, jeZ pozbyla platnosti.
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