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MORF-057-203

SETTLEMENT AGREEMENT

Made in compliance with Sec. 1903 et seq. of Act
No. 89/2012 Coll., the Civil Code, as amended
(hereinafter “Agreement”)

Military Hospital Brno, located at Zabrdovicka 3,
615 00 Brno, Czech Republic, IN: 60555530, TIN:
CZ60555530, represented by plk. gst. Petr Kral
(hereinafter “Institution”)

and

|
I hereinafter “Former

Investigator®)

and

I o ffiliated with Military Hospital
Brno, Zabrdovick& 3, 615 00 Brno, Czech Republic
(hereinafter “Investigator”)

and

Morphic Therapeutic, Inc., registered address 35
Gatehouse Drive, Suite A2, Waltham, MA 02451,
USA (hereinafter ,Sponsor®)

(Institution, Former Investigator, Investigator, and
Sponsor, hereinafter each a “Party”
collectively “Parties”)

and

1.1 The Institution, the Former Investigator, and
the Sponsor entered into a clinical trial agreement
(hereinafter “CTA”) on 03 May 2024, the subject
matter of which was to engage the Former
Investigator to conduct the Sponsor’s clinical trial.
Following the change of the investigator, the
Parties entered into Amendment #1 to the CTA
(hereinafter “Amendment”) on 12 September
2024.
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DOHODA O NAROVNANI

uzaviena v souladu s ust. § 1903 a nasl. zakona &.
89/2012 Sh., obcansky zakonik,
pozdéjSich predpisu (,Dohoda“)

ve znéni

Vojenska nemocnice Brno, p. 0., se sidlem
Zabrdovicka 3, 615 00 Brno, Ceska Republika,
ICO: 60555530, DIC: CZ60555530, zastoupena
plk. gst. MUDr. Petrem Kralem (dale
LZdravotnické zafizeni®)

jen

a

hlavni zkousejici)
a

I spolupracujici s Vojenska
nemocnice Brno, p.o., Zabrdovicka 3, 615 00 Brno,
Ceska republika (dale jen ,Hlavni zkousejici*)

a

Morphic Therapeutic, Inc., se sidlem 35
Gatehouse Drive, Suite A2, Waltham, MA 02451,
Spojené staty americké (dale jen ,Zadavatel®)

(Zdravotnické zafizeni, Byvaly hlavni zkousejici,
Hlavni zkou3ejici a Zadavatel dale jednotlivé jen
,Strana‘, dohromady jen ,Smluvni strany*)

1.1 Zdravotnické Byvaly  hlavni
zkousdejici a Zadavatel uzavfeli dne 3.5.2024
smlouvu o Klinickém hodnoceni (déle jen
~smlouva‘), jejimz pfedmétem bylo angaZovani

zafizeni,

Zdravotnického zafizeni a Byvalého hlavniho
zkousejiciho pro provedeni klinického hodnoceni
Zadavatele. V navaznosti na zménu hlavniho
zkous8ejiciho uzaviely Smluvni strany dne
12.9.2024 dodatek €. 1 ke Smlouvé (,Dodatek®).
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1.2 The Institution is subject to Act No. 340/2015
Coll., on the Contract Register, as amended
(hereinafter “ZRS”) that obliges the Institution to
publish agreements, whereas this obligation also
applies to the CTA and the Amendment.

1.3 However, due to an administrative
misconduct, the CTA had not been published in the
Contract Register. With respect to the fact that the
CTA was not published in the Contract Register
within 3 months after its execution, it has been void
since the beginning pursuant to Sec. 7 (1) of the
ZRS.

1.4 In the interest of regulation of mutual rights
and responsibilities arising out of the originally
made CTA and the Amendment and with respect
to the fact that the Parties have acted, being aware
of the binding character of the CTA and the
Amendment made, and in compliance with their
contents they have performed what they had
mutually negotiated, and in pursuit of improving the
status resulting from the failure to publish the CTA
in the Contract Register, the Parties are entering
into this Settlement Agreement.

2.1  The Parties hereby mutually confirm that the
contents of mutual rights and responsibilities that
they are newly agreeing on in this Agreement is
fully expressed by the text of the originally made
CTA and the Amendment that constitute
Attachment #1 and Attachment # 2 hereto for these
purposes.

2.2 The Parties represent that all mutually
provided performance based on the CTA and the
Amendment are deemed performance hereof and
that in connection with the mutually provided
performance they will not raise any claims against
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1.2 Zdravotnické  zafizeni je  povinnym
subjektem pro zvefejfiovani smluv v registru smluv
dle zakona ¢&. 340/2015 Sb., zakon o registru
smluv, ve znéni pozdéjSich predpist (,ZRS"),
pficemz tato povinnost se dotyka rovnéz Smiouvy
a Dodatku.

1.3 V duasledku administrativniho pochybeni
v8ak Smlouva v registru smluv uverejnéna nebyla.
Vzhledem k tomu, Ze Smlouva nebyla uvefejnéna
v registru smluv do 3 mésicu od jejiho uzavfeni, je
dle ust. § 7 odst. 1 ZRS smlouva od pocatku
neplatna.

1.4 V z4mu dpravy vzdjemnych prav a
povinnosti vyplyvajicich z plvodné sjednané
Smlouvy a Dodatku, s ohledem na skute¢nost, ze
Smluvni strany jednaly s védomim zavaznosti
uzaviené Smlouvy a Dodatku a v souladu s jejich
obsahem plnily, co si vzajemné ujednaly, a ve
napravit dasledku
neuvefejnéni Smlouvy v registru smluv, sjednavaji
Smluvni strany tuto dohodu o narovnani.

shaze stav  vznikly v

2.1
stvrzuji, Ze obsah vzajemnych prav a povinnosti,
ktery touto Dohodou nové sjednavaji, je zcela a
beze zbytku vyjadfen textem plvodné sjednané
Smlouvy a Dodatku, které tvofi pro tyto ucely
Pfilohu €. 1 a Pfilohu &. 2 této Dohody.

Smluvni strany si timto ujednanim vzajemné

2.2  Smluvni strany prohlasuji, Ze veSkera
vzajemné poskytnuta plnéni na zakladé Smlouvy a
Dodatku se povaZzuji za plnéni dle této Dohody a
Ze v souvislosti se vzajemné poskytnutym plnénim
vzajemné vucéi  ostatnim

nebudou vznaset
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the other Parties on the basis of groundless
enrichment.

2.3 The Parties represent that all future
performance hereof that shall be provided as of its
publishing in the Contract Register in compliance
with the contents of mutual obligations expressed
in Attachment #1 and Attachment #2 hereto, will be
provided in accordance with the terms agreed
upon. For avoidance of doubt, the Parties
expressly agree that the CTA and its Amendment,
as set out in Attachments #1 and #2, are
enforceable as of their intended effective date, and
any obligations or rights arising under them shall
be deemed effective and binding from that date,
unless expressly modified by this Settlement
Agreement.

3.1 This Agreement and the resulting legal
relations shall be governed by the applicable law of
the Czech Republic.

3.2 Any modifications or amendments hereto
must be made in the form of a written amendment
signed by both Parties.

3.3 If any provision of this Agreement becomes
invalid, ineffective or unexecutable and such
provision may be separated from the rest of the
Agreement, it will not affect the validity, effect and
executability of the remaining provisions. The
Parties shall provide mutual cooperation to replace
the invalid, ineffective or unexecutable provision by
such valid, effective and executable provision that
to the extent possible keeps the economic purpose
intended by the invalid,
unexecutable provision.

ineffective  and

3.4 The Parties acknowledge that under the
ZRS this Agreement will be published in the
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Smluvnim stranam naroky z titulu bezdivodného
obohaceni.

2.3  Smluvni strany prohladuji, ze veskera
budouci plnéni z této Dohody, ktera maji byt od
okamziku jejiho uvefejnéni v registru smluv plnéna
v souladu s obsahem vzajemnych zavazku
vyjadienych v Pfiloze €. 1 a Priloze &. 2 této
Dohody, budou splnéna podle sjednanych
podminek. Pro vylouceni pochybnosti se Smluvni
strany vyslovné dohodly, Ze Smlouva a jeji
Dodatek, jak jsou uvedeny v Pfilohdch ¢. 1 a ¢. 2,
jsou vymahatelné ke dni jejich zamyslené
ucinnosti, a jakékoli povinnosti nebo prdva z nich
vyplyvajici se povaZuji za ucinné a platné od
tohoto data, pokud neni vyslovné upraveno jinak
touto Dohodou o narovnani.

3.1 Tato Dohoda a pravni vztahy z ni vyplyvajici
se fidi pravnim fadem Ceské republiky.

3.2 Zmény nebo doplnéni této dohody vyZaduji
formu pisemného dodatku, podepsaného obéma
Smluvnimi stranami.

3.3 V pfipadé, Ze je nebo se stane nékteré z
ustanoveni této dohody neplatné, neucinné nebo
nevykonatelné a takové ustanoveni je oddélitelné
od ostatniho obsahu Dohody, nebude tim dotéena
platnost, ostatnich
ujednani. Smluvni strany jsou povinny poskytnout
si vzajemnou soucinnost pro to, aby neplatné,
neuc€inné nebo nevykonatelné ustanoveni bylo
nahrazeno takovym platnym,
ucinnym a vykonatelnym, které v nejvy$sSi mozné

ucinnost a vykonatelnost

ustanovenim

mife zachovava ekonomicky ucel
neplatnym,
ustanovenim.

zamysSleny
neu¢innym nebo nevykonatelnym

3.4 Smluvni strany berou na védomi, Ze tato
Dohoda bude zvefejnéna v registru smluv dle ZRS.
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Contract Register. The Institution, which is subject
to publishing contacts in the Contract Register,
hereby agrees to promptly publish the Agreement
and its full attachments in the Contract Register in
compliance with the provisions of Sec. 5 of the
ZRS.

3.5 This Agreement has been executed in four
(4) counterparts, each being deemed an original.
Each Party will receive one counterpart (1).

PSI Template, General, 27-MAY-2024
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Zdravotnické zafizeni, jako povinny subjekt pro
zvefejfiovani v registru smluv, se timto zavazuje k
neprodlenému zvefejnéni této Dohody a jejich
kompletnich pfiloh v registru smluv v souladu s
ustanovenim 8 5 ZRS.

3.5 Tato Dohoda je vyhotovena ve &tyfech (4)
vyhotovenich, z nichz kazdé ma povahu originalu.
Kazda ze Smluvnich stran obdrzi po jednom (1)
vyhotoveni.
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Vojenska nemocnice Brno, p.o.

Institution/Zdravotnické zafizeni: Vojenska nemocnice Brno, p. o.

Name | Jméno: plk. g§t. MUDr. Petr Kral
Title | Pozice: Director/Reditel
30-Dec-2024 | 6:59 AM CET

Dated | Datum:

Former Investigator | Byvaly hlavni zkou$ejici: New Investigator | Novy hlavni zkousejici:

19-Dec-2024 | 4:39 PM CET 19-Dec-2024 | 5:13 PM CET

Dated | Datum: Dated | Datum:

Morphic Therapeutic, Inc.

(signed by PSI CRO Czech republic s.r.o. in the name of the Sponsor, based on a power of attorney
/ jménem Zadavatele podepsala PSI CRO Czech Republic s.r.0. na zakladé plné moci)

Name | Jméno: I Name | Jméno: I
Title | Pozice: Country Manager, Based on a Title | Pozice: Sr. Accountant, Based on a
power of attorney/Na zakladé plné moci power of attorney/Na zakladé pIné moci
19-X11-2024 | 7:30 dop. PST 19-Dec-2024 | 7:19 AM PST
Dated | Datum: Dated | Datum:
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ATTACHMENT 1
CLINICAL TRIAL AGREEMENT

CLINICAL STUDY AGREEMENT
(with Institution and Investigator)

This Clinical Study Agreement with the Institution
and Investigator (the “Agreement”) is made and
entered into by and between:

Vojenska nemocnice Brno, p. o.,
Z&brdovicka 3, 636 00 Brno, Czech Republic

ID: 60555530; VAT no.: CZ60555530, represented
by I
B i <Institution”)

and

(the “Investigator”)
and

Morphic Therapeutic, Inc., located at 35 Gatehouse
Drive, Suite A2, Waltham, MA 02451, United
States of America (“Sponsor”),

(each a “Party”, collectively the “Parties”).

PREAMBLE:

1.5 The Sponsor is conducting a clinical study
(the “Study”) of the product MORF-057 (the
“Study Drug”).

1.6  The Study shall be conducted in compliance
with the Sponsor's protocol | GzcNcNzNzN:N ¢ A
Phase 2, Randomized, Double-blind, Placebo-
controlled Study to Evaluate the Safety and Efficacy
of 2 Active Dose Regimens of MORF-057 in Adults
with Moderately to Severely Active Crohn’s Disease

CTA Template, Czech Republic
Sponsor Approved, 17-Oct-2022
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PRILOHA 1
SMLOUVA O KLINICKEM HODNOCENI

SMLOUVA O KLINICKEM HODNOCENI
(se Zdravotnickym zafizenim a Hlavnim
zkousejicim)
Tato Smlouva o klinickém hodnoceni se
Zdravotnickym zafizenim a Hlavnim zkouSejicim

(dale jen ,Smlouva®) se sepisuje a uzavira mezi:
Vojenska nemocnice Brno, p. 0.,

Zabrdovicka 3, 636 00 Brno, Ceska republika

ICO: 60555530; DIC: CZ60555530, zastoupena

_ (dale jen ,Zdravotnické

zafizeni”)

‘ m

(dale jen ,Hlavni zkouSejici®)
a

Morphic Therapeutic, Inc., se sidlem 35 Gatehouse
Drive, Suite A2, Waltham, MA 02451, USA (dale
jen ,,Zadavatel”),

(déle jen jednotlivé ,Strana“, v mnozném Cdisle
LStrany®)

PREAMBULE:

1.5 Zadavatel provadi klinické hodnoceni (déle
jen ,Studie®) pfipravku MORF-057 (dale jen
»Studijni [€k”).

1.6 Studie bude provadéna v plném souladu
s Protokolem Zadavatele | IGz8 s
nazvem: ,Randomizovana dvojité zaslepena
placebem kontrolovana klinickad studie faze 2
hodnotici bezpeénost a uc¢innost 2 davek MORF-
057 u dospélych pacientu se stfedné zavaznou az
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(GARNET)” and any amendments thereto (the
“Protocol”).

1.7 The Sponsor has engaged PSI CRO Czech
Republic s.r.0., V Parku 2343/24, 148 00 Prague,
Czech Republic (“PSI”) as a contract research
organization to set up and conduct the Study in the
Czech Republic, and Institution and Investigator
shall cooperate with PSI while conducting the
Study.

1.8 The Sponsor desires to engage the
Institution and the Investigator to conduct the
Study, and the Institution and the Investigator wish
to conduct the Study at the Institution.

1.9 The Investigator shall act as the principal
investigator for the Study at the Institution.

The Parties agree as follows:
1. SERVICES AND OBLIGATIONS

1.1. Conduct of Study

3.1 The Investigator and the Institution hereby
agree to conduct and shall ensure the Study
Personnel conduct the Study, in accordance with
this Agreement and the Protocol, the terms of
which are incorporated by reference. The
Institution agrees to enable and support the
Investigator’s conduct of the Study and perform its
obligations herein in accordance with this
Agreement and Protocol. The Institution and the
Investigator shall also follow PSI's and/or the
Sponsor’s instructions as they relate to the
Institution’s and/or the Investigator's performance
under this Agreement. Should there be any
inconsistency between the Protocol and the terms
of this Agreement, the terms of the Protocol shall
prevail for the interpretation of scientific matters
and the terms of this Agreement shall prevail for all
other matters.

CTA Template, Czech Republic
Sponsor Approved, 17-Oct-2022
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chorobou
(dale jen

aktivni Crohnovou
av8emi jeho dodatky

zavaznou
(GARNET)"
.Protokol®).

1.7 Zadavatel angazoval PSI CRO Czech
Republic s.r.o., V Parku 2343/24, 148 00 Praha 4
— Chodov, Ceska republika (dale jen ,PSI*) jako
smluvni vyzkumnou organizaci, aby zorganizovala
a provedla Studii v Ceské republice a Zdravotnické
zarizeni a Hlavni zkouS$ejici jsou povinni pfi
provadéni Studie s PSI spolupracovat.

1.8 Zadavatel si pfeje na provadéni Studie
Zdravotnické a Hlavniho
zkouSejiciho a Zdravotnické zafizeni a Hlavni
zkousejici si preji provadét Studii.

angazovat zarizeni

1.9
zafizeni v rdmci Studie vykonavat ulohu hlavniho
zkouSejiciho.

Hlavni zkouS$ejici bude ve Zdravotnickém

Strany dohodly nasledovné:
1. SLUZBY A POVINNOSTI

1.1 Provadeéni Studie

2.4 Hlavni zkou3ejici a Zdravotnické zafizeni se
timto zavazuji, ze provedou Studii v souladu
s touto Smlouvou a Protokolem, jehoz podminky
jsou do Smlouvy zaclenény odkazem, a jsou
povinni zajistit, aby tak ucinil i Studijni personal.
Zdravotnické zafizeni se zavazuje, ze umozni
Hlavnimu zkouSejicimu provést Studii a bude jej
pfi tom podporovat a bude plnit povinnosti
vyplyvajici pro né ztéto Smlouvy v souladu se
Smlouvou a Protokolem. Zdravotnické zafizeni a
Hlavni zkouSejici maji téZ povinnost Fidit se pokyny
PSI a/nebo Zadavatele tykajicimi se plInéni
Zdravotnického zafizeni a Hlavniho zkou$ejiciho
vyplyvajiciho pro né ztéto Smlouvy. V pfipadé
rozporu mezi Protokolem a podminkami této
Smlouvy maji podminky Protokolu pfednost
v odbornych zaleZitostech a podminky
pfednost ve vSech ostatnich

této
Smlouvy maji
zalezitostech.
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3.2 The Study shall be conducted at the
Institution. The Institution and the Investigator shall
ensure that all individuals and entities that perform
any portion of the Study under the Investigator's
supervision (the “Study Personnel”) conduct the
Study in compliance with this Agreement. Further,
the Institution and the Investigator shall ensure
that all Study Personnel are trained on the Protocol
and good clinical practices and appropriately
licensed and qualified.

3.3  The conduct of the Study shall start as soon
as all of the following events have occurred: (i) the
Protocol and the Study have been approved by the
competent authorities and the responsible ethics
committee(s); (ii) CRFs (as defined below) and the
Study Drug have been made available to the
Institution/Investigator; and (iii) the Study site at the
Institution has been activated.

3.4 The Institution and the Investigator
acknowledge that PSI will assist the Sponsor as a
contract research  organization and its
representative or designee as referenced herein, to
provide certain clinical study services for the Study
as directed by the Sponsor. The Institution and
Investigator will cooperate with PSI in PSI's
performance of such clinical study services. This
cooperation will include, without limitation,
furnishing information as reasonably requested by
PSI, meeting with PSI at designated times and
allowing PSI access to the Institution’s facilities for
the purpose of monitoring the Study.

3.5 Inthe event the Institution/Investigator uses
the services or facilities of any third party (a
“Facility”) for the conduct of the Study, Institution
represents and warrants that it has executed a
separate written agreement with Facility to govern
these services and/or use of the facilities with terms
no less stringent than those herein. Institution shall
be responsible for (i) any payments due to the

CTA Template, Czech Republic
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2.5 Studie bude provedena ve Zdravotnickém
zafizeni. Zdravotnické zafizeni a Hlavni zkou$ejici
maji povinnost zajistit, aby vSechny fyzické i
pravnické osoby podilejici se na provadéni Studie
pod dohledem Hlavniho zkou$ejiciho (dale jen
»Studijni personal®) provadély Studii v souladu s
touto Smlouvou. Zdravotnické zafizeni a Hlavni
dale zajisti, aby veskery Studijni
personal byl vy$kolen ohledné Protokolu a spravné
klinické praxe.

zkousejici

2.6 Provadéni Studie bude zahajeno, jakmile
budou spinény vSechny nasledujici podminky: (i)
Protokol a Studie byly schvaleny pfislusnymi
etickymi  komisemi urady, (i)
Zdravotnickému zafizeni/Hlavnimu zkou$ejicimu
byly zpfistupnény CRFs (definovany nize) a
Studijni 1€k a (iii) byla vykonana zahajovaci
navstéva studijnino centra ve Zdravotnickém

a pfisluSnymi

zafizeni.

2.7 Zdravotnické zafizeni a Hlavni zkouSejici
berou na védomi, Zze PS|I pomaha Zadavateli
jakozto smluvni vyzkumna organizace a zastupce
podle toho, jak je uvedeno v této Smlouvé, a pro
Studii dle pokynt Zadavatele poskytuje urcité
sluzby z oblasti klinickych studii. Pfi poskytovani
téchto sluzeb z oblasti klinickych studii ze strany
PSI budou Zdravotnické zafizeni a Hlavni
zkousejici s PSI spolupracovat. Tato spoluprace
bude zahrnovat zejména zajisténi informaci dle
odpovidajicich pozadavkl PSI, setkavani se s PSI
ve stanoveny €as a umoznéni pfistupu PSI do
zarizeni Zdravotnického zafizeni pro ucely
monitorovani Studie.

2.8 V pfipadé, ze Zdravotnické zafizeni/Hlavni
zkousejici pouziva sluzby nebo zafizeni tfeti
strany (dale jen ,Zafizeni“) pro UCely provadéni
Studie, prohladuje Zdravotnické zafizeni a
zaruCuje se, ze uzavielo separatni pisemnou
smlouvu se Zafizenim, kterd upravuje tyto sluzby
a/nebo pouziti zafizeni a jejiz podminky jsou
alespon stejné pfisné jako podminky této Smlouvy.
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Facility, (i) management and oversight of the
Facility with respect to the Study, and (iii) ensuring
compliance of Facility with the Protocol and
applicable terms of this Agreement.
Institution/Investigator shall obtain PSI and/or
Sponsor’s prior written consent for the use of such
Facility.

3.6 Institution and Investigator shall not reassign
the conduct of the Study to another investigator
without Sponsor and PSl's express written
consent. If the Investigator is unable to perform the
duties required by this Agreement, the Institution
and Investigator shall promptly notify PSI in writing.
If a mutually acceptable replacement is not
available, this Agreement may be terminated in
accordance with the termination section.

1.2. Regulatory Compliance of Study

a) Institution and Investigator shall perform,
and the Investigator shall ensure the Study
Personnel perform, their obligations under this
Agreement with due diligence and in strict
compliance with all (i) applicable laws and
regulations; and (ii) relevant guidelines and

generally accepted standards applicable to the
conduct of the Study, including without limitation
the current Good Clinical Practices Guidelines of
the International Council for Harmonization as
adopted by the US FDA (collectively, as amended
from time to time, the “Applicable Regulatory
Requirements”).

3.2 Any modifications to the Protocol must be
made in accordance with the Applicable Regulatory
Requirements and approved in writing by the
Sponsor.

3.3 The Parties acknowledge and agree that the
compensation and support provided to the
Institution/Investigator pursuant to this Agreement
represents the fair market value for the services

CTA Template, Czech Republic
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Zdravotnické zafizeni je odpovédné za (i) platby
Zarizeni, (ii) fizeni a dohled nad Zafizenim
s ohledem na Studii a (iii) zaji§téni dodrzovani
Protokolu a pfislusnych podminek této Smlouvy
Zarizenim. zafizeni/Hlavni
od PSI a/nebo
Zadavatele ziskat predchozi pisemny souhlas

s pouzitim takového Zafizeni.

Zdravotnické

zkouSejici maji  povinnost

2.9 Zdravotnické zafizeni a Hlavni zkousejici
nebudou postupovat provadéni Studie jinému
zkouSejicimu vyslovhého  pisemného
souhlasu Zadavatele a PSI. Pokud nebude Hlavni

bez

zkouSejici moci vykonavat povinnosti vyzadované
touto Smlouvou, je Zdravotnické zafizeni povinno
promptné pisemné uvédomit PSI. V pfipadé, zZe
neni k dispozici nahradni zkou$ejici, na némz by
se vzajemné shodly vSechny strany, je mozné tuto
Smlouvu ukonéit v souladu s oddilem Ukonceni.

1.2 Vyhovéni Studie regulaénim pozadavkim

3.6 Zdravotnické zafizeni a Hlavni zkouSejici
budou vykonavat své povinnosti vyplyvajici pro né
ztéto Smlouvy s ndlezitou svédomitosti a ve
striktni shodé se (i) vSemi pravnimi piedpisy a (ii)
vSemi relevantnimi pokyny a obecné pfijimanymi
standardy vztahujicimi se na provadéni Studie,
zejména aktualné Platnymi postupy Spravné
klinické praxe z Mezinarodni konference pro
harmonizaci a etickymi Helsinské
deklarace Svétové |ékafské asociace (souhrnné
,Platné regulaéni pozadavky" v platném znéni).

zasadami

3.7 VesSkeré Upravy Protokolu musi byt
provedeny v souladu s Platnymi regulacnimi

pozadavky a pisemné schvaleny Zadavatelem.

3.8 Strany berou na védomi a souhlasi s tim, Ze
odména a podpora poskytnuta Zdravotnickému
zafizeni/Hlavnimu zkouSejicimu dle této Smlouvy
predstavuje férovou trzni hodnotu za poskytnuté
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provided, has been negotiated in an arms-length
transaction and has not been determined in a
manner that takes into account the volume or value
of any referrals or other business otherwise
generated between the Sponsor, PSI, the
Investigator, and/or the Institution. Nothing
contained in this Agreement shall be construed in
any manner as an obligation or inducement for the
Institution or the Investigator to purchase, or to
recommend that any person or entity purchase,
services or products of the Sponsor or any entity
affiliated with the Sponsor or PSI.

1.3. Study Subjects

a) The Investigator shall use best efforts to
enroll an estimated number of 3 subjects to
participate in the Study and in accordance with the
enrollment criteria defined in the Protocol.

3.2  The Investigator shall immediately cease the
enroliment of the Study subjects upon the request
of PSI or the Sponsor.

1.4. Study Drug and Study Supplies

a) The Sponsor shall provide the Study Drug at
no costs in amounts sufficient for the conduct of the
Study as determined by the Sponsor. PSI or the
Sponsor may also, at their sole discretion, provide
additional materials, supplies and equipment (the
“Study Supplies”). Immediately upon receipt of the
Study Drug and/or any Study Supplies, the
Institution and/or the Investigator shall provide PSI
or the Sponsor with an acknowledgement of
receipt. The Institution and Investigator shall
maintain control of the Study Drug and the Study
Supplies in accordance with: (i) Applicable
Regulatory Requirements; (ii) the manner outlined
in the Protocol; and (iii) instructions provided by
PSI or the Sponsor.

CTA Template, Czech Republic
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sluzby, byla dohodnuta dle obvyklych trznich

podminek a nebyla stanovena zpuUsobem
beroucim v avahu objem nebo hodnotu
doporuéeni nebo  jinych  obchodd jinak

uskuteénénych mezi Zadavatelem, PSI, Hlavnim
zkouSejicim a/nebo Zdravotnickym zafizenim.
Zadna skutednost vtéto Smlouvé nesmi byt

vykladana jako povinnost nebo pobidka
Zdravotnickému  zafizeni nebo  Hlavnimu
zkouSejicimu  knakupu ¢i doporuceni, aby

kterakoli fyzickd nebo pravnickd osoba koupila,
poskytla sluzby nebo pfipravky Zadavatele d&i
jakékoli pravnické osoby spolupracujici se
Zadavatelem nebo PSI.

1.3 Subjekty hodnoceni

a) Hlavni zkouSejici je povinen vynalozit
nejlepsi snahu, aby v souladu s kritérii pro
zafazeni do Studie definovanymi Protokolem
zaradil odhadovany pocet 3 subjektl, které se
budou uc¢astnit Studie.

b) Na zadost PSI nebo Zadavatele Hlavni

zkouSejici okamzité =zastavi nabor Subjektl
hodnoceni.
1.4  Studijni lék a Studijni materidl

a)  Zdravotnickému zarizeni/Hlavnimu
zkouSejicimu bude zdarma poskytnut Studijni Iék
v mnozstvi dostate€ném pro provedeni Studie dle
pokyn(l Zadavatele. PSI nebo Zadavatel smi téz
dle svého vyhradniho uvazeni poskytnout dalSi
materialy, potfeby a vybaveni (dale jen ,Studijni
material®). Zdravotnické zafizeni a/nebo Hlavni
zkouSejici po obdrzeni Studijniho 1éku a/nebo
Studijniho materialu neprodlené potvrdi pfijem PSI
nebo Zadavateli. Zdravotnické zafizeni a Hlavni
zkouSejici jsou povinni nakladat se Studijnim
[ékem a Studijnim materidlem v souladu s: (i)
Platnymi regulaénimi pozadavky, (ii) zpusobem
uvedenym v Protokolu a (iii) dalSimi dokumenty
poskytnutymi PSI nebo Zadavatelem.
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b) The Institution and the Investigator shall
ensure that the Study Drug and the Study Supplies
are solely used for the purpose of conducting the
Study in accordance with the Protocol and for no
other purpose. The Study Drug and the Study
Supplies are and shall remain the sole property of
PSI or the Sponsor (as the case may be). The
Institution and the Investigator shall be responsible
towards PSI and the Sponsor for the Study Drug
and the Study Supplies entrusted to them and shall
notify PSI or the Sponsor immediately if any Study
Drug or Study Supplies are misused, lost,
damaged or destroyed. The Institution and
Investigator shall handle, store, return or dispose
of Study Supplies in accordance with the Protocol
and any reasonable written instructions provided
by Sponsor or PSI, and in compliance with
Applicable Regulatory Requirements.

c) Upon completion or termination of the Study
or at the Sponsor's or PSl's request and at the
Sponsor’s the Institution and/or
Investigator shall deliver all Study Supplies and/or
all unused Study Drug to the address indicated by
PSI or the Sponsor or destroy it/them, as instructed
by PSI or the Sponsor and in accordance with the
Applicable Regulatory Requirements. Neither the
Institution nor the Investigator shall destroy any
Study Drug or Study Supplies without the
Sponsor’s or PSI’s express written consent.

expense,

1.5. Information Provided to Study Subjects

The Investigator shall obtain, in compliance with all
Applicable Regulatory Requirements, an Informed
Consent Form (the “Informed Consent Form”)
properly signed by or on behalf of each Study
subject prior to the Study subject’s participation in
the Study. The Investigator shall use the Informed
Consent Form and other templates for Study
subjects’ information as provided by PSI or the
Sponsor and approved in accordance with the
Applicable Regulatory Requirements.

CTA Template, Czech Republic
Sponsor Approved, 17-Oct-2022
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b)  Zdravotnické zfizeni a Hlavni zkousejici jsou
povinni zajistit, aby byl Studijni Iék a Studijni
material pouzivan vyhradné pro ucely provadéni
Studie v souladu s Protokolem a za Zadnym jinym
ucelem. Pokud nebude pisemné stanoveno jinak
PSI, je a zustane Studijni 1€k a Studijni material
vyhradnim majetkem PSI nebo Zadavatele (dle
situace). Zdravotnické zafizeni a Hlavni zkouSejici
budou za jim svéfeny Studijni 1€k a Studijni
material odpovidat PSI a Zadavateli a jsou povinni
neprodlené uvédomit PSI nebo Zadavatele, pokud
dojde ke zneuziti, ztraté, poskozeni nebo zniceni
Studijniho  1éku  nebo  Studijniho
Zdravotnické zafizeni a Hlavni zkousSejici jsou
povinni se Studijnim materidlem nakladat,
uchovéavat jej a vrétit nebo zlikvidovat v souladu
s Protokolem a v8emi odpovidajicimi pisemnymi
pokyny Zadavatele nebo PSI a v souladu
s Platnymi regula¢nimi pozZadavky.

materialu.

c) PFi dokonc¢eni nebo ukonéeni Studie nebo
Zadavatele PSI,
Zdravotnické zafizeni a/nebo Hlavni zkouSejici na
naklady Zadavatele veSkery nepouzity Studijni
material a/nebo Studijni Iék na adresu uréenou PSI
nebo Zadavatelem, nebo jej zni€i dle instrukci PSI
nebo Zadavatele a v souladu s Platnymi
regulaénimi pozadavky. Ani Zdravotnické zafizeni
ani Hlavni zkousSejici nebude likvidovat Studijni 1€k
ani Studijni material bez vyslovného pisemného
souhlasu Zadavatele nebo PSI.

na zadost nebo dorudi

1.5 Informovany souhlas

Pfed zahajenim ucasti subjektu ve studii ma Hlavni
zkousejici vdemi  Platnymi
regulacnimi pozadavky povinnost ziskat od vSech
Subjektd hodnoceni nebo jejich zastupcu fadné
podepsany informovany souhlas (déle jen
.,Formular informovaného souhlasu®). Hlavni
ma povinnost Formular
informovaného formulare
k informovani Subjektll hodnoceni poskytnuté PSI

v souladu se

zkouSejici pouzivat

souhlasu a dalsi
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1.6. Case Report Forms and Study Data

a) The Investigator shall record all data and
results resulting from the Study (the “Study Data”)
in an accurate, legible and complete manner.

b) The Sponsor shall ensure access to the
electronic case report forms to be used and
completed by the Investigator (the “CRFs”). The
Investigator shall ensure that the CRFs are duly
completed, signed and dated within five (5) days of
the relevant Study subject visit or procedure.

C) The Institution and the Investigator shall
ensure that they have implemented and maintain
appropriate measures to protect the confidentiality,
integrity and availability of Study Data and to
prevent the loss, alteration and unauthorized
access.

1.7. Financial Disclosure

The Investigator shall complete and return to the
Sponsor or PSI the financial disclosure
document(s) provided by the Sponsor or PSI
concerning financial interests and other conflicts of
interest, which the Investigator and/or his/her
family members may have in the Sponsor and/or
the Study Drug. The Investigator shall also ensure
that all sub-investigators complete and provide the
Sponsor or PSI with such financial disclosure
form(s). The Investigator shall provide and shall
ensure that the sub-investigators provide PSI and
the Sponsor with an updated financial disclosure
form(s) if the information originally submitted
changes during the course of the Study or within
one (1) year after the completion or termination of
the Study.

CTA Template, Czech Republic
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a schvéalené vsouladu se vSemi

regulaénimi pozadavky.

Platnymi

1.6 Zaznamy subjektu hodnoceni a Studijni
udaje

a) Hlavni ma povinnost

zaznamenavat veskeré Udaje ziskané v priibéhu

provadéni Studie (dale jen ,Studijni Udaje®)

presné, Citelné a uplné.

zkouSejici

b) Zadavatel udéli pristup k elektronickym
dokumentam, které Hlavni zkous$ejici pouzije a
vyplni (dale jen ,CRFs*). Hlavni zkousejici zajisti,
aby byly CRFs fadné vyplnény, podepsany a
datovany, a to béhem péti (5) dnli od absolvovani
relevantni navstévy nebo procedury Subjektem
hodnoceni.

C) Zdravotnické zafizeni a Hlavni zkouS$ejici

jsou povinni zajistit zavedeni a udrzovani
pfiméfenych opatfeni k ochrané duavérnosti,
integrity a dostupnosti Studijnich dadaja  a

k pfedchazeni  jejich  ztrat¢, zméné a

neopravnénému pfistupu k nim.

1.7 Majetkové priznani

Hlavni zkousSejici vyplni a odevzda Zadavateli nebo
PSI formulaf majetkového pfiznani poskytnuty
Zadavatelem nebo PSI tykajici se finan¢nich zajma
a dale stfetu zajmu, které Hlavni zkouSejici a/nebo
jeho rodina mohou uplatnit vici Zadavateli a/nebo
v souvislosti se Studijnim Iékem. Hlavni zkouSejici
také zajisti, aby tento vykaz vyplnili i vSichni spolu-
zkousejici a odevzdali jej Zadavateli nebo PSI.
Hlavni zkouSejici se zavazuje, Ze on i vSichni
poskytnou PSI a Zadavateli
aktualizovany/é formulaf/e majetkového pfiznani,
pokud v prab&hu Studie nebo béhem jednoho (1)
roku od jejiho dokon&eni nebo ukonéeni dojde ke
skute¢nosti
formulafich.

spolu-zkouSejici

zméneé uvedenych v plavodnich
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1.8. Immediate Notice

The Investigator shall notify PSI and Sponsor
within the timelines defined in the Protocol, or
otherwise within twenty-four (24) hours after
occurrence, of any: (i) deviation from the Protocol;
(i) serious adverse events, other reportable
adverse events as requested by the Protocol;
(iii) communications by a regulatory body
concerning the Study; (iv) any situation that might
require a replacement of the Investigator or any
Study Personnel; and (v) any incident that might
affect the safety and well-being of the Study
subjects or the integrity of the Study Data as well
as any other significant risks occurring in the Study.

2. COMPENSATION

a) The compensation for the conduct of the
Study under this Agreement is set out in the
Financial Arrangements enclosed as
Attachment 1. The amount(s) included in the
Financial Arrangements represent the entire
compensation under this Agreement.

b) The Institution and the Investigator
acknowledge that PSI and/or the Sponsor are not
obliged to pay for: (i) Protocol violations; (ii)
incomplete CRFs; (iii) any other improperly
performed services or incomplete procedures; (iv)
Study subjects who do not satisfy all of the
inclusion requirements; and (v) Study subjects from
whom informed consent has not been obtained.

c) The Institution and the Investigator shall not
charge a Study subject or any third-party payer for
any cost, which PSI or the Sponsor is obligated to
pay nor shall Institution and/or Investigator include
such cost in any cost report to third-party payers.

d) The Institution and the Investigator
acknowledge and agree that the Sponsor and/or

CTA Template, Czech Republic
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1.8 Okamzité oznameni

Hlavni zkou$ejici ma povinnost informovat PSI a
Zadavatele béhem doby stanovené Protokolem
nebo v jinych pfipadech béhem dvaceti Ctyf (24)
hodin od doby, kdy dojde k (i) odchylce od
Protokolu, (ii) vyskytu zavazné nezadouci pfihody
nebo jiné reportovatelné nezadouci pfihody dle
pozadavku Protokolu, (iii) komunikaci s regulaénim
Ufadem s dopadem na Studii, (iv) jakékoli situaci,
kterd& by mohla vyzadovat nahrazeni Hlavniho
zkouS$ejiciho  €i ¢lena Studijniho
personalu a (v) jakémukoli incidentu, ktery by mohl
ovlivnit bezpeénost a zdravi Subjektd hodnoceni
nebo integritu Studijnich Gdajd, jakoz i o dalSich
vyznamnych rizicich, ktera se ve Studii vyskytnou.

kteréhokoli

2. KOMPENZACE

a) Kompenzace za provedeni Studie dle této
Smlouvy je stanovena ve Finanénich ujednanich
pfilozenych k této Smlouvé jako Priloha 1. Tyto
Castky ve FinanCnich  ujednanich
pfedstavuji celkovou kompenzaci vyplacenou na
zakladé této Smiouvy.

uvedené

b)  Zdravotnické zafizeni a Hlavni zkouSejici
berou na védomi, ze PSI a/nebo Zadavatel nejsou
povinni provést platbu v pfipadé (i) poruseni
Protokolu, (ii) nevyplnénych CRF, (iii) jinych
sluzeb, které nebyly fadné poskytnuty, (iv) Ze
Subjekty hodnoceni nesplfiuji vSechna kritéria pro
zafazeni do Studie a (v) v pfipadé, Ze od Subjektu
hodnoceni nebyl ziskan informovany souhlas.

c) Zdravotnické zafizeni a Hlavni zkouSejici
nebudou uctovat Subjektdim hodnoceni ani jiné
treti strané zadné vydaje, za jejichZz zaplaceni je
odpovédna PSI nebo Zadavatel ani Zdravotnické
zafizeni a/nebo Hlavni zkou$ejici neuvede tyto
néklady v zadném prehledu nakladd pro ftfeti
strany.

d)  Zdravotnické zafizeni a Hlavni zkouSejici
berou na védomi a souhlasi s tim, ze Zadavatel
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PSI may disclose information related to
compensation and payments hereunder as may be
necessary to comply with Applicable Regulatory
Requirements.

3. CONFIDENTIALITY

a) “Confidential Information” means all
confidential or proprietary information or data, of
any kind whatsoever and however memorialized,
that is: (i) disclosed prior to or after the effective
date of this Agreement by or on behalf of PSI
and/or the Sponsor to the Institution, the
Investigator or the Study Personnel in connection
with this Agreement; or (ii) obtained, developed or
generated by the Institution, the Investigator and/or
the Study Personnel in connection with the Study.
The Confidential Information shall include, without
limitation, the Study, the Study Drug, the Protocol,
the Investigator's Brochure, the Study Data, the
Intellectual Property (defined below) and all
information regarding the Sponsor, PSI or any of
their affiliates. All Confidential Information shall
belong solely and exclusively to PSI or the
Sponsor, as the case may be.

b) Confidential Information does not include
information that: (i) is in the public domain at the
time of its disclosure to the Institution and/or the
Investigator; (ii) was, as evidenced by written
records or other competent proof, in the
Institution’s and/or the Investigator’'s possession on
a non-confidential basis prior to its disclosure; or
(i) enters the public domain as a result of a third
party’s activities, through no act or omission by the
Institution, the Investigator or any Study Personnel.

c) The Institution and the Investigator shall
hold, and the Investigator shall ensure the Study
Personnel hold, all Confidential Information in strict
confidence and use all reasonable safeguards to
prevent unauthorized use or disclosure. The
Institution and Investigator shall use the
Confidential Information only as required for the

CTA Template, Czech Republic
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a/nebo PSI mohou prfedat informace souvisejici
sodménou a platbami dle této
Smlouvy v rozsahu nutném ke splnéni Platnych
regula¢nich pozadavk.

zaplacenymi

3. DUVERNOST

a) Za ,Divérné informace®
veskeré informace nebo Udaje jakéhokoli druhu a
v jakékoli formé&, které jsou: (i) po nabyti u€innosti
Smlouvy  zpfistupnény PSI
Zadavatelem ¢i jejich jménem Zdravotnickému
zafizeni, Hlavnimu zkous$ejicimu nebo Studijnimu
personalu v souvislosti s touto Smlouvou, nebo (ii)
ziskany, vyvinuty nebo vytvofeny Zdravotnickym
zafizenim, Hlavnim zkouSejicim a/nebo Studijnim
personadlem v souvislosti se Studii.
informace zahrnuji zejména informace tykajici se
Studie, Studijniho Protokolu, Brozury
Hlavniho  zkouS$ejiciho, Studijnich udaju,
Dusevniho vlastnictvi (definovano nize) a veSkeré
informace tykajici se Zadavatele Studie, PSI nebo
kterékoli z jejich pobocek. Veskeré Duvérné
informace jsou ve vyhradnim vlastnictvi PSI,
popfipadé Zadavatele (dle situace).

se povazuji

této a/nebo

Davérné

[éku,

b) Didvérné informace nezahrnuji informace,
které (i) jsou vefejné dostupné v dobé jejich
predani Zdravotnickému zafizeni a/nebo Hlavnimu
zkous$ejicimu, (ii) byly dle pisemnych zaznama
nebo jinych dikazl ve vlastnictvi Zdravotnického
zafizeni a/nebo Hlavniho zkou$ejiciho predtim,
nez mu byly poskytnuty, bez povinnosti zachovavat
jejich davérnost, nebo (iii) které se stanou vefejné
dostupnymi na zakladé Cinnosti tfeti strany, nikoli
na zakladé opomenuti Zdravotnického zafizeni,
Hlavniho zkousSejiciho nebo Studijniho personalu.

C) Zdravotnické zafizeni a Hlavni zkouSejici
budou zachovavat striktni ddvérnost Davérnych
informaci a zajisti, aby tak ucinil i Studijni personal,
a pouziji vSechna pfiméfena bezpecCnostni
opatfeni, aby pfedeSlo neopravnénému pouZiti
nebo predani Davérnych informaci. Zdravotnické
zafizeni a Hlavni zkouS&ejici jsou povinni pouZivat
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purpose of this Agreement. The Institution and
Investigator shall limit their, and Investigator shall
ensure the Study Personnel limit their disclosure of
the Confidential Information to the Investigator and
those members of the Study Personnel who need
to know the Confidential Information for the
conduct of the Study and are subject to obligations
of confidentiality no less stringent than those
contained in this Agreement. The Investigator shall
advise the Study Personnel of the confidential
nature of the Confidential Information and remain
liable for any breach by the Study Personnel or
party to whom it discloses Confidential Information.

d) If the Institution, the Investigator, or any
Study Personnel receive a court order or other
legally binding request to disclose Confidential
Information, the Institution or the Investigator shall
immediately inform PSI and the Sponsor in writing
upon the discovery of such request and before any
Confidential Information is disclosed. The
Institution and the Investigator shall cooperate with
PSI and/or the Sponsor in any efforts to seek
limitation or protection from the order demanding
disclosure. In any case, the Institution and the
Investigator shall disclose only the minimum
amount of Confidential Information necessary to
comply with such request.

4. PERSONAL DATA

a) The Parties shall comply with all applicable
data protection laws including the General Data
Protection Regulation (EU) 2016/679 (“GDPR”)
and the Act No. 110/2019 Coll., on Personal Data
Processing, as amended (collectively, the “Data
Protection Laws”).

3.2  Forthe purpose of the Data Protection Laws,
the Sponsor is the controller and the Institution and
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Duvérné informace pouze pro Ucely této Smlouvy.
Zdravotnické zafizeni a Hlavni zkouSejici omezi
predavani Dlvérnych informaci a Hlavni zkouSejici
zajisti, aby ¢lenové Studijniho personalu omezili
prfedavani Duvérnych
zkousejiciho a ¢leny Studijniho personalu, ktefi
tyto informace potfebuji pro provadéni Studie a
ktefi podléhaji povinnosti uchovavat tyto informace

informaci na Hlavniho

jako davérné stejné pfisné, jako je povinnost
stanovena touto Smlouvou.
pouc¢i Studijni personal
Dlvérnych informaci a ponese odpovédnost za
jakékoli  poruseni Studijnim
personalem ¢&i strany, jiz byly pfedany Duvérné
informace.

Hlavni zkouSejici
o ddvérné povaze

této povinnosti

d) V pfipadé, ze Zdravotnické zafizeni, Hlavni
zkousejici nebo kterykoli ¢len Studijniho personalu
obdrzi soudni pfikaz nebo jiny pravné zavazny
pozadavek predat informace, jsou
Zdravotnické zafizeni nebo Hlavni zkousSejici
povinni neprodlené pisemné informovat PSI a
Zadavatele, jakmile se o} takovém
pfikazu/pozadavku dozvi, a pfedtim, nez budou
Davérné informace pfedany. Zdravotnické zafizeni
a Hlavni zkouSejici jsou povinni spolupracovat
s PSI a/nebo Zadavatelem v usili ziskat omezeni
nebo pred pfikazem
pozadujicim pfedani informaci. V kazdém pfipadé
Zdravotnické zafizeni a Hlavni zkouSejici pfedaji
pouze minimum Duvérnych informaci nutnych
k vyhovéni poZadavku.

Davérné

ochranu takovymto

4. OSOBNI UDAJE

a) Strany jsou povinny byt v souladu se vSemi
zakony o ochrané udaju,
s Obecnym nafizenim o ochrané udaja EU
2016/679 (dale jen ,GDPR") a Zakonem C.
110/2019 Sb., o zpracovani osobnich udajad,
v platném znéni (dale jen souhrnné ,Zakony o
ochrané udaju”).

platnymi zejména

b) Pro GCely Zakoni o ochrané udaju je
Zadavatel spravcem udaju a Zdravotnické zafizeni
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PSI are processors of personal data processed for
the purpose of the Study. The Institution is the
controller of personal data processed for purposes
other than the Study, e.g. the provision of medical
care. The Investigator shall process personal data
on behalf of the Institution.

3.3 Where the Institution is the Sponsor's
processor and thus where the processing is
undertaken by the Institution for the purposes of the
Study, the Institution and the Investigator shall
comply with the Data Processing Requirements
defined in Attachment 2 and the information given
to the Study subjects.

3.4 The Institution and the Investigator shall
share personal data with the Sponsor and/or PSI
only as required to comply with their obligations
under this Agreement or as requested by the
Sponsor or PSI in accordance with the Applicable
Regulatory Requirements. The Institution and
Investigator shall pseudonymize any Study subject
data before entering them into the CRFs or
otherwise transferring them to PSI, the Sponsor or
their vendors.

3.5 Prior to and during the course of the Study,
the Sponsor and PSI will process personal data of
the Investigator and the Study Personnel. In order
to inform the Investigator and the Study Personnel
about the processing of their personal data the
Sponsor or PSI will provide the Investigator with
data protection notice(s) which the Investigator
shall promptly distribute to every member of the
Study Personnel (even if a member joins the Study
Personnel at a later stage). Any questions should
be forwarded to the Sponsor and/or PSI.
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a PSI jsou zpracovateli osobnich udaju
zpracovavanych pro uUcely Studie. Zdravotnické
zafizeni je  spravcem udaj
zpracovavanych pro jiné ucely, nez je Studie, napf.
pro ucCely poskytovani zdravotni péce. Hlavni
zkousejici bude zpracovavat osobni tidaje jménem

Zdravotnického zafizeni.

osobnich

c) V situacich, kdy je Zdravotnické zafizeni
Zadavatelovym zpracovatelem udajl, a tedy kdy
Zdravotnické zafizeni zpracovava Udaje pro Ugely
Studie, jsou Zdravotnické zafizeni a Hlavni
zkouSejici povinni  postupovat v souladu s
Pozadavky na zpracovani udaji definovanymi
v Pfiloze 2 a informacemi poskytnutymi
Subjektim hodnoceni.

d)  Zdravotnické zafizeni a Hlavni zkouSejici
jsou povinni pfedavat osobni Udaje Zadavateli
a/nebo PSI pouze v souladu s pozadavky ke

splnéni svych povinnosti vyplyvajicich z této
Smlouvy, nebo dle pozadavkGli Zadavatele
v souladu s Platnymi regulaénimi pozZadavky.

Zdravotnické zafizeni a Hlavni zkousejici jsou
povinni Udaje  Subjektl
hodnoceni pfed zadanim do CRF nebo pfed jejich
predanim PSI, Zadavateli nebo jejich vendorim

pseudonymizovat

jinym zpUsobem.

e) Pfed zahajenim i v prdbéhu Studie bude
Zadavatel a PSI zpracovavat osobni Udaje
Hlavniho zkousejiciho a Studijniho personalu. Za
Hlavniho zkousejiciho a
Studijniho personalu o zpracovani jejich osobnich
udaji  poskytne PSI
oznameni o ochrané udajd,

ucelem informovani
Hlavnimu zkousejicimu
které je Hlavni
povinen neprodlené predat vSem
¢lenim Studijniho personalu (a to i ¢lendm, ktefi
se ke Studijnimu personalu pfipoji pozdéji).
VeSkeré dotazy je tfeba pfedat Zadavateli a/nebo
PSI.

zkousejici
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5. INTELLECTUAL PROPERTY

a) The Institution and the Investigator
acknowledge and agree that the Sponsor shall
have exclusive ownership rights to all Study Data,
improvements, developments, discoveries,
inventions, work, know-how and other rights
(whether or not patentable) created, developed,
and/or reduced to practice as a result of or in
connection with the conduct of the Study and/or the
use of the Study Drug or the Confidential
Information, together with all intellectual property
rights relating thereto (the “Intellectual Property”).
The Institution and the Investigator shall promptly
disclose in writing to PSI and the Sponsor and
hereby assigns to Sponsor all assignable
Intellectual Property made by the Institution, the
Investigator and/or the Study Personnel.

3.2 Atthe Sponsor’s request, the Institution and
the Investigator shall ensure that all rights, titles
and interests in and to any such Intellectual
Property are vested in the Sponsor without
additional compensation and provide reasonable
assistance to obtain patents, including causing the
execution of any invention assignment or other
documents.

6. PUBLICATION

a) The Institution and the Investigator agree
that the Sponsor shall have the sole and exclusive
right to the first publication of the results of the
Study. Such Sponsor publication is intended to be
a multi-center publication of the Study results,
collected from all investigators and institutions
participating in the Study (the “Multi-Center
Publication”). If the Investigator is interested in
contributing to or participating in the Multi-Center
Publication, he or she must contact the Sponsor.
Selection of authors/participants will be governed
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5. DUSEVNIi VLASTNICTVi

a)  Zdravotnické zafizeni a Hlavni zkouSejici
uznavaji a souhlasi, ze Zadavatel bude mit
vyhradni vlastnicka prava ke v8em Studijnim

Udajom, vylepSenim, na vyvoj, k objevim,
vynalezim, dilim, know-how (at uz
patentovatelnym & nikoli) a dalSi prava,

vytvofenym, vyvinutym, a/nebo uvedenym do
praxe v disledku nebo v souvislosti s provadénim
Studie, a/nebo pouzivanim Studijniho léku nebo
Duvérnych informaci spole¢né s pravy dusevniho
vlastnictvi s nimi souvisejicimi (dale jen ,DuSevni

vlastnictvi“). Zdravotnické zafizeni a Hlavni
zkouSejici jsou povinni neprodlené pisemné
informovat PSI a Zadavatele o veSkerém
DuSevnim  vlastnictvi  vytvofeném  Hlavnim

zkousejicim a/nebo Studijnim personalem a timto
pfevadi veSkeré preveditelné DuSevni vlastnictvi
vytvofené Hlavnim zkou$ejicim a/nebo Studijnim
personalem na Zadavatele.

b) Na Zadost Zadavatele zajisti Zdravotnické
zarizeni a Hlavni zkouSejici pfevod veskerych prav
a zajmu tykajicich se DuSevniho vlastnictvi na
Zadavatele bez dalSi odmény a poskytne
pfiméfenou soudinnost k ziskani patentu véetné
zajisténi podpisu dokumentd k pfevodu objevu
nebo jinych dokumentu.

6. PUBLIKACE

a)  Zdravotnické zafizeni a Hlavni zkouSejici
souhlasi stim, ze Zadavatel bude mit vyhradni
pravo na prvni publikaci vysledk( Studie. Tato
publikace Zadavatelem bude provedena jako
publikace vysledkt multicentrického hodnoceni
ziskanych od vSech zkouS$ejicich a zdravotnickych
zafizeni podilejicich se na Studii (dale jen
.Publikace vysledkt multicentrického
hodnoceni®). V pfipadé, ze bude mit Hlavni
zkouSejici zajem prispét k Publikaci vysledk
multicentrického hodnoceni nebo se na ni podilet,
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by the Sponsor, considering individuals’

contribution to the Study.

3.2 The Institution and the Investigator may
publish or otherwise present the results of the
Study obtained by the Institution and/or the
Investigator (an “Independent Submission”)
provided that all of the following conditions have
been satisfied: (i) the Multi-Center Publication has
been published; or, if no such publication has
occurred, at least eighteen (18) months have
passed since the completion, or earlier termination,
of the Study at all participating sites (including the
final database lock); (ii) before submitting the
Independent Submission to a publisher, reviewer
or other outside party, the Institution and/or the
Investigator must  submit the  proposed
Independent Submission to the Sponsor and allow
the Sponsor at least sixty (60) days to review and
provide comments; (iii) if the Sponsor requests
additional time at any point during the sixty (60) day
review, the Institution and/or the Investigator shall
delay the publication or presentation of the
Independent Submission for up to ninety (90)
additional days in order to permit the Sponsor time
to obtain Intellectual Property protections; (iv) the
Institution and/or the Investigator shall, as
requested by the Sponsor, delete all Confidential
Information (except the results of the Study
obtained by the Institution and the Investigator);
and (v) the Institution and the Investigator shall
consider the Sponsor's comments and proposed
revisions in good faith.
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je tfeba, aby kontaktoval Zadavatele. Vybér
autord/ participujicich bude Fidit Zadavatel pfi
zvazeni pfispéni jednotlivych zkouSejicich ke
Studii.

b)  Zdravotnické zafizeni a Hlavni zkousejici
smi publikovat nebo jinak prezentovat vysledky
Studie ziskané Zdravotnickym zafizenim a/nebo
Hlavnim (dale .Nezavisla
publikace“) za pfedpokladu, Ze byly spinény
v8echny nésledujici podminky: (i) vysledky
multicentrického hodnoceni byly publikovany,
nebo pokud nebyly, uplynulo od dokonéeni nebo

zkouS$ejicim jen

pfedéasného ukonceni Studie ve vSech
participujicich  centrech  (v€etné  finalniho
uzamCeni databaze) alespon osmnact (18)

meésicu, (ii) Zdravotnické zafizeni a/nebo Hlavni
zkouSejici jsou povinni pfed zaslanim Nezavislé
publikace vydavateli, recenzentovi &i jiné treti
strané publikaci
v navrhované podobé Zadavateli a ponechat
Zadavateli In(tu v délce alespon Sedesati (60) dn(
na kontrolu a komentafr, (iii) Zdravotnické zafizeni
a/nebo Hlavni zkou$ejici na Zadost Zadavatele
vyjadfenou béhem Sedesatidenni (60) kontroly
odlozi publikaci nebo prezentaci
publikace az o dalSich devadesat (90) dnl za
Zadavateli

odevzdat Nezavislou

Nezavislé
UuCelem umoznéni ziskat ochranu
Dusevniho vlastnictvi, (iv) Zdravotnické zafizeni
a/nebo Hlavni zkou$ejici na Zadost Zadavatele
odstrani veskeré Duvérné informace (s vyjimkou
vysledkl  Studie ziskanych  Zdravotnickym
zafizenim a Hlavnim zkouSejicim) a (v)
Zdravotnické zafizeni a Hlavni zkouSejici zvazi
komentar Zadavatele a navrhované revize v dobré
vife.

18/63

CONFIDENTIAL



Docusign Envelope ID: 46B55378-893F-445E-8B46-4C9E4F8BF893

7. LIABILITY, NOTIFICATION OF CLAIMS
AND LIMITATION OF LIABILITY

7.1. The Sponsor’s Indemnity Obligations

and Study Subject Injury Reimbursement

a) The Sponsor shall indemnify, defend and
hold harmless the Institution and its respective
directors, officers, employees, and agents,
including the Investigator and the individuals who
perform the Study under his or her supervision
(each an “Institution Indemnitee”, collectively, the
“Institution Indemnitees”) from and against any
and all third party claims, actions, suits and
demands, as well as all judgments, damages,
liabilities, costs and expenses resulting there from,
for personal injury or death (collectively a “Claim”),
which may be brought against an Institution
Indemnitee by a Study subject as a direct result of
or directly arising out of: (i)the use or
administration of the Study Drug in strict
compliance with the Protocol; or (i) a properly
performed procedure required by the Protocol that
the Study subject would not have otherwise
undergone but for his or her participation in the
Study. Hereinafter, a Study subject injury resulting
from Sections 7.1 (a)(i) or 7.1 (a)(ii) shall be
referred to as a “Study Subject Injury”.

3.2 The Sponsor shall provide the
indemnification detailed in this Section 7 only to the
extent a Claim does not result from or arise out of
an Institution Indemnitee’s: (i) failure to comply
with, or deviation from the Protocol or the written
instructions of the Sponsor or PSI (unless such
deviation is medically necessary in order to protect
the health and safety of a Study subject and is
consistent with prevailing standards of medical
care); (i) negligence or willful misconduct;
(i) breach of this Agreement; (iv) failure to obtain
informed consent and/or provide the Study subject
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7. ZAVAZKY, OzZNAMENIi NAROKU A
OMEZENi ODPOVEDNOSTI

Zadavatelem a
zdravi  Subjektu

7.1 Povinnost odskodnéni
nahrada Ujmy na
hodnoceni

a) Zadavatel je povinen odskodnit, branit a
zprostit odpovédnosti Zdravotnické zafizeni a jeho
feditele, funkcionafe, zaméstnance a zmocnénce
vCetné Hlavniho zkouSejiciho a fyzickych osob
provadeéjicich Studii pod jeho dohledem (dale jen
jednotlivé
zdravotnického zarizeni®
,LOdSkodnované osoby
zafizeni®) v pfipadé veskerych naroku, Zzalob,
soudnich pfi tfeti strany a pfedvolani, jakoz i z nich
vyplyvajicich rozsudku, $kod, zavazkud a vydaji za
Ujmu na zdravi €i umrti (dale jen souhrnné
.Narok®), které mohou byt vzneseny &i podany
Subjektem hodnoceni proti Od$kodrfiované osobé
zdravotnického zafizeni v pfimém duasledku (i)
uziti nebo podani Studijniho Iéku ve striktnim
souladu s Protokolem nebo (ii) fadné vykonané
procedury vyZadované Protokolem, kterou by
Subjekt hodnoceni jinak nepodstoupil, pokud by se
neucastnil Studie. Dale se v této Smlouvé na ujmu
na zdravi Subjektu hodnoceni vyplyvajici z Oddilu
7.1 (a) (i) nebo 7.1 (a) (ii) odkazuje jako na ,Ujmu
na zdravi Subjektu hodnoceni.”

,Odskodnovana osoba
a v mnozném dcisle

zdravotnického

b) Zadavatel je povinen poskytnout
odSkodnéni podrobné specifikované v tomto
Oddile 7 pouze v rozsahu, v némz Narok nevznikl
v disledku (i) nedodrzeni nebo odchyleni se od
Protokolu nebo pisemnych instrukci Zadavatele
nebo PSI (pokud vsSak toto odchyleni
nezbytné z |ékafského hlediska za u€elem ochrany
zdravi a bezpecnosti  Subjektu hodnoceni a
spliiuje béZzné standardy Iékafské péce); (ii)

neni

nedbalosti nebo UmysIiného pochybeni; (iii)
poruSeni této  Smlouvy; (iv)  neziskani
informovaného  souhlasu  a/nebo  pfipadné
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with proper and/or sufficient instructions regarding
the administration and/or use of the Study Drug, if
applicable; or (v) any violations of applicable laws,
(including GCP, Helsinki Declaration, National
Health Regulations and other applicable laws).
Additionally, the Sponsor shall not indemnify any
Institution Indemnitee to the extent a Claim is the
result of the natural progression of a Study
subject’'s pre-existing disease, condition or
underlying iliness, whether previously diagnosed or
not (an “Existing Condition”) or a Study subjects’
failure to follow directions.

3.3 The Sponsor agrees to reimburse the
Institution for the reasonable, actual and necessary
costs incurred by the Institution for the diagnosis
and/or standard-of-care treatment of any Study
Subiject Injury, as determined by the Sponsor after
consulting with the Investigator and/or the
Institution; provided, however, that the Sponsor
shall not be required to provide reimbursement to
the extent the Study Subject Injury is the result of:
(i) any Institution Indemnitee action or omission
detailed in Section 7.1(b) herein; or (ii) an Existing
Condition; or (iii) if such costs are already covered
by a third party.

7.2. The Institution’s and the Investigator’s
Liability Obligations

a) The Institution shall indemnify, defend and hold
harmless the Sponsor, PSI, and their respective
directors, officers, employees, and agents (each a
“Sponsor Indemnitee”, collectively, the “Sponsor
Indemnitees”) from and against any and all
Claim(s) or damages arising out of: (i) any breach
of this Agreement by the Institution; or (ii) any
negligence or willful act or omission of the
Institution or any of its officers, employees,
contractors or staff in the conduct of the Study.
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neposkytnuti fadnych a/nebo dostateénych
pokynu ohledné podani a/nebo uziti Studijniho
Iéku Subjektu hodnoceni; nebo (v) poruseni
platnych zakonu (v€etné Spravné klinické praxe,
Helsinské deklarace, Narodnich zdravotnich
predpist a dalS$ich platnych zakonu)
Odskodnovanou osobou zdravotnického zafizeni.
Zadavatel dale neodskodni
Odskodnovanou osobu zdravotnického zafizeni

v rozsahu, v némz je Narok dusledkem pfirozené

Zadnou

progrese jiz existujiciho onemocnéni, zdravotniho
stavu nebo zakladniho onemocnéni Subjektu
hodnoceni, at jiz dfive diagnostikovaného &i nikoli
(dale jen ,Existujici stav®).

C) Zadavatel se zavazuje uhradit
Zdravotnickému zafizeni odpovidajici skute¢né a
nezbytné naklady vynaloZzené Zdravotnickym
zarizenim ke stanoveni diagnézy a/nebo na
standardni 1é¢bu Ujmy na zdravi subjektu
hodnoceni, jak urli Zadavatel po konzultaci
s Hlavnim zkous$ejicim a/nebo Zdravotnickym
zafizenim, a to ovSem za predpokladu, ze od
Zadavatele nebude vyzadovano uhrazeni nakladu
v rozsahu, vnémz je Ujma na zdravi subjektu
hodnoceni vysledkem (i) jednani nebo pochybeni
ze strany Odskodhovanych osob zdravotnického
zarizeni podrobné uvedeného v Oddilu 7.1 (b) této
Smlouvy, nebo (ii) Existujiciho stavu, nebo (iii)
pokud jiZz tyto naklady byly uhrazeny tfeti stranou.
7.2 Zavazky Zdravotnického zafizeni a
Hlavniho zkousejiciho

a) Zdravotnické zafizeni je povinno odSkodnit,
branit proti a zprostit odpovédnosti Zadavatele,
PSI a jejich feditele, funkcionare, zaméstnance a
zmocnénce (dale jen ,OdSkodnovana osoba na
strané Zadavatele”, Cisle
,LO0dSkodnované osoby na strané Zadavatele*)
za veSkeré Naroky nebo Skody v disledku (i)
porusSeni této Smlouvy Zdravotnickym zafizenim
nebo (ii) nedbalosti nebo timysiného pochybeni ze
jeho

vV mnozném

strany  Zdravotnického  zafizeni d&i
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b) The Investigator shall indemnify, defend and
hold harmless the Sponsor Indemnitees from and
against any and all Claim(s) or damages arising out
of: (i) any breach of this Agreement by the
Investigator and/or Study Personnel; or (ii) any
negligence or willful act or omission of the
Investigator and/or the Study Personnel.

7.3. Notification of Claims

The Institution and the Investigator shall
immediately serve a notice in writing to PSI and the
Sponsor about any Claim against an Institution
Indemnitee. The Sponsor will have the sole right to
defend, negotiate, and settle such Claim, including,
but not limited to, the selection of counsel and
settlement; provided, however, that the Sponsor
shall not settle any Claim in a manner which admits
fault on behalf of an Institution Indemnitee without
such Institution Indemnitee’s prior written consent,
which consent shall not be unreasonably withheld.
The Institution Indemnitees shall fully cooperate in
all reasonable aspects upon request by the
Sponsor in the investigation and/or defense of
these claims or lawsuits. The Institution
Indemnitees will be entitled to participate in the
defense of such matter and to employ counsel at
its expense to assist in such defense; provided,
however, that the Sponsor will have final decision-
making authority regarding all aspects of the
defense of the Claim.

7.4. Insurance

The Sponsor shall execute the clinical trial
insurance as required by the Applicable Regulatory
Requirements. The Institution and the Investigator

shall subscribe to and maintain all insurances
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funkcionari, zaméstnancl, kontrahentll nebo

personalu provadéjiciho Studii.

b) Hlavni zkouSejici je povinen odSkodnit,
branit proti a zprostit odpovédnosti
Odskodnované osoby na strané Zadavatele za
veskeré Naroky nebo Skody v disledku (i)
poruseni této Smlouvy Hlavnim zkous$ejicim
a/nebo Studijnim personalem nebo (ii) nedbalosti
nebo Umysiného pochybeni ze strany Hlavniho
zkousejiciho a/nebo Studijniho personalu.

7.3 Oznameni naroku

Zdravotnické zafizeni a Hlavni zkousSejici jsou
povinni neprodlené zaslat PSI
pisemné oznameni o kazdém Naroku vzneseném
vUCi

a Zadavateli

Odskodnované osobé zdravotnického
zafizeni. Zadavatel si vyhrazuje pravo branit,
vyjednavat a narovnat takovy Narok, zejména
vybrat zastupce a narovnat Narok, a to ovSem za
pfedpokladu, jménem
OdSkodnované osoby zdravotnického zafizeni
narovnavat zadny Narok zpUsobem pfipoustéjicim
vinu bez pfedchoziho pisemného souhlasu
OdSkodfiované osoby zdravotnického zafizeni,
kteryzto souhlas nesmi byt bezdivodné odepien.
OdSkodfiované osoby zdravotnického zafizeni
jsou povinny na pozadani Zadavatele piné
spolupracovat ve v8ech pfisluSnych aspektech pfi
vySetfovani a/nebo obhajobé proti t¢mto narokim
a pfi soudnich pfich. OdSkodrfiované osoby
zdravotnického zafizeni budou opravnény ucastnit
se obrany proti témto Narokiim a na své naklady si
zajistit poradce na pomoc pfi této obrang, a to
ov8em za predpokladu, ze Zadavatel bude mit ve
vSech aspektech obrany proti témto Narokim
rozhodujici slovo.

ze Zadavatel nebude

7.4  Pojisténi

Zadavatel uzavie pojisténi klinického hodnoceni
v souladu s Platnymi
Zdravotnické zafizeni a Hlavni zkouSejici uzaviou

a budou udrzovat v platnosti povinné pojisténi

regulacnimi pozadavky.
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required by the Applicable Regulatory
Requirements sufficient to meet its obligations
herein. They shall provide evidence of such
insurance(s) upon request by PSI or the Sponsor.

7.5 LIMITATION OF LIABILITY

EXCEPT IN CONNECTION WITH ANY BREACH
OF THE CONFIDENTIALITY OR INTELLECTUAL
PROPERTY SECTIONS OR A PARTY'S
INDEMNIFICATION OBLIGATIONS, IN NO
EVENT SHALL A PARTY HEREUNDER BE
LIABLE TO THE OTHER PARTIES HEREUNDER
FOR SPECIAL, INCIDENTAL, CONSEQUENTIAL
OR INDIRECT DAMAGES ARISING FROM OR IN
RELATION TO THIS AGREEMENT.

8. INSPECTIONS, AUDITS, MONITORING
AND RECORD KEEPING

8.1. Regulatory Inspections

a) The Institution and Investigator shall
promptly notify PSI and the Sponsor of any
inspection or investigation relating to the Study by
any regulatory, governmental or law agency
(including without limitation the EMA and the US
FDA) which they become aware of, subject to the
Applicable Regulatory Requirements. PSI, the
Sponsor and/or their representatives shall have the
right to attend and/or participate in any such
inspection or investigation, subject to the
Applicable Regulatory Requirements.

3.2 Before the Institution or the Investigator
submit any materials or information to an agency in
connection with an inspection or investigation
related to the Study, PSI and the Sponsor shall
have the right to review, provide and/or comment
on any such materials and/or information. The
Institution and Investigator shall: (i) cooperate with
any regulatory agency; (i) comply with the
reasonable requirements of any inspection; and
(i) ensure the Investigator and Study Personnel
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v souladu s Platnymi regulaénimi pozadavky a
postacujici ke splnéni jejich  povinnosti
vyplyvajicich z této Smlouvy. Na zadost PSI nebo
Zadavatele poskytne Zdravotnické zafizeni a
Hlavni zkouSejici dlikaz o uzavieném pojisténi.

7.5 OMEZENi ODPOVEDNOSTI

S VYJIMKOU SOUVISLOSTI S PORUSENIM
DUVERNOSTI NEBO ODDILU DUSEVNI
VLASTNICTVi NEBO POVINNOSTI STRAN O
ODSKODNENI NEBUDE ZADNA STRANA DLE
TETO SMLOUVY V ZADNEM PRIPADE
ODPOVEDNA DRUHE STRANE ZA ZVLASTNI,
NAHODILE, VYPLYVAJiCi CI NEPRIME SKODY
VZNIKLE Z NEBO V SOUVISLOSTI S TOUTO
SMLOUVOU.

8. KONTROLY, AUDITY, MONITOROVANI
A ZAZNAMY

8.1 Regulaéni kontroly

a) S vyhradou Platnych regulacnich
pozadavkl jsou Zdravotnické zafizeni a Hlavni
zkousejici povinni neprodlené pisemné oznamit
PSI a Zadavateli kazdou regulacni kontrolu nebo
Setfeni tykajici se Studie, kterou provadi regulaéni,
statni nebo kterykoli jiny ufad (v€etné EMA a
americké FDA) a o niz se dozvi. S vyhradou
Platnych regula¢nich pozadavkd budou mit PSI,
Zadavatel a/nebo jejich zastupci pravo byt pfitomni
u takovych kontrol a Setfeni a/nebo se na nich
podilet.

b) PSI a Zadavatel budou mit pravo revidovat,
poskytovat a/nebo komentovat tyto materialy
a/nebo informace predtim, nez je Zdravotnické
zafrizeni zkousejici  poskytne
regulaénimu ufadu v souvislosti s inspekci nebo
Setfenim souvisejicim se Studii. Zdravotnické

nebo Hlavni

zafizeni a Hlavni zkouSejici jsou povinni: (i)
spolupracovat s regulaénim afadem, (ii) dodrzovat
odpovidajici pozadavky inspektoru, a (iii) zajistit,
aby Hlavni zkou$ejici a Studijni personal byli
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are available to explain and discuss any Records
(defined below) and documentation related to the
Study.

8.2. Audit and Monitoring Visits by PSl and the
Sponsor

The Institution and the Investigator shall cooperate
with PSI, the Sponsor and their representatives for
the performance of Study monitoring and audits
during normal business hours and with reasonable
frequency and prior notice. In particular, PSI, the
Sponsor and their representative(s) may review
and duplicate essential Study documents, assess
the Study conduct and the relevant data processing
systems, and interview any person who has been
involved in the conduct of the Study, all in
compliance with the Applicable Regulatory
Requirements and the Informed Consent Forms.

8.3. Record Keeping

The Institution and the Investigator shall maintain
accurate, complete and current records of all Study
Data, including CRFs, documentation regarding
Study Drug and Study Supplies handling, including
accountability records, relevant source documents,
any other essential documents and materials, as
required by the Protocol, the Applicable Regulatory
Requirements and PSI’'s and the Sponsor's
(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 and in compliance with the
information given to the Study subjects or for a
period of twenty-five (25) years following the
completion of the Study, whichever is longer. The
Institution and/or Investigator may destroy the
Records at the end of the Records keeping period
on the condition that the
Investigator sends written notice to the Sponsor
and/or PSI at least sixty (60) days prior to the date
deletion/disposal will occur, and, if requested by

instructions

Institution and/or
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k dispozici pro vysvétleni a diskusi ohledné
Zaznam( (definovanych nize) a dokumentace

souvisejici se Studii.

8.2 Audit a monitorovani
a Zadavatelem
Zdravotnické zafizeni a Hlavni zkouS$ejici jsou
povinni pracovni doby a
s pfiméfenou frekvenci a po pfedchozim oznameni
spolupracovat s PSI, Zadavatelem a jejich zastupci
pfi monitorovani Studie a pfi auditech. PSI,
Zadavatel a jejich zastupci mohou zejména
kontrolovat a kopirovat nezbytné  Studijni
dokumenty, posuzovat provadéni Studie a systémy
zpracovani relevantnich udajl a pohovofit si se
vdemi osobami, které se podileji na provadéni
Studie pfi spInéni Platnych regulaénich pozadavku
a v souladu s Formulafi informovaného souhlasu.

provadéné PSI

béhem bézné

8.3 Zaznamy

Zdravotnické zafizeni a Hlavni zkouSejici povedou
presné,
Studijnich Udajich, které budou zahrnovat CRFs,
dokumentaci k naklddani se Studijnim lékem a
Studijnim materialem véetné& evidence, pfisludné
zdrojové dokumenty a jakékoli dalSi nezbytné
dokumenty nebo materidly dle pozadavkl
Protokolu, Platnych regulaénich pozadavkl a
pokynt PSI a Zadavatele (dale jen souhrnné
Zaznamy*“). Zdravotnické =zafizeni a Hlavni
zkouS$ejici jsou povinni uchovavat Zaznamy na
bezpeném a zabezpeenim misté po dobu
poZzadovanou Platnymi regulaénimi poZadavky a
v souladu s informacemi poskytnutymi Subjektiim
hodnoceni nebo po dobu dvaceti péti (25) let od
dokonceni Studie podle toho, ktera doba je delSi.
Zdravotnické zafizeni a/nebo Hlavni zkou$ejici smi

uplné a aktualni zéznamy o vSech

Zaznamy po uplynuti
Zaznamu zlikvidovat za podminky, Ze Zdravotnické
zfizeni a/nebo Hlavni zkousejici zaslou Zadavateli
a/nebo PSI oznameni alespon Sedesat (60) dnu
pfed datem vymazani/likvidace Zaznamd a na

Ihity pro uchovavani
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the Sponsor, cooperates with the Sponsor in:
(i) extending the Records keeping period; or
(i) shipping the Records to another facility for
storage, at the Sponsor’s reasonable expense.

9. TERMINATION AND SUSPENSION

9.1. Term

The term of this Agreement shall commence on the
last date of signature by the Parties. Unless
terminated earlier in accordance with this
Section 9, this Agreement shall remain in effect
until the Study closeout visit at the Institution.

9.2. Termination by the Sponsor

The Sponsor may terminate this Agreement with
immediate effect: (i) if the Institution and/or the
Investigator breaches this Agreement and fails to
cure such breach within thirty (30) calendar days
from the receipt of written notice; (ii) if the Sponsor
in good faith believes the Study Drug or
continuation of the Study presents an
unreasonable medical risk to the Study subjects or
if there are efficacy or safety concerns; or (iii) if the
Study is suspended or not initiated at the Institution
for any reason. The Sponsor may also terminate
this Agreement without cause upon thirty (30)
calendar days’ notice, in which case, all services
provided before the termination date shall be paid
in accordance with the Financial Arrangements.

9.3. Termination by the Institution or the

Investigator

The Institution or the Investigator may terminate
this Agreement with immediate effect upon written
notice: (i) if the Sponsor breaches this Agreement
and fails to cure such breach within thirty (30)
calendar days from the receipt of written notice; or
(ii) if the Institution and/or the Investigator in good
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zadost Zadavatele s nim budou spolupracovat na
(i) prodlouzeni IhGty pro uchovavani Zaznam(
nebo (ii) na zaslani Zaznamu do jiného zafizeni,
kde budou ulozeny, a to na pfiméfené naklady
Zadavatele.

9. UKONCENI A POZASTAVENI

9.1 Dobatrvani

Tato Smlouva zacina platit k datu jejiho podpisu
posledni z uvedenych stran. Pokud nebude tato
Smlouva ukonéena predcasné dle Oddilu 9, bude
u€inna do vykonani zavéreCné navstévy ve
Zdravotnickém zafizeni.

9.2 Ukonceni Zadavatelem

Zadavatel smi ukoncit tuto Smlouvu s okamzitou
ucinnosti pokud (i) Zdravotnické zafizeni a/nebo
Hlavni zkousSejici porusi tuto Smlouvu a nezjedna
napravu béhem fficeti (30) kalendarnich dnu od
obdrzeni pisemného oznameni, (ii) se Zadavatel
v dobé vife domniva, ze Studijni
pokraCovani Studie pfedstavuje nepfiméfené
zdravotni riziko pro Subjekty hodnoceni, nebo
pokud existuji obavy z hlediska ucinnosti nebo
bezpelnosti Studijniho |éku, nebo pokud (iii)
z jakéhokoli divodu dojde k preruseni Studie di
jejimu nezahdjeni ve Zdravotnickém zafizeni.
Zadavatel smi tuto Smlouvu ukongit také bez udani
dlvodu, a to s tficetidenni (30) vypovédni Ihitou,
ve kterém pfipadé budou
poskytnuté prfed datem ukonceni
v souladu s Finan¢nimi ujednanimi.

lék nebo

veskeré sluzby
zaplaceny

9.3. Ukonéeni Zdravotnickym zafizenim nebo
Hlavnim zkousejicim

Zdravotnické zafizeni nebo Hlavni zkouSejici smi
ukongit tuto Smlouvu s okamzitou ucinnosti: (i)
pokud Zadavatel podstatné porusuje tuto Smlouvu
a toto poruseni nenapravi do tficeti (30)
kalendafnich dnd od pisemného
oznameni; nebo (ii) pokud je Zdravotnické zafizeni

obdrzeni
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faith believe that the continuation of the Study
presents an unreasonable medical risk to the Study
subjects.

9.4. Surviving Clauses

The termination or expiration of this Agreement
shall not relieve any Party of its obligation to the
other with respect to the following provisions:
Section 1.4 b) and c) [Study Drug and Study
Supplies], Section 1.7 [Financial Disclosure],
Section 3 [Confidentiality], Section 4 [Personal
Data], Section 5 [Intellectual Property], Section 6
[Publication], Section 7 [Liability and Notification of
Claims], Section 8 [Inspections, Audits, Monitoring
and Record Keeping], Section 9.4 [Surviving
Clauses], Section 10 d) [Non-Debarment and Anti-
Corruption], Section 11  [Miscellaneous] and
Section 12 [Applicable Law].

9.5. Effect of Termination

In the event that this Agreement is terminated
early, the Institution shall cease enrolling subjects
in the Study, cease treating Study subjects under
the Protocol as directed by Sponsor, and terminate,
as soon as practicable, all other Study activities. In
the event of termination or expiration, Institution
shall deliver all Study Supplies, unused Study
Drug, Confidential Information and Study Data,
including CRFs, to PSI and Sponsor.

10. NON-DEBARMENT AND ANTI-
CORRUPTION
a) The Institution and the Investigator

represent and warrant that they have not been and
will not be Debarred and that they will not make use
of, nor otherwise involve any Debarred person or
organization in the Study. For the purposes of this
Agreement, “Debarred” means disqualified,
excluded or suspended from participation in clinical
research by any competent authority, including the
US FDA.
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a/nebo Hlavni zkouSejici v dobré vife pfesvédcen,
Ze pokracovani Studie pfedstavuje pro Subjekty
hodnoceni nepfiméfené zdravotni riziko.

9.4 Platnost po ukonéeni

Ukonc&eni nebo vyprseni této Smlouvy nezbavuje
zadnou ze smluvnich stran jejich povinnosti
k ostatnim stranam, a to s ohledem na nasledujici
ustanoveni: Oddil 1.4 b) a c) [Studijni 1€k a Studijni
material], Oddil 1.7 [Majetkové pfiznani], Oddil 3
[Dlvérnost], Oddil 4 [Osobni udaje], Oddil 5
[Dusevni vlastnictvi], Oddil 6 [Publikace], Oddil 7
[Zavazky, oznameni narokll a omezeni
odpovédnosti], Oddil 8 [Kontroly, audity,
monitorovani a zdznamy], Oddil 9.4 [Platnost po
ukonc€eni], Oddil 10 d) [Nevylou€eni a
protikorupéni ustanoveni], Oddil 11 [Ruzné], Oddil
12 [Platné zakony].

9.5. Uginek ukonéeni smlouvy

V prfipadé predéasného ukonéeni této Smlouvy
Zdravotnické zafizeni ukongi pfijimani subjektd do
Studie, ukonéi Ié€bu Subjektd hodnoceni podle
Protokolu a na zakladé pokynl Zadavatele co
nejdfive ukonci vSechny ostatni &innosti v rdmci
Studie. V pfipadé ukonceni nebo vyprseni platnosti
pfeda Zdravotnické zafizeni spoleCnosti PSI a
Zadavateli veSkery Studijni material, nepouzity
Studijni 1€k, Ddvérné informace a Studijni udaje,
vCetné CRF.

10. NEVYLOUCENi A PROTIKORUPCNI

USTANOVENI

a) Zdravotnické zafizeni a Hlavni zkouSejici
prohlasuji a zaruCuji se, ze jim nebyla a nebude
zakazana Uuc€ast v klinickém vyzkumu a Ze
nepouziji ani do Studie jinak nezapoji zadnou
osobu ani organizaci, které byla zakazana ucast
na klinickém vyzkumu. Pro ucely této Smilouvy
zahrnuje termin i vyznam vylougit
z ucasti v klinickém vyzkumu, zabrénit v uc€asti

.zakazat"
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3.2 The Institution and the Investigator shall not,
either directly, indirectly or through any third party:
(i) make or promise to make or receive any
payment or (ii) provide, transfer or receive anything
of value for the purpose of: (a) unduly inducing or
influencing any person to do or refrain from doing
any official act; (b) attempting to improperly gain or
maintain any business; or (c) securing any
improper advantage.

3.3 The Institution and the Investigator
represent and warrant that they have not been
convicted of any act of bribery or any other crime
of unethical business conduct and that they will not
involve in the Study any person convicted of bribery
or any crime related to unethical business conduct.

3.4 The Institution and the Investigator shall
promptly notify the Sponsor and PSI if either
becomes aware of any activities or circumstances,
which may constitute or lead to a violation of this
Section and shall stop utilizing the services of any
person or organization subject to any investigation
about non-compliance with this Section.

11. MISCELLANEOUS

a) The Institution and the Investigator
represent that they are authorized to enter into this

Agreement under the Applicable Regulatory
Requirements and the internal rules of the
Institution.

b) The Institution and/or the Investigator may
not assign or subcontract any rights or obligations
under this Agreement without the prior written
consent of the Sponsor. Even if the Sponsor
authorizes assignment or subcontracting, the
the Investigator remain fully
responsible and liable for the performance of the
assigned or subcontracted obligations.

Institution and
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nebo pozastavit uCast v klinickém vyzkumu
pFisluSnymi ufady, v€etné amerického ufadu FDA.

b)  Zdravotnické zafizeni a Hlavni zkousejici
nebudou pfimo, nepfimo ani prostfednictvim treti
strany (i) platit nebo slibovat, Ze zaplati, pFijimat
zadné cCastky ani (ii) poskytovat, prevadét Cci
pfijimat zadné cenné predméty za ucelem (a)
presvédceni C¢i ovlivnéni jakékoli osoby, aby
jednala nebo naopak nejednala ur€itym
zpusobem, (b) pokusu o ziskani nebo udrZeni
obchodni pfilezitosti, nebo (c) zajisténi necestné
vyhody.

C) Zdravotnické zafizeni a Hlavni zkousejici
prohladuji a zaruduji se,
Z zadného uplatku ani jiného trestného Ccinu
neetického obchodu a Ze do Studie nezapoji
osobu obvinénou z uplatku nebo trestného &inu
souvisejiciho s neetickym obchodem.

Ze nebyli obvinéni

d) Zdravotnické zafizeni a Hlavni zkousejici
jsou povinni promptné uvédomit Zadavatele a PSI,
pokud se dozvi o Cinnostech nebo okolnostech,
které by mohly pfedstavovat nebo vést k poruseni
tohoto Oddilu a jsou povinni ukongit uzivani sluzeb
kterékoli osoby nebo organizace podléhajici
vySetfovani nedodrZeni tohoto Oddilu.

11. RUZNE

a) Zdravotnické zafizeni a Hlavni zkouSejici
prohlasuji, ze jsou opravnéni uzavfit tuto Smlouvu
dle Platnych regulaénich pozadavku a internich
predpist Zdravotnického zafizeni.

zafizeni a/nebo  Hlavni
postoupit sva prava nebo
angazovat subkontrahenty na pInéni
povinnosti  vyplyvajicich z této Smlouvy bez
predchoziho pisemného souhlasu Zadavatele. |
v pfipadé, Ze Zadavatel schvali delegovani Cdi
angazovani subkontrahent,
Zdravotnické zafizeni a Hlavni zkouS$ejici plné
odpovédni za pInéni vesSkerych delegovanych

b)  Zdravotnické

zkouSejici nesmi

svych

zUstavaji
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I
c) If any provision(s) of this Agreement shall be
declared invalid by a court of competent

jurisdiction, such determination shall not affect the
remaining provisions of this Agreement, which shall
remain in full force and effect. The Parties hereto
shall, however, attempt to replace the provision(s)
declared invalid as aforesaid with legally valid
provision(s), which reflect(s) the same purpose of
the invalid provision(s) to the greatest extent
possible.

d) This Agreement is entered into between the
Parties hereto on principal to principal basis.
Nothing contained in this Agreement shall be
construed to imply a joint venture, employment,
partnership, or principal agent relationship
between the Institution/Investigator and PSI or the
Sponsor; and no Party hereto by virtue of this
Agreement shall have the right, power or authority
to act or create any obligation, express or implied,
on behalf of any other Party.

e) The Parties acknowledge that Act No.
340/2015 Coll., on the Contract Register, as
amended obliges the Institution to publish this
Agreement. PSI shall prepare a machine-readable
electronic format of this Agreement which will blind
out sensitive information in compliance with
Section 3 Subsection 1 of the Act on the Contract
Register and send it to the Institution for
publication. Once the Institution publishes the
Agreement, the Institution shall inform PSI of the
publication via the PSI data box with identifier:

B ¢ by email sent to
I e Act on the

Contract Register also obliges the Institution to
publish the estimated value of this Agreement. The
parties agree that this amount shall be defined as

EUR I
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povinnosti €i povinnosti, na jejichz plnéni byli
angazovani subkontrahenti.

c) Pokud bude nékteré ustanoveni této
Smlouvy prohldSeno  za neplatné soudem
pfislusné jurisdikce, nebude mit toto rozhodnuti
vliv na zbyvajici ustanoveni této Smlouvy a tato
zbyvajici ustanoveni zustavaji v plné platnosti a
ucginnosti. Smluvni strany se vSak pokusi nahradit
ustanoveni prohlasené za neplatné ustanovenim
platnym, které plni stejny 0Cel jako neplatné
ustanoveni v co nejvétsim mozném rozsahu.

d) Smluvni strany uzaviraji tuto Smlouvu na
zdkladé rovnosti postaveni stran. Na zakladé
zadné skuteCnosti obsazené v této Smlouvé neni
mozneé interpretovat vztah mezi Zdravotnickym
zarizenim/Hlavnim zkou$ejicim a PSI nebo
Zadavatelem jako spoleény podnik, vztah
zaméstnance a zaméstnavatele, partnerstvi nebo
vztah nadfizeného a podfizeného a zaroven zadné
ze Smluvnich stran nezaklada tato Smlouva pravo,
pravomoc nebo opravnéni vykonavat nebo
vytvafet jménem jakékoli
povinnosti, at jiz vyslovné Ci nepfimo.

ostatnich  stran

e) Smluvni strany berou na védomi, Ze
Zdravotnické zafizeni je povinno uvefejnit tuto
Smlouvu v souladu se zakonem ¢&. 340/2015 Sb.,
o registru smluv, v platném znéni. PSI pfipravi
strojové Citelnou verzi Smlouvy v elektronickém
formatu se znecitelnénymi citlivymi Gdaji v souladu
s ustanovenim § 3 odst. 1 zdkona o registru smluv
a zaSle ji Zdravotnickému zafizeni k uverejnéni.
Zdravotnické zafizeni bude PSI
uvefejnéni  Smlouvy prostfednictvim datové
schranky PSI s identifikatorem: || =2

emailové  adresy: | EEEEEEEEEE

Zdravotnické zafizeni je povinno na zakladé

informovat o

Zakona o registru smluv rovnéz
predpokladané celkové finanéni pInéni poskytnuté
na zakladé této Smlouvy. Smluvni strany se

dohodly, Ze jde o ¢astku |l Euro.

uverejnit
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Vojenska nemocnice Brno, p.o.

12. APPLICABLE LAW 12. PLATNE ZAKONY
This Agreement shall be governed by and Tato Smlouva se fidi a vyklada podle platnych
construed in accordance with the laws of the Czech  zakon(i Ceské republiky bez ohledu na rozpor se

Republic, without regard to its conflict of laws zakonnymi ustanovenimi.
provisions.

[SIGNATURE PAGE TO FOLLOW] [NASLEDUJE PODPISOVA STRANA]
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By signing below, each Party hereby accepts and
agrees to the above terms and conditions.
Electronic signatures shall be valid and binding
with the same force and effect as wet-ink originals.

Vojenska nemocnice Brno, p.o.

Pfipojenim podpisu nize kazda ze stran pfijima a
souhlasi s vySe uvedenymi podminkami a
ustanovenimi. Elektronické podpisy ¢i kopie
vlastnoruénich podpisi budou stejné platné a
zavazné jako originaly.

The Institution | Zdravotnické zafizeni: Vojenska nemocnice Brno, p. o.

Name | Jméno |
Title | Pozice NN

Dated | Datum

The Investigator | Hlavni zkouSejici

Name | Jméno: I

Dated | Datum

The Sponsor | Zadavatel: Morphic Therapeutic, Inc. (signed by PSI CRO Czech

Republic in the name of the Sponsor, based on a power of attorney)/(jménem Zadavatele

podepsala PSI CRO Czech Republic s.r.o0. na zakladé pIlné moci)

Name | Jméno [N
Title | Pozice [N

Dated | Datum

Name | Jméno I
Title | Pozice [N

Dated | Datum

CTA Template, Czech Republic
Sponsor Approved, 17-Oct-2022
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ATTACHMENT 1
FINANCIAL ARRANGEMENTS

13. FEES

a) The compensation to be paid under this
Agreement is defined in the Annex to the Financial
Arrangements attached hereto.

b) All amounts defined in these Financial
Arrangements are exclusive of VAT, which will be
added, if applicable.

2. INVOICING

a) For the fees where the invoicing process is
initiated by the Sponsor through PSI, the Sponsor
shall ensure that PSI sends quarterly overviews to
the Institution, setting out the amounts earned by
the Institution, based on the Study visits and Study
procedures completed and the Study data reported
in compliance with this Agreement (each an
“Quarterly Overview”). If the Institution agrees
with the Institution Quarterly Overview, the
Institution shall issue an invoice for the amount
indicated in the Institution Quarterly Overview
converted into CZK, using the conversion rate of
the Czech National Bank on the date of invoicing.

b) For the fees where the invoicing process is
initiated by the Institution, the Institution shall
invoice these items not later than thirty (30) days
after they become invoiceable, converted as
described above.

C) The Institution’s invoice shall comply with tax
requirements and indicate the Protocol number.
The Institution shall issue the final invoice not later
than thirty (30) days after the closeout visit to the
Institution.

d) All invoices for the performance of the
services under this Agreement shall be addressed
to PSI:

CTA Template, Czech Republic
Sponsor Approved, 17-Oct-2022
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PRILOHA 1
FINANCNIi UJEDNANI

1. POPLATKY

a) Kompenzaci, kter& ma byt na zakladé této
Smlouvy vyplacena, stanovuje nize pfipojena

Pfiloha k Finan&nim ujednanim.

b) VS8echny ¢&astky stanovené v téchto
Finanénich ujednanich jsou bez DPH, ktera bude

pfipadné pfipocitana.
2. FAKTURACE

a) V pripadé poplatka, u kterych fakturaéni
proces iniciuje Zadavatel prostfednictvim PSI,
zajisti Zadavatel, aby PSI
pfehledy Zdravotnickému zafizeni, v nichz budou
uvedeny
zarizeni

zaslala C&tvrtletni

Zdravotnickému
na zakladé provedenych Studijnich
navstév a Studijnich procedur a odevzdanych
Studijnich udaju v souladu s touto Smlouvou (vzdy
,Ctvrtletni  prehled). Pokud
zafizeni se Ctvrtletnim pfehledem souhlasi,
vystavi fakturu na éastku uvedenou ve Ctvrtletnim
prehledu, prevedenou na K& za pouziti kurzu CNB
ke dni vystaveni faktury.

Castky pfipadajici

Zdravotnické

b) V pfipadé poplatkl, u kterych fakturaéni
proces iniciuje Zdravotnické zafizeni, vystavuje
Zdravotnické zafizeni fakturu na tyto polozky
nejpozdéji tficet (30) dnl od okamziku, kdy se
stanou fakturovatelnymi,
uvedeného popisu.

prevedené dle vySe

c) Faktury Zdravotnického zafizeni
splfiovat dafové poZadavky a uvadét Cdcislo
Protokolu. Kone€nou fakturu vystavi Zdravotnickeé
zafizeni nejpozdéji tficet (30) dnG od zavérecné

museji

navstévy Zdravotnického zafizeni.

d) VeSkeré faktury za sluzby poskytnuté
Zdravotnickym zafizenim dle této Smlouvy budou
adresovany PSI| a zasilany na nize uvedenou
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PSI CRO Czech Republic s.r.o.
V Parku 2343/24

148 00 Prague

ID No. 281 96 775

and sent to: |

3. PAYMENTS

a) The Sponsor shall ensure that PSI makes
the payments for invoiceable items in CZK within
thirty (30) days after receipt of the undisputed
invoice.

b) The Sponsor will only accept making
payments to bank accounts located in the country
where the services under this Agreement have

been performed.

c) The last payment may be withheld until the
Investigator has appropriately answered all data
clarification requests, all Study Supplies and/or
Study Drug has been returned/destroyed as per the
Sponsor’s or PSI instructions, and PSI
performed a closeout visit to the Institution.

has

CTA Template, Czech Republic
Sponsor Approved, 17-Oct-2022
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adresu:

PSI CRO Czech Republic s.r.o.
V Parku 2343/24

148 00 Praha

IC: 281 96 775

3. PLATBY

a) Zadavatel je povinen zajistit, aby PSI
provedla platby v K& do tficeti (30) dnt od obdrzeni
nesporné faktury.

b)  Zadavatel povoluje zasilani plateb pouze na
bankovni Uty nachazejici se v zemi, kde byly
sluzby na zakladé této Smlouvy poskytovany.

c) Zadavatel ma pravo pozdrzet posledni
platbu, dokud Hlavni zkousejici nalezité nezodpovi
veSkeré zadosti o objasnéni Udaji, nedojde k
vraceni/likvidaci veSkerého Studijniho materialu
a/nebo Studijniho Iéku dle pokynl Zadavatele
nebo PSI a Zadavatel nebo PSI nevykona
zavére€nou navstévu ve Zdravotnickém zafizeni.
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ANNEX TO THE FINANCIAL ARRANGEMENT

This Annex defines the compensation to be paid under the Agreement.

The column "Invoice initiated by" indicates if the payment of the
particular fee will be initiated by PSI via a Quarterly Overview or by the
Institution via an invoice.

1. Per Visit Fees

The per visit fees shall be calculated in accordance with the below table
based on (i) the number of Study subjects and (ii) the number of visits
performed and completed CRF sections and verified by a PSI monitor
with respect to these Study subjects in compliance with the Agreement.

Vojenska nemocnice Brno, p.o.

PRILOHA K FINANCNIM UJEDNANIM

Tato Pfiloha definuje odménu, kiera ma byt vyplacena dle Smiouvy.

Sloupec oznaceny "fakturu inicioval" udava, zda bude urCita platba
iniciovana PSI  prostfednictvim  Ctvrtletniho  pfehledu nebo
Zdravotnickym zafizenim prostfednictvim faktury.

1. Platby za jednotlivé navstévy

Platby za navstévy budou vypocitany v souladu s tabulkou nize na
zakladé (i) poc¢tu Subjektd hodnoceni a (i) poCtu uskute¢nénych
navstév a vyplnénych a monitorem PSI potvrzenych oddili CRF s
ohledem na tyto Subjekty hodnoceni v souladu se Smlouvou.

[T}

CTA Template, Czech Republic
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Vojenska nemocnice Brno, p.o.

P

o

i
I

2. Additional Procedural Fee 2. Dodatecné poplatky

Further to the per visit fees, the following unscheduled and/or additional Dale budou mimo poplatki za jednotlivé navstévy hrazeny také nize
procedures or visits will be compensated upon occurrence. uvedené neplanované a/nebo dodatecné procedury nebo navstévy dle

jejich absolvovani.
I

—l_
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F

_ Vojenska nemocnice Brno, p.o.
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_ Vojenska nemocnice Brno, p.o.
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_ Vojenska nemocnice Brno, p.o.
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_ Vojenska nemocnice Brno, p.o.

by .
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3. Screen Failures 3. Neuspésny screening

Screen Failure shall mean a Study subject for whom the screening visit Za NeuUspéSny screening Subjektu hodnoceni bude povazovan
has been performed, including signing ICF, but who could not be screening jakéhokoli subjektu, ktery absolvuje screeningovou
effectively included in the Study under the exclusion/ inclusion criteria or navstévu véetné podpisu IS, avSak nebude moci byt efektivné
for other reasons. zarazen do Studie dle kritérii pro ne/zafazeni nebo z jinych divodd.
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PSI shall pay for 2 initial Screen Failure subjects in accordance with the
cost listed in Table 2 above (depending at which stage patient was
considered SF, this would be either total for Screening Stage 1 and 2 or
a fee for stage 1 only).

Subsequently, PSI shall pay for up to two (2) Screen Failure subjects per
each randomized subject (2:1 ratio).

Additional Screen Failures may be reimbursed only upon prior written
Sponsor/PSI approval (e-mail shall suffice). The Institution/PI must obtain
the Sponsor's prior written approval before proceeding with further
screening activities.

4. Unscheduled Visit

_ Vojenska nemocnice Brno, p.o.

PSI je povinna uhradit 2 inicialni Neuspésné screeningy v souladu s
néklady uvedenymi v Tabulce 2 vySe (v zavislosti na tom, v jaké etapé
byl screening pacienta povazovan za neuspésny. Bud se bude jednat
o celkovou ¢astku za etapu 1i 2, nebo pUjde pouze o ¢astku za etapu
1). PSI je nasledné povinna uhradit Neuspésné screeningy u dvou (2)
pacientll na kazdy randomizovany subjekt (v poméru 2:1). DalSi
Neuspésné screeningy je mozné uhradit pouze s pFedchozim
pisemnym souhlasem Zadavatele/PSI (email postaéi). Zdravotnické
zafizeni/Hlavni zkouS$ejici musi ziskat pfedchozi pisemny souhlas
Zadavatele pfedtim, nez bude pokraCovat s dal§imi €¢innostmi v ramci
screeningu.

4. Neplanovana navstéva

CTA Template, Czech Republic
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5. Patient Travel and Meal Reimbursement

Reasonable expenses (including travel-related expenses) incurred by
Study subjects in connection with their participation in the Study, where
applicable as per the Informed Consent Form (ICF) and Applicable
Regulatory Requirements, shall be reimbursed to Study subjects in the
amount of CczK (approx. EUR [} for each Study-related visit.
Higher amounts will be reimbursed upon Sponsor's approval, required
prior to the reimbursement, and subject to submission of supportive
documentation (e.g. receipts, tickets, checks, justifications, as well as
other supporting documentation), attached to the Reimbursement Log
indicating the patient number, the visit number and date, travel details,
type of transport.

Study subjects will be reimbursed for possible discomfort in connection
with the colonoscopy Study visit in the amount of [JJJlil CzK (approx. EUR
). Additionally, the person accompanying the Study subject for the
above-mentioned colonoscopy visit (escort) will also be reimbursed in the
amount of [l czK (approx. EUR ).

Reimbursement of such expenses shall be made through the PSI who
shall reimburse the Study subject and/or escort (as the case).

6. Administrative Fees

5. Nahrada cestovnich vydaja a vydaijti za jidlo pacientiim

Subjektim hodnoceni budou uhrazeny odpovidajici vydaje (vetné
cestovnich) ve vysi K¢ (priblizné | euro) za kazdou studijni
navstévu (v€etné studijni navstévy s kolonoskopii) vynaloZzené v
souvislosti s jejich GCasti ve Studii, dle Informovaného souhlasu a
Platnych regula¢nich pozadavkl. Vys$s$i ¢astky budou uhrazeny po
schvaleni Zadavatelem, které je vyzadovano pfed uhrazenim, a po
predlozeni doklad(l (napf. pfedpisu, jizdenek, Sekl, oduvodnéni a
dalSich dokladu) pfipojenych k vykazu cestovnich nahrad
(Reimbursement Log) s Cislem pacienta, Cislem a datem navstévy,
podrobnostmi o cesté a druhem dopravy.

Subjektdm hodnoceni bude vyplacena kompenzace mozného
diskomfortu v souvislosti se Studijni navstévou s kolonoskopii ve vysi
H <¢ (priblizné ] euo). Dale bude osobé doprovazejici Subjekt
hodnoceni na vySe uvedenou navstévu s kolonoskopii (doprovod)
uhrazena ¢astka | K¢ (priblizné ] euro).

Néhrady budou vyplaceny prostfednictvim PSI, kterd uhradi naklady
Subjektim hodnoceni a/nebo doprovodu.

6. Administrativni poplatky

CTA Template, Czech Republic
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_ Vojenska nemocnice Brno, p.o.
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_ Vojenska nemocnice Brno, p.o.
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ATTACHMENT 2
DATA PROCESSING REQUIREMENTS

1. The Institution and Investigator agree only to
process personal data for and on behalf of the
Sponsor in accordance with the instructions of the
Sponsor and for the purpose of the Study and to
ensure the Sponsor's compliance with the Data
Protection Laws.

2. The Institution’s processing of personal data,
as processor of the Sponsor, shall be governed by
this Agreement, the Protocol and the information
given to the Study subjects, which set out the
subject matter, duration, nature and purpose of the
processing, the type of personal data and the
categories of data subjects, the rights and
obligations of the Parties as well as the rights of the
Sponsor as controller.

3. The Institution and the Investigator agree to
comply with the obligations applicable to processors
described by Article 28 GDPR, as well as those
additional obligations required by the Sponsor
pursuant to this Agreement, including but not limited
to the following:

a) implementing and maintaining appropriate
technical and organizational security
measures sufficient to comply at least with
the obligations imposed on the Sponsor as a
controller by Article 28(1) GDPR,;

b) processing personal data for and on behalf
of the Sponsor only in accordance with the
documented instructions of the Sponsor,
including with regard to transfers of personal
data to a third country or an international
organization. If the Institution is required by
law to otherwise process the personal data,
the Institution and/or the Investigator shall
notify PSI and the Sponsor before
undertaking the processing, or as soon as
possible thereafter, unless such notification
is prohibited on important grounds of public
interest in accordance with Article 28(3)(a)
GDPR;

PSI Template, General, 27-MAY-2024

PRILOHA 2
POZADAVKY NA ZPRACOVANI UDAJU

1. Zdravotnické zafizeni a Hlavni zkouSejici
se zavazuji zpracovavat pouze osobni Udaje pro
Zadavatele ajeho jménem v souladu s pokyny
Zadavatele a pro uc€ely Studie a zajistit soulad se
Zakony o ochrané udaju ze strany Zadavatele.

2. Zpracovavani osobnich udajl
Zdravotnickym zafizenim jakozto Zadavatelovym
zpracovatelem se  Fidi Smiouvou,
Protokolem a informacemi  poskytnutymi
Subjektim hodnoceni, které stanovuji predmeét,
délku, povahu a ucel zpracovani, druh osobnich
Udaji a kategorie subjektd adaji, prava a
povinnosti Stran a prava Zadavatele jakozto
spravce udaju.

touto

3. Zdravotnické zafizeni a Hlavni zkouSejici
se zavazuji plnit povinnosti, které se vztahuji na
zpracovatele a které jsou popsany v Clanku 28
GDPR, jakoz i dal3i povinnosti, jejichZ plnéni je
pozadovano Zadavatelem dle této Smlouvy,
zejména plnéni nize uvedenych povinnosti:

a) zaveést a udrzovat v platnosti vhodna
technickd a organizaéni bezpefnostni
opatfeni dostacujici alespori ke spinéni
povinnosti, které ma Zadavatel jakoZto
spravce Udaji dle Clanku 28 odst. 1
narizeni GDPR,;

b) zpracovavat osobni Udaje pro a jménem
Zadavatele pouze na zakladé doloZenych
pokynt Zadavatele, zejména s ohledem
na pfedavani osobnich Udaji do tfetich
zemi nebo mezindrodni organizaci.
Pokud od Zdravotnického zafizeni zakon
vyzaduje jiné zpracovani osobnich udaju,
ma Zdravotnické zafizeni a/nebo Hlavni
zkouSejici povinnost uvédomit PSI a
Zadavatele pred zpracovanim udajd,
nebo co nejdfive poté, pokud vSak toto
uvédoméni neni zakadzano z dulezitych
divodl vefejného zajmu v souladu s
Clankem 28 odst. 3 pism. a) nafizeni
GDPR,;
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c)

d)

e)

f)

a)

ensuring that Study Personnel authorized to
process personal data have committed
themselves to confidentiality or are under an
appropriate statutory obligation of
confidentiality (Article 28(3)(b) GDPR);

taking all measures required by Article 32
GDPR in relation to the security of
processing (Article 28(3)(c) GDPR);

subject to Section 4 below, complying with
the conditions described in Article 28(2) and
(4) GDPR for engaging another processor
(Article 28(3)(d) GDPRY);

taking into account the nature of the
processing, assisting the Sponsor, by
appropriate technical and organizational
measures, insofar as this is possible, to
respond to requests for exercising data
subjects’ rights (Article 28(3)(e) GDPR). In
particular, the Institution and the Investigator
shall inform the Sponsor and PSI
immediately (and no later than within one (1)
working day) of any request received from or
on behalf of a Study subject (or any other
data subjects) who exercises his/her rights
under GDPR in the context of the Study. The
Institution and the Investigator shall handle
those requests in accordance with PSI’s and
Sponsor’'s reasonable instructions and in
compliance with the Data Protection Laws;

assisting the Sponsor, to ensure compliance
with the obligations pursuant to Articles 32 to
36 GDPR, taking into account the nature of
the processing and the information available
to the Institution (GDPR Article 28(3)(f)
GDPR). In particular, in the event of any
personal data breach by the Institution as a
processor of the Sponsor, the Institution and
the Investigator shall: (i) within twenty-four
(24) hours following discovery of such
personal data breach, send written notice of
the incident via e-mail to the Sponsor

PSI Template, General, 27-MAY-2024
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c)

d)

e)

f)

)

zajistit, aby se  Studijni
opravnény zpracovavat osobni

personal
Udaje
zavazal k micenlivosti, nebo aby byl
vazan zakonnou povinnosti mi€enlivosti
(Clanek 28 odst. 3 pism. b) GDPRY);

pfijmout veSkera opatfeni vyzadovana
Clankem 32  GDPR
s bezpecénosti zpracovavani

(Clanek 28 odst. 3 pism. c) GDPR);

v souvislosti
udaju

s vyhradou Oddilu 4 niZze byt v souladu
s podminkami popsanymi ve Clanku 28
odst. 2 a4 GDPR pro angazovani dalSiho
zpracovatele Udaji (Clanek 28 odst. 3
pism. d) GDPR);

pfi  zohlednéni povahy zpracovani
napomahat Zadavateli prostfednictvim
vhodnych technickych a organizacnich
opatfeni, pokud je to mozné, pfi
reagovani na zadosti o uplatnéni prav
subjekt(i udaja (Clanek 28 odst. 3 pism. e)
nafizeni GDPR). Zdravotnické zafizeni a
Hlavni zkouSejici maji zejména povinnost
neprodlené informovat PSI (nejpozdéji do
jednoho (1) pracovniho dne) o vSech
zadostech, které obdrzi od Subjektl
hodnoceni nebo jejich jménem (nebo od
jinych subjektd udaja), které uplatfiuji sva
prava dle nafizeni GDPR v kontextu
Studie. Zdravotnické zafizeni a Hlavni
témito
souladu s

zkouSejici maji povinnost s

Zadostmi  nakladat v
pfiméfenymi pokyny PSI a Zadavatele a v

souladu se Zakony o ochrané udajU;

napomahat Zadavateli zajistit dodrzovani
povinnosti vyplyvajicich z Clanka 32 az
36 GDPR a vzit pfi tom v Uvahu povahu
zpracovani Udaju a informace dostupné
Zdravotnickému zafizeni (Clanek 28,

odst. 3, pism. f) GDPR). V pfipadé
poruSeni ochrany osobnich  Udajl
Zdravotnickym zafizenim jakozZto

zpracovatelem udaju, ma Zdravotnické
zafizeni a Hlavni zkouSejici zejména
povinnost (i) do dvaceti ¢tyr (24) hodin od
incidentu pisemné

zaslat oznameni

46/63



Docusign Envelope ID: 46B55378-893F-445E-8B46-4C9E4F8BF893

h)

4.

() ith a copy to
I () not make any
statements or notifications about the

personal data breach, as it relates to the
processing for the purpose of the Study, to
any individual affected by the incident, the
public or any third party without Sponsor’s
prior written approval; and (iii) immediately
take steps to investigate and mitigate the
personal data breach and reasonably
cooperate with the Sponsor and/or PSI;

destroying or returning, at the choice of the
Sponsor, all personal data to the Sponsor at
the expiry or early termination of the
Agreement, unless storage is legally
required (Article 28(3g) GDPR) or where that
personal data is held by the Institution as
controller for its own purpose(s);

providing the Sponsor and/or PSI with
evidence of its compliance with the
obligations set out in this Attachment 2,
and/or, at the Sponsor’s or PSI's discretion
and on reasonable notice, allowing the
Sponsor and/or PSI, or a third party
appointed by the Sponsor and/or PSI, to
audit the Institution’s compliance with the
obligations described in this Attachment 2,
Data Protection Laws (including but not
limited to Article 28 GDPR), subject to the
Sponsor and/or PSI, or the appointed third
party, complying with all relevant health and
safety and security policies of the Institution
(Article 28 (3h) GDPR); and

maintaining a record to demonstrate
compliance with this Attachment 2 and Data
Protection Laws, including the records
required pursuant to Article 30(2) GDPR.

In furtherance of its obligations under Article

28 GDPR the Institution and the Investigator agree
that they will not engage another processor for the

PSI Template, General, 27-MAY-2024
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h)

zadavateli (na |G -
v kopii na | (i) bez
pisemného souhlasu Zadavatele necinit
zadné prohlaseni ani
poruSeni ochrany osobnich udajd, nebot
souvisi se zpracovanim udajd pro ucely

oznameni o

Studie, fyzické osobé dotcené
incidentem, na vefejnost nebo tfeti strané;
a (i) okamzité podniknout kroky

k vySetfeni poruseni ochrany osobnich
udajl jeho dopadu a
pfiméfené spolupracovat se Zadavatelem
a/nebo PSI;

a zmirnéni

po vyprSeni platnosti nebo pfed€asném
ukonéeni Smlouvy zlikvidovat nebo vratit
Zadavateli — dle rozhodnuti Zadavatele —
vesSkeré osobni udaje, pokud neni jejich
uloZeni pozadovano zakonem (Clanek 28
odst. 3 pism. g) nafizeni GDPR) nebo
pokud tyto osobni udaje nejsou v drzeni
Zdravotnického zafizeni jakozto spravce
pro viastni ucely;

poskytnout Zadavateli a/nebo PSI dikaz
o0 dodrzovani
touto PFilohou 2 a/nebo dle rozhodnuti
Zadavatele  a/nebo PSI a po
odpovidajicim oznameni
Zadavateli a/nebo PSI nebo tfeti strané
jmenované Zadavatelem a/nebo PSI
provést audit souladu Zdravotnického
zafizeni S povinnostmi popsanymi
v Pfiloze 2, Zakonech o ochrané udaju
(zejména Clanku 28 GDPR) s vyhradou
souladu Zadavatele a/nebo PSI, nebo

povinnosti stanovenych

umoznit

jmenované tfeti strany se vSemi
relevantnimi zdravotnimi a
bezpecnostnimi nafizenimi

Zdravotnického zatizeni (Clanek 28 odst.
3 pism. h) GDPR); a

vést zadznamy k prokazani souladu s touto
PFilohou 2 a Zakony o ochrané udajl
véetné zaznamlO vyzadovanych dle
Clanku 30 odst. 2 nafizeni GDPR.

Zdravotnické zafizeni a Hlavni zkousejici

se zavazuji, ze bez prfedchoziho pisemného
souhlasu udéleného Zadavatelem nebo jeho
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jménem nebudou angazovat dal$iho
zpracovatele udaj pro ugely Studie (Clanek 28
odst. 2 GDPR);

purpose of the Study without prior written
authorisation from or on behalf of the Sponsor

(Article 28(2) GDPR);

5. The Institution and the Investigator shall:

a) ensure that the Study Personnel does not
process personal data except in accordance
with the Agreement, the Protocol and
information given to the Study subjects;

b) take all reasonable steps to ensure the
reliability and integrity of any of the Study
Personnel who have access to the personal
data and will ensure that the Study
Personnel: (i) are aware and comply with the
Institution’s and the Investigator's duties

under this Attachment 2; (ii) received
relevant data protection trainings; and
(i) have committed themselves to

confidentiality.

6. The Institution and the Investigator shall
obtain prior written agreement of the Sponsor or
PSI to process personal data outside of the
European Economic Area or Switzerland.

7. Where the Institution, acting as the Sponsor’s
processor, processes personal data outside of the
European Economic Area, the Institution warrants
that it does so in compliance with the Data
Protection Laws.

PSI Template, General, 27-MAY-2024

5. Zdravotnické zafizeni a Hlavni zkouSejici
jsou povinni:

a) zajistit, aby Studijni personal
nezpracovaval osobni Udaje s vyjimkou
zpracovani v souladu s touto Smiouvou,
Protokolem a informacemi poskytnutymi
Subjektim hodnoceni;

b) podniknout vesSkeré pfiméfené kroky
k zajisténi spolehlivosti a integrity vSech
¢lend Studijniho personalu, ktefi maji
pfistup k osobnim udajum, a k zajisténi,
aby (i) si ¢lenové Studijniho personalu byli
védomi Zdravotnického
zafizeni a Hlavniho zkouS$ejiciho dle této
Prilohy 2 a dodrzovali je; (ii) podstoupili
povinné skoleni tykajici se ochrany udaj(;
a (iii) zavazali se k mi¢enlivosti.

povinnosti

6. Zdravotnické zafizeni a Hlavni zkouSejici
jsou povinni ziskat pfedchozi pisemny souhlas
Zadavatele nebo PSI se zpracovavanim osobnich
Udaji mimo Evropsky hospodarsky prostor nebo
mimo Uzemi Svycarska.

7. V pfipadé, kdy Zdravotnické zafizeni
zpracovava osobni (daje Evropsky
hospodarsky prostor, se Zdravotnické zafizeni
zaruCuje, ze tak cini v souladu se Zakony o
ochrané udaju.

mimo
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ATTACHMENT 2

AMENDMENT # 1 TO CLINICAL TRIAL

AGREEMENT

AMENDMENT #1 TO CLINICAL STUDY
AGREEMENT

(with Institution and Investigator)

This Amendment (the "Amendment"”) to the
Clinical Study Agreement with the Institution and
Investigator, dated 3 May 2024 (the
“Agreement”), for the clinical study (the “Study”),
conducted in accordance with the protocol
_ “A Phase 2, Randomized, Double-
blind, Placebo-controlled Study to Evaluate the
Safety and Efficacy of 2 Active Dose Regimens
of MORF-057 in Adults with Moderately to
Severely Active Crohn’s Disease (GARNET)” and
any amendments thereto (the “Protocol”), is
made by and between:

Morphic Therapeutic, Inc.,

located at 35 Gatehouse Drive, Suite A2,
Waltham, MA 02451, United States of America
(the “Sponsor”)

and
Vojenska nemocnice Brno, p. 0.,

Zabrdovicka 3, 636 00 Brno, Czech Republic

ID:  60555530; VAT no.. (CZ60555530,
represented by [N (e
“Institution”)

and
]
]

(the “Former Investigator”)

and

affiliated with Vojenska nemocnice Brno, p.o.,
Zabrdovicka 3, 636 00 Brno, Czech Republic

PSI Template, General, 27-MAY-2024

PRILOHA 2

DODATEK #1 KE SMLOUVE O KLINICKEM

HODNOCENI

DODATEK #1 KE SMLOUVE O KLINICKEM
HODNOCENI

(se Zdravotnickym zafizenim a Hlavnim
zkousSejicim)

Tento Dodatek (dale jen ,Dodatek®) ke Smlouvé
o klinickém hodnoceni se Zdravotnickym
zafizenim a Hlavnim zkou$ejicim s datem 3.
kvétna 2024 (dale jen ,Smlouva“) ke klinické
studii (dale jen ,Studie®) provadéné v souladu
s Protokolem | G
-Randomizovana dvojité zaslepena placebem
kontrolovana klinick4 studie faze 2 hodnotici
bezpecnost a u&innost 2 davek MORF-057 u
dospélych pacientll se stfedné zavaznou az
zavaznou aktivni Crohnovou chorobou
(GARNET)" (dale jen ,Protokol“) a vSemi jeho
dodatky se uzavira mezi:

S nazvem:

Morphic Therapeutic, Inc.,

se sidlem 35 Gatehouse Drive, Suite A2,
Waltham, MA 02451, USA (déle jen ,Zadavatel”)

a
Vojenska nemocnice Brno, p. 0.,
Zabrdovicka 3, 636 00 Brno, Ceska republika

IC: 60555530; DIC: CZ60555530, zastoupena

I (déle jen

.Zdravotnické zafizeni”)

a
]

]

(dale jen ,Byvaly hlavni zkousejici”)

a

spolupracuijici s Vojenska nemocnice Brno, p.o.,

Zabrdovicka 3, 636 00 Brno, Ceska republika
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(the “New Investigator”)

Each a “Party” and together the “Parties”

PREAMBLE:

WHEREAS, due to the Former Investigator not
being approved by the competent authorities and
the responsible ethics committee, the New
Investigator shall replace the Former Investigator
as a principal investigator conducting the Study
at the Institution, and all Parties consent to such
replacement;

WHEREAS, the Parties wish to revise the Annex
to the Financial Arrangement, Attachment A in
connection with such replacement;

WHEREAS, the Parties agree that for the
purposes of efficient payment administration they
will completely replace the contents of the Annex
to the Financial Arrangement with the relevant
updated contents;

WHEREAS, in order to replace the contents of
the Annex to the Financial Arrangement, 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 Former Investigator hereby assigns all
his rights and obligations under the Agreement
and the New Investigator hereby assumes such
rights and obligations as of the date of approval
of the Investigator change by the competent
authorities and ethics committee (as applicable),
whichever is later (the “Replacement Date”). The
New Investigator hereby acknowledges that
he/she has read and agrees to be bound by the
Agreement as from the Replacement Date.

2. All  references to the “Investigator”
throughout the Agreement shall be deemed as
references to the New Investigator.

3. The Former Investigator shall be released
from his obligations under the Agreement, except
those foreseen to survive the termination or
expiration of the Agreement pursuant to section

PSI Template, General, 27-MAY-2024

(dale jen ,Novy hlavni zkousejici”)

dale jen jednotlivé ,Strana“, dohromady ,Strany*

PREAMBULE:

VZHLEDEM K TOMU, ZE z diivodu neschvéleni
Byvalého hlavniho zkouS$ejiciho pfislusnymi
Ufady a odpovédnymi etickymi komisemi Novy
hlavni zkouS$ejici nahrazuje Byvalého hlavniho
zkouSejiciho hlavniho  zkousSejiciho
provadéjiciho Studii ve Zdravotnickém zafizeni a
vSechny Strany s timto nahrazenim souhlasi;

v roli

VZHLEDEM K TOMU, zZe si Strany pfeji zménit
pfilohu k finan€nim ujednanim tvoficim pfilohu A
tak, aby reflektovala toto nahrazent;

VZHLEDEM K TOMU, ze se Strany dohodly, ze
pro Ucely efektivni spravy plateb kompletné
nahradi obsah pfilohy k finanénim ujednanim
pfislusnym aktualizovanym znénim;

VZHLEDEM K TOMU, Ze Strany se za ucelem
nahrazeni obsahu pfilohy k finanénim ujednanim
dohodly na uzavfeni tohoto Dodatku;

SE NYNIi PROTO Strany pfi zvazeni podminek

stanovenych timto Dodatkem dohodly
nasledovné:
1. Byvaly hlavni zkouS$ejici timto postupuje

vesSkera sva prava a povinnosti vyplyvajici pro néj
ze Smlouvy a Novy hlavni zkouSejici timto pfebira
tato prava a povinnosti k datu schvaleni zmény
Hlavniho zkouSejiciho pfislusSnymi ufady a
pfipadné etickou komisi podle toho,
schvaleni se obdrzi pozdé&ji (dale jen ,Datum
nahrazeni). Novy hlavni zkouSejici
potvrzuje, ze si prfecetl Smlouvu a souhlasi s tim,

které

timto

Ze bude Smlouvou od Data nahrazeni vazan.

2. Veskeré odkazy na ,Hlavniho zkousejiciho®
ve Smlouvé se povaZuji za odkazy na Nového
hlavniho zkou$ejiciho.

3. Byvaly hlavni zkouSejici bude zprostén
povinnosti ulozenych mu Smlouvou s vyjimkou
povinnosti pretrvavajicich i po ukon&eni nebo
vyprSeni Smlouvy, a to v souladu s oddilem 9.4
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9.4. of the Agreement. Nevertheless, the Former
Investigator shall remain fully liable for any acts
or omissions arising under the Agreement until
the Replacement Date. By signing this
Amendment the Former Investigator confirms
that: (i) he has no unasserted claims towards
Sponsor; (ii) by the Replacement Date he shall
hand over all information/documentation related
to the Study to the Institution and the New
Investigator. Upon Sponsor's request, the Former
Investigator shall, without additional
compensation, answer all questions from
Sponsor regarding the activities performed by the
Former Investigator until the Replacement Date.

4, The Parties acknowledge that the Former
Investigator did not perform any services for
which he should be entitled to compensation in
accordance with the Agreement.

5. As of the Replacement Date, the Annex to
the Financial Arrangement shall be replaced in its
entirety by the Annex to Financial Arrangements
as attached to this Amendment

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

7. 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.

[SIGNATURE PAGE TO FOLLOW]

PSI Template, General, 27-MAY-2024

Peter Hegyi, MD

Smlouvy. Nicméné Byvaly hlavni zkouSejici
zUstava plné odpovédny za veskera jednani nebo
opomenuti nastalé dle Smlouvy, a to az do Data
nahrazeni. Podpisem tohoto Dodatku Byvaly
hlavni zkouSejici potvrzuje, ze Byvaly hlavni
zkouS$ejici: (i) nema zadné neuplatnéné naroky
Zadavateli; (i) preda veskeré
informace/dokumentaci souvisejici se  Studii
Zdravotnickému zafizeni a Novému Hlavnimu
zkouSejicimu. Na Zadost Zadavatele je Byvaly
hlavni zkouSejici povinen bez dalSi odmény
zodpoveédeét vSechny dotazy Zadavatele tykajici
se Cinnosti vykonanych Byvalym hlavnim
zkousejicim do Data nahrazeni.

vUdi

4. Strany berou na védomi, Ze Byvaly hlavni
zkousejici neposkytl zadné sluzby, za které by
mél byt dle této Smlouvy opravnén obdrzet
odmeénu.

5. Od Data nahrazeni se pfiloha k finanénim
ujednanim v plném rozsahu nahrazuje pfilohou
k finanénim ujednanim, je pfipojena
k tomuto Dodatku.

ktera

6. Vyrazy svelkym pocate¢nim pismenem
pouzité vtomto Dodatku, které vSak nejsou
redefinovany, maji stejny vyznam jako ve
Smiouve.

7. Tento Dodatek je sou€asti Smlouvy jako jeji
pfiloha. S vyjimkou ustanoveni tohoto Dodatku
zUstavaji v plné platnosti vesSkeré podminky
stanovené Smlouvou.

[NASLEDUJE PODPISOVA STRANA]
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I Peter Hegyi, MD
By signing below, each party hereby accepts and Podpisem tohoto Dodatku nize jednotlivé strany
agrees to the above terms and conditions. pfijimaji vySe uvedené podminky a vyjadfuji s

nimi souhlas.

The Institution | Zdravotnické zafizeni: Vojenska nemocnice Brno, p. o.

Name | Jméno. |G
Title | Pozice:

Dated | Datum:

The Former Investigator |Byvaly hlavni zkouSejici The New Investigator | Novy hlavni zkouSejici:

Name | Jmenol Name | Jmeno; I
Dated | Datum: Dated | Datum:

Morphic Therapeutic, Inc.

(signed by PSI CRO Czech Republic s.r.o. in the name of the Sponsor, based on a power of attorney / jménem
Zadavatele podepsala PSI CRO Czech Republic s.r.o. na zakladé plné moci)

Name | Jméno; N Name | Jméno; NN
Title | Pozice; N Title | Pozice; [N

Dated | Datum:

Dated | Datum:
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MORF-057-203

ANNEX TO THE FINANCIAL ARRANGEMENT

This Annex defines the compensation to be paid
under the Agreement.

The column "Invoice initiated by" indicates if the
payment of the particular fee will be initiated by PSI
via a Quarterly Overview or by the Institution via an
invoice.

1. Per Visit Fees

The per visit fees shall be calculated in accordance
with the below table based on (i) the number of
Study subjects and (i) the number of visits
performed and completed CRF sections and
verified by a PSI monitor with respect to these
Study subjects in compliance with the Agreement.

Vojenska nemocnice Brno, p.o.

PRILOHA K FINANCNIM UJEDNANIM

Tato Pfiloha definuje odménu,
vyplacena dle Smlouvy.

ktera ma byt

Sloupec oznaceny "fakturu inicioval" udava, zda
bude urcita platba iniciovana PSI prostfednictvim
Ctvrtletnino  pfehledu nebo  Zdravotnickym
zafizenim prostfednictvim faktury.

1. Platby za jednotlivé navstévy

Platby za navstévy budou vypocitany v souladu s
tabulkou nize na zakladé (i) poctu Subjektl
hodnoceni a (ii) poCtu uskuteénénych navstév a
vyplnénych a monitorem PSI potvrzenych oddill
CRF s ohledem na tyto Subjekty hodnoceni v
souladu se Smlouvou.

53/63

CONFIDENTIAL



Docusign Envelope ID: 46B55378-893F-445E-8B46-4C9E4F8BF893

MORF-057-203

Vojenska nemocnice Brno, p.o.

2. Additional Procedural Fee

2. Dodatecné poplatky

Further to the per visit fees, the following Dale budou mimo poplatkl za jednotlivé navstévy
unscheduled and/or additional procedures or visits hrazeny také nize uvedené neplanované a/nebo

will be compensated upon occurrence.

dodatecné procedury nebo navstévy dle jejich
absolvovani.
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MORF-057-203
Vojenska nemocnice Brno, p.o.
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MORF-057-203 I

Vojenska nemocnice Brno, p.o.
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MORF-057-203 I

Vojenska nemocnice Brno, p.o.
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MORF-057-203 I

Vojenska nemocnice Brno, p.o.
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MORF-057-203

Vojenska nemocnice Brno, p.o.

3. Screen Failures

Screen Failure shall mean a Study subject for whom
the screening visit has been performed, including
signing ICF, but who could not be effectively
included in the Study under the exclusion/ inclusion
criteria or for other reasons.

PSI shall pay for 2 initial Screen Failure subjects in
accordance with the cost listed in Table 2 above
(depending at which stage patient was considered
SF, this would be either total for Screening Stage 1
and 2 or a fee for stage 1 only).

Subsequently, PSI shall pay for up to two (2) Screen
Failure subjects per each randomized subject (2:1
ratio).

Additional Screen Failures may be reimbursed only
upon prior written Sponsor/PSl approval (e-mail
shall suffice). The Institution/Pl must obtain the
Sponsor's prior written approval before proceeding
with further screening activities.

3. Neuspésny screening

Za Neuspésny screening Subjektu hodnoceni
bude povazovan screening jakéhokoli subjektu,
ktery absolvuje screeningovou navstévu vcéetné
podpisu IS, av3ak nebude moci byt efektivhé
zarazen do Studie dle kritérii pro ne/zafazeni nebo
z jinych divodu. PSI je povinna uhradit 2 inicialni
Neuspésné screeningy v souladu s naklady
uvedenymi v Tabulce 2 vySe (v zavislosti na tom,
v jaké etapé byl screening pacienta povazovan za
neuspésny. Bud se bude jednat o celkovou ¢astku
zaetapu 1i 2, nebo pujde pouze o ¢astku za etapu
1). PSI je nasledné povinna uhradit Neuspésné
screeningy u dvou (2) pacientd na kazdy
randomizovany subjekt (v poméru 2:1). DalSi
Neuspésné screeningy je mozné uhradit pouze s
predchozim pisemnym souhlasem
Zadavatele/PSI (email postaci). Zdravotnické
zafizeni/Hlavni zkouS$ejici musi ziskat pfedchozi
pisemny souhlas Zadavatele pfedtim, neZ bude
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MORF-057-203

4. Unscheduled Visit

Vojenska nemocnice Brno, p.o.

pokratovat s dalSimi c&innostmi v ramci
screeningu.

4. Neplanovana navstéva
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MORF-057-203

Vojenska nemocnice Brno, p.o.

5. Patient Travel and Meal Reimbursement

Reasonable expenses (including travel-related
expenses) incurred by Study subjects in connection
with their participation in the Study, where applicable
as per the Informed Consent Form (ICF) and
Applicable Regulatory Requirements, shall be
reimbursed to Study subjects in the amount of |l
CZK (approx. ) for each Study-related visit.
Higher amounts will be reimbursed upon Sponsor's
approval, required prior to the reimbursement, and
subject to submission of supportive documentation
(e.g. receipts, tickets, checks, justifications, as well
as other supporting documentation), attached to the
Reimbursement Log indicating the patient number,
the visit number and date, travel details, type of
transport.

Study subjects will be reimbursed for possible
discomfort in connection with the colonoscopy Study
visit in the amount of [l CzK (approx. EUR D).
Additionally, the person accompanying the Study
subject for the above-mentioned colonoscopy visit
(escort) will also be reimbursed in the amount of i
CzK (approx. EUR D).

Reimbursement of such expenses shall be made
through the PSI who shall reimburse the Study
subject and/or escort (as the case).

5. Nahrada cestovnich vydaja a vydaji za
jidlo pacientim

Subjektim  hodnoceni  budou  uhrazeny
odpovidajici vydaje (v€etné cestovnich) ve vysi
K& (pfiblizné _) za kazdou studijni
navstévu  (vCetné  studijni navstévy s
kolonoskopii) vynaloZzené v souvislosti s jejich
UCasti ve Studii, dle Informovaného souhlasu a
Platnych regula¢nich pozadavk(. VysSi ¢astky
budou uhrazeny po schvaleni Zadavatelem,
které je vyzadovano pfed uhrazenim, a po
pfedlozeni dokladl (napf. predpisl, jizdenek,
Seku, odivodnéni a dalSich dokladu) pfipojenych
k vykazu cestovnich nahrad (Reimbursement
Log) s €islem pacienta, Cislem a datem navstévy,
podrobnostmi o cesté a druhem dopravy.

Subjektim  hodnoceni  bude  vyplacena
kompenzace mozného diskomfortu v souvislosti
se Studijni navstévou s kolonoskopii ve vysi
H <¢ (piiblizné | euo). Dale bude osobé
doprovazejici Subjekt hodnoceni na vySe
uvedenou navstévu s kolonoskopii (doprovod)
uhrazena ¢astka | K¢ (priblizné ] euro).
Néhrady budou vyplaceny prostfednictvim PSI,
ktera uhradi naklady Subjektdm hodnoceni
a/nebo doprovodu.
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MORF-057-203 I

Vojenska nemocnice Brno, p.o.

6. Administrative Fees 6. Administrativni poplatky
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MORF-057-203 I

Vojenska nemocnice Brno, p.o.
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