Clinical Study Agreement

This Clinical Study Agreement (“Agreement”)
between

IQVIA RDS Czech Republic, s.r.o0., having a
place of business at Pernerova 691/42, 186 00
Praha 8 - Karlin, Czech Republic, Identification
number: 247 68 651, Tax identification number:
CZ247 68 651, represented by Ing. Eva Falbrova,
Managing Director (“IQVIA”);

Caelum Biosciences, Inc., having a place of
business at 1200 Florence-Columbus Road,
Bordentown NJ 08505-4200, USA, Tax
identification number: 57640788100,
represented by Doug Schantz, Vice President,
Clinical Operations (“Caelum or “Sponsor”);

I having a work

address at VsSeobecna fakultni nemocnice
v Praze, U Nemocnice 499/2, 128 08 Praha 2,
Ceska republika (“Investigator”) and

Vseobecna fakultni nemocnice v Praze, having
a place of business at U Nemocnice 499/2, 128
08 Praha 2, Czech Republic, Identification
number: 00064165, Tax identification number:
CZ00064165, represented by

(“Institution”),

will become effective on the date of its
publication in the Register of Agreements (the
,,Effective Date).

Smlouva o klinické studii

Tato Smlouva o klinické studii (dale ,,Smlouva®)
mezi:

Spole¢nosti IQVIA RDS Czech Republic,
s.r.0., se sidlem Pernerova 691/42, 186 00
Praha 8 - Karlin, Ceska republika, identifikagni
¢islo: 247 68 651, danové identifika¢ni ¢éislo:

CZ247 68 651,  zastoupenou Ing. Evou
Falbrovou, jednatelkou (,,IQVIA®);

Spole¢nosti Caelum  Biosciences, Inc.,
sesidlem 1200 Florence-Columbus Road,

Bordentown NJ 08505-4200, USA, dafiové
identifika¢ni ¢islo: 57640788100, zastoupenou
Doug Schantz, viceprezident pro klinické
operace, (dale ,,Caelum ¢i Zadavatel);

! s adresou

pracovist¢ VSeobecnd fakultni nemocnice
v Praze, U Nemocnice 499/2, 128 08 Praha 2,
Ceska republika (dale ,,Zkousejici®) a

VSeobecna fakultni nemocnice v Praze, se
sidlem U Nemocnice 499/2, 128 08 Praha 2,
Ceska republika, Identifikacni ¢islo: 00064165,
Danové identifikacni  Cislo: CZ00064165
zastoupena

(dale
,Zdravotnické zaiizeni®),

nabyva ucinnosti k datu, kdy bude uvetejnéna
v Registru smluv (,,Datum acinnosti”).

Background

Caelum desires Institution and Investigator
(jointly, “Site”) to conduct the clinical study A
Phase 3, Double-Blind, Multicenter Study to
Evaluate the Efficacy and Safety of CAEL-101
and Plasma Cell Dyscrasia Treatment Versus
Placebo and Plasma Cell Dyscrasia Treatment in
Plasma Cell Dyscrasia Treatment-Naive Patients
with Mayo Stage Illa AL Amyloidosis (the
“Study”) with protocol number CAEL101-302
(as such may be amended from time to time, the
“Protocol”), and Site desires to conduct the
Study.

Zakladni informace

Spole¢nost Caelum si pieje, aby Zdravotnické
zafizeni a ZkouSejici (souborné ,,Pracovisté®)
provedli klinickou studii snazvem Dvojité
zaslepené, multicentrické klinické hodnoceni
faze III posuzujici UCinnost a bezpecnost
ptipravku CAEL-101 a lécby plazmocelularni
dyskrazie oproti placebu a 1é¢b¢ plazmocelularni
dyskrazie u pacienti s dosud nelé¢enou
plazmocelularni dyskrazii s AL amyloidozou
stadia Mayo Illa (dale ,,Studie) s ¢islem
protokolu CAEL101-302 (v platném znéni, dale
,,Protokol*) a pracovisté si pfeje Studii provést.

HAB05918_USA(en)_ CAEL101-302 CSA (tripartite) template_Czech Rep_25Jan2022




1. Conduct of the Studies

1. Provadéni studii

1.1 Performance. Institution agrees that
Investigator shall conduct the Study in
accordance with the terms of this Agreement and
applicable laws and regulations and also agrees
that he shall conduct the Study at Institution’s
facilities. Site shall conduct the Study in strict
accordance with this Agreement, the Protocol, all
applicable

(a) international, local and state laws, rules and
regulations relating to the Study and privacy, and

(b) the International Council for Harmonization
of Technical Requirements for Pharmaceuticals
for Human Use (ICH) Harmonized Tripartite
Guideline for Good Clinical Practice as amended
from time to time, including, without limitation,
the requirements of the Food and Drug
Administration (“FDA”), any other U.S. or
international regulatory authorities and the
Institutional Review Board or Independent
Ethics Committee (in either case, “IRB”) that is
responsible for reviewing the Study (collectively
(a) and (b), “Applicable Law”), including and
without limitation Act No. 378/2007 Coll., on
Pharmaceuticals and on amendments to some
related acts (“Act on Pharmaceuticals”) and
Decree No. 226/2008 Coll., on good clinical
practice and detailed conditions of clinical trials
on medicinal products, as amended, Act No.
372/2011 Coll., on Medical Services and terms
and conditions of performance of such services
(,,Act on Medical Services®) or any subsequent
amendments or laws substantially replacing any
of the foregoing. Site acknowledges that IQVIA
and Caelum, and their respective affiliates, need
to adhere to the provisions of (i) the Foreign
Corrupt Practices Act of the United States of
America (“FCPA”), (ii) the Bribery Act 2010 of
the United Kingdom (“Bribery Act”), and (iii)
any other applicable anti-corruption legislation.
Site shall comply with all financial disclosure
obligations, including the disclosure and transfer
(to foreign countries) of personal data for Study
purposes, as may be required by Caelum.
Institution may not remove or replace
Investigator without Caelum’s prior written
consent. Investigator shall attend Caelum-
provided training.

11 Provadéni. Zdravotnické  zafizeni
souhlasi s tim, ze ZkouSejici bude tuto Studii
provadét v souladu s podminkami této Smlouvy
a prislusnymi pravnimi ptedpisy a dale souhlasi,
ze provede studii v prostorach Zdravotnického
zafizeni. Pracovi$té bude provadét Studii
V piisném souladu s touto Smlouvou,
Protokolem, vSemi platnymi

(a) mezinarodnimi, mistnimi a statnimi zakony,
pravidly —apfedpisy tykajicimi  se Studie
a ochrany osobnich udaji, a

(b) harmonizovanou tripartitni smérnici pro
spravnou klinickou praxi Mezinarodni rady pro
harmonizaci technickych pozadavkii na huménni
l1écivé pripravky (ICH), ve znéni pozdé€jsich
predpist, mimo jiné pozadavka Ufadu pro
kontrolu potravin aléiv (Food and Drug
Administration; ,,FDA®), jakychkoli jinych
kontrolnich tradi v USA nebo v dalsich zemich
a nezavislé etické komise (dale ,,NEK*), ktera je
odpovédna za posouzeni Studie ((a) a (b)
souhrnn¢ dale jako ,,Platné pravni piedpisy®),
véetné zakona ¢. 378/2007 Sb., o0 léCivech
a zménach nékterych souvisejicich zdkont (dale
»Zakon o lé¢ivech®), avyhlasky ¢. 226/2008
Sb., ospravné klinické praxi a blizSich
podminkach klinického hodnoceni lécivych
ptipravkd, ve znéni pozd¢€jsich predpist, zakona
¢. 372/2011 Sb. o zdravotnich sluzbach
a podminkach jejich poskytovani (dale ,,Zakon
0 zdravotnich sluzbach®), ve znéni pozdégjsich
predpisti nebo zakonli podstatné nahrazujicich
vySe uvedené predpisy. Pracovisté bere
na védomi, Ze spolenosti IQVIA a Caelum
ajejich prislusné pridruzené subjekty musi
dodrzovat ustanoveni (i) zakona Spojenych statt
americkych o zahrani¢nich korup¢nich
praktikach (dale ,,FCPA®), (ii) protikorupcniho
zakona Velké Britanie zroku 2010 (dale
»Protikorupéni zakon®) a (iii) jakékoli jiné
platné protikorup¢ni pravni predpisy. Pracovisté
musi splihovat vSechny povinnosti tykajici se
zvefejiovani  finan¢nich informaci, vcetné
zptistupnéni a predavani (do zahranici) osobnich
udaji pro ucely Studie, jak muZze pozadovat
spole¢nost Caelum. Zdravotnické zafizeni nesmi
odvolat nebo nahradit Zkousejictho bez
pfedchoziho pisemného souhlasu spolec¢nosti
Caelum. Zkousejici je povinen z(castnit se
Skoleni poskytnutého spole¢nosti Caelum.

1.2 Drug. Caelum shall provide Site, at no
charge, such guantities of drug required for the

1.2 Lécivy pripravek. Spole¢nost Caelum
poskytne Pracovisti bezplatné takové mnozstvi
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Study (the “Drug”). Site shall safeguard and
store the Drug in a locked, secured area at all
times supervised by a qualified pharmacist with
the same degree of care used for its own property,
and shall, following completion or termination of
the Study return any unused Drug, at Caelum’s
direction, in accordance with Applicable Law.
Site shall maintain complete and accurate Drug
accountability records, and shall provide such
records to Caelum upon request. Site shall not
use or divert any Drug for any purpose other than
conducting the Study for which the Drug was
provided.

Caelum undertakes that, as a waste producer, it
will at its own expense ensure that unused Drug
is handed to the authorized person according to
Act No. 541/2020 Coll., on Waste, as amended.

IQVIA expressly disclaims any liability in
connection with the Drug, including any liability
for any claim arising out of a condition caused by
or allegedly caused by any Study procedures
associated with such drug except to the extent
that such liability is caused by the negligence,
willful misconduct or breach of this Agreement
by IQVIA.

1é¢ivého pripravku, které je pozadovano pro
Studii (dale , Lécivy pripravek®). Pracovisté
bude Lécivy pripravek chranit auchovavat
Vv uzam¢eném a zabezpeceném prostoru po celou
dobu pod dohledem kvalifikovaného farmaceuta
se stejnym stupném péce, jako v ptipadé jeho
vlastnitho  majetku, a po dokonceni  nebo
ukonceni Studie dle rozhodnuti spolecnosti
Caelum vrati  veskery nespotiebovany Lécivy

ptipravek v souladu sPlatnymi pravnimi
predpisy. Pracovis§té bude vést tplné a piesné
zdznamy o evidenci Lécivého  pfipravku

a na vyzadani tyto zdznamy poskytne spolecnosti
Caelum. Pracovisté nesmi pouzivat ani zneuzivat
Lécivy ptipravek k jinému ucelu nez k provadéni
Studie, pro kterou byl Lécivy piipravek
poskytnut.

Caelum se jako puvodce odpadu zavazuje, Ze
zajisti na vlastni ndklady, jak v prubehu, tak i po
skonCeni  Studie, pfedani nepouZitelného
Lécivého piipravku opravnéné osobé v souladu
s ustanovenimi zakona ¢. 541/2020 Sb.,
0odpadech a jeho provadécimi predpisy
V platném znéni.

Spolecnost IQVIA timto vyslovné odmita
jakoukoli odpovédnost v souvislosti s Lécivym
pripravkem, naptiklad odpovédnost za ptipadné
naroky vzniklé v souvislosti se stavem, ktery byl
zpisoben nebo udajné zpasoben jakymikoli
ve Studii v souvislosti
s LéCivym  pfipravkem, by
odpovédnost vznikla v disledku nedbalosti,

ukony provadénymi
ledaze takova
umyslného poruseni povinnosti nebo poruseni
této Smlouvy na strané spolecnosti IQVIA.

Caelum shall ensure the distribution of the Drug,
to the pharmacy of the Institution, where it will
be received and examined by the authorised
pharmacist (in the same manner as any other
shipment, i.e. whether the delivery is unharmed,
in case of specific requirements for a
transportation, whether such requirements have
been duly followed, and afterwards the receipt of
shipment will be confirmed), furthermore on the
basis on presenting an order form, the
Investigator shall collect the Drug and take full
responsibility for the consignment.

Caelum zajisti distribuci Lécivého

ptipravku do lékarny Zdravotnického zafizeni,

zasilky

kde je odpovédny farmaceut prevezme a
zkontroluje (jako jiné zasilky - tzn. neni-li
poskozena, v ptipadé zvlastnich pozadavkl na
transport, byly-li tyto poZadavky dodrZeny,
ptijem zésilky potvrdi), nasledné si na zaddanku,
podepsanou Zkousejicim, Zkousejici zasilku
vyzvedne a je za ni plné zodpovédny.

HAB05918_USA(en)_ CAEL101-302 CSA (tripartite) template_Czech Rep_25Jan2022




IQVIA shall notify in advance, when the
shipment is scheduled to be delivered. This
notification shall be done either by e-mail to a
following address: [ GG—_ o by
phone. IQVIA shall deliver the shipment to the
following address: OPC, Karlovo nam. 32,

Prague 2, responsible |G
I Tel.
|

Caelum undertakes to provide for the Drug
within time frames necessary for proper conduct
of the Study.

IQVIA je povinna oznamit s piiméfenym
pfedstihem pifed doddnim zasilky, kdy bude
zasilka do lékarny pfedana bud’'to emailem na

B cbo telefonicky. IQVIA

zajisti dodani zasilky na adresu: OPC, Karlovo
nam. 32, Praha 2, odpovédny _

Tel.

Caelum se zavazuje zajistit LéCivy piipravek
Vv mnozstvi a ¢asovych intervalech pottebnych
pro fadné provedeni Studie.

1.3 CRFs. Site shall complete case report
forms (“CRFs”) following visits by Study
subjects in accordance with the Protocol. If
electronic CRFs are used, Investigator shall attest
to the wvalidity of Investigator’s electronic
signatures on such CRFs by signing an
acknowledgement.

1.3 CRF. Po navstévach pacientt ve Studii
bude Pracovisté¢ vypliovat zaznamy subjektd
hodnoceni (Case report form, dale ,,CRF*)
v souladu s Protokolem. Pokud jsou pouzity
elektronické formulaie CRF, Zkousejici potvrdi
platnost elektronickych podpisi Zkousejiciho
na takovych formuldfich CRF podepsanim
potvrzeni.

1.4 Informed Consent. Site shall obtain
written informed consent forms and as applicable
any ancillary  authorization  documents
(collectively “ICFs”), each of which shall be
provided by Caelum and the requirements of the
Ethics Committee for Multicentrics Trials
(“ECMT”) and Local Ethics Committees
(“LEC), jointly Ethics Committees (“EC”) that
is responsible for reviewing the Study and must
authorize the use and disclosure of the applicable
Study subject’s protected health information by
and to Caelum and third parties, including, but
not limited to, Caelum-affiliated companies and
U.S. and foreign regulatory authorities. Caelum
shall ensure that such ICFs shall be in compliance
with Applicable Law and this Agreement.
Investigator shall obtain the prior written
informed consent of each Study subject before
collecting any data from such Study subject for
the Study. Site shall require Study subjects to re-
execute ICFs when appropriate.

Pracovisté se
formulare

1.4 Informovany souhlas.
zavazuje ziskat
informovaného souhlasu a pfipadné jakékoli

pisemné

doplitkové autorizacni dokumenty (souhrnné
»ICF®), kazdy musi byt dodan
spoleCnosti ~ Caelum  amusi  vyhovovat
pozadavkim Etické komise pro multicentricka
klinicka hodnoceni (dale ,,MEK®) amistnich
etickych komisi (dale ,,LEK®), dale spole¢né
Etickd komise (dale ,,EK“) odpovidajicich
za posouzeni Studie, amusi schvalit pouziti
a zvefejnéni chranénych zdravotnich informaci
ptislusného pacienta ve Studii spolecnosti
Caelum atfetimi stranami nebo spole¢nosti

z nichz

Caelum atfetim stranam, véetné ptidruzenych
subjektt spole¢nosti Caelum a kontrolnich Gfada
v USA av dalSich zemich. Spole¢nost Caelum
zajisti, aby takové ICF byly v souladu s Platnymi
pravnimi predpisy a touto Smlouvou. Zkousejici
je povinen ziskat pfedchozi  pisemny
informovany souhlas kazdého pacienta ve Studii
pred jakychkoli
od takového pacienta ve Studii pro tcéely Studie.
Pracovisté bude vyzadovat, aby pacienti
ve Studii v pripad¢ potieby znovu podepsali
formulate ICF.

shromazd’ovanim udajt

HAB05918_USA(en)_ CAEL101-302 CSA (tripartite) template_Czech Rep_25Jan2022




1.5 Monitoring/Inspections. ~ Site hereby
agrees that in accordance with the terms set forth
in this Agreement upon written notice and to the
extent provided by the informed consent of Study
Subject or if required by law, it shall cooperate
and provide reasonable access, with right to
copy, to Institution’s facilities and medical
records and applicable data with any request by a
U.S. or foreign regulatory authorities, Caelum or
IQVIA and their designees for an audit,
monitoring, or inspection related to the Study,
shall notify Caelum within twenty-four (24)
hours of such regulatory request and permit
Caelum to assist Site in responding to any such
U.S. or foreign request unless such copies
contain legally impermissible individually
identifiable data of the Study Subject.. To the
extent practicable and requested by Caelum, Site
shall permit IQVIA and Caelum to attend any
such regulatory inspections. To the extent
disclosure of Confidential Information will occur
during any such regulatory inspection, Site will
limit such disclosure to the extent required for
such inspections.

1.5 Monitorovani/kontroly. Pracoviste
timto souhlasi, Ze za podminek stanovenych v
této Smlouvé, na zakladé pisemné zadosti
a vV rozsahu stanoveném informovanym
souhlasem Subjektu klinického hodnoceni nebo
na zakladé zakona bude spolupracovat
a poskytne pfiméteny piistup s pravem kopirovat
K prostfedkim Zdravotnického
a lékaiskym zaznamim a pfisluSnym dajim
na zakladé¢ zadosti kontrolnich ufadd v USA
nebo v dalSich zemich, spole¢nosti Caelum nebo
IQVIA ajejich povéfenych zastupc o audit,
monitorovani nebo kontrolu souvisejici se Studii,
uvédomi spole¢nost Caelum do dvaceti ¢tyt (24)
hodin od takového pozadavku kontrolniho Gfadu
aumozni spolecnosti Caelum, aby poskytla
Pracovisti sou¢innost pii vyfizovani pozadavkt
kontrolnich ufada v USA nebo v dalsich zemich,
pouze vSak za ptredpokladu, ze takové kopie
nebudou obsahovat nepovolené, individualné
identifikovatelné  informace o  Subjektu
klinického hodnoceni.. Bude-li to mozné a pokud
oto spolecnost Caelum pozada, umozni
Pracovi§té  spolecnosti IQVIA  a Caelum
zucCastnit se takovych kontrol. Pokud dojde
ke zvefejnéni Duvérnych informaci b&hem
jakékoli takové kontroly, omezi Pracovisté

zafizeni

takové zvefejnéni na miru pozadovanou pro
takové kontroly.

IQVIA agrees to comply with Site’s policies and
procedures about which it has been informed by
the Site to the extent such compliance does not
violate Protocol requirements, including all
policies and procedures relating to access to
Site’s facilities, parking, confidentiality of
patient information, smoking, waste disposal and
infection control. Site agrees to immediately
notify IQVIA of any policies or procedures that
would cause it to be unable to follow Protocol
requirements, and IQVIA, Caelum and Site will
discuss the conflict to determine whether a
solution can be reached. If the conflict cannot be
resolved to the satisfaction of all Parties, either
Party may terminate this Agreement upon written
notice, and neither Party shall be in breach of this
Agreement due to such termination.

IQVIA souhlasi s tim, Ze bude jednat v souladu
S vnitinimi ptedpisy a postupy Pracovisté, se
kterymi byla sezndmena, ato do takové miry,
kterou umoziuji pozadavky Protokolu, vcetné
veskerych  vnitfnich  pfedpisi a postupid
tykajicich se vstupu a opusténi arealu Pracoviste,
parkovani, divérnosti  informaci
odpadt
a kontroly infekci. Pracovisté souhlasi s tim, ze
bude okamzit¢ informovat IQVIA stran
veskerych vnitinich predpist a postupti, které by
mohli zplsobit poruseni pozadavki Protokolu a
IQVIA, Caelum a projednayji
pfedmétny rozpor a zjisti, zda je mozné najit
vhodné feSeni. Nebude-1i mozné rozpor odstranit

zachovani

0 pacientech,  koufeni, likvidace

Pracovisté

ke spokojenosti v§ech Stran, kazda ze Stran bude
opravnéna ukoncit tuto Smlouvu pisemnym
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oznamenim a toto ukonceni nebude povazovano
za poruSeni Smlouvy.

1.6 Personal Data. Both prior to and during
the course of the Study, Investigator, employees
of Institution and members of Investigator’s team
may be required to provide personal data. This
data falls within the scope of the law and
regulations relating to the protection of personal
data, in particular the General Data Protection
Regulation (EU) 2016/679 of the European
Parliament and the Council... The Institution and
Investigator acknowledge and agree that Caelum
has legitimate interests in the conduct of the
scientific research of the Study and is required to
comply with such laws and regulations and will
collect and disclose such personal data for these
purposes. Further, the Site and IQVIA agree to
comply with any applicable data privacy or data
protection legislation in the processing of
personal data, as it is defined under such
applicable data privacy or data protection
legislation. For Investigator, this personal data
may include names, contact information, work
experience and professional qualifications,
publications,  resumes, and educational
background and information related to potential
conflict of interest, and payments made to
payee(s) under this Agreement for the following
purposes:

(a) the conduct of the Study,

(b) verification by governmental or regulatory
agencies, Caelum, IQVIA, their agents and
affiliates,

(c) compliance with and

requirements,

legal regulatory

(d) publication on www.clinicaltrials.gov and
websites and databases that serve a comparable
purpose,

(e) storage in databases to facilitate the selection
of investigators for future clinical trials, and

() anti-corruption compliance.

1.6 Osobni udaje. Pred zahijenim Studie
ivjejim  prubéhu  mohou  Zkousejici,
zameéstnanci Zdravotnického zatizeni a Clenové
tymu  Zkousejiciho pozadovat poskytnuti
osobnich udaji. Tyto udaje spadaji do oblasti
plsobnosti zakonll a predpisit tykajicich se
ochrany osobnich udajii, zejména Nafizeni
Evropského parlamentu a Rady (EU) 2016/679 o
ochrané osobnich udaji... Zdravotnické zatizeni
a Zkousejici berou na védomi a souhlasi s tim, ze
spole¢nost Caelum ma opravnéné zajmy
na provadéni védeckého vyzkumu v ramci
Studie aje povinna dodrZovat takové zakony
a predpisy abude shromazdovat a zvefejiiovat
takové osobni tudaje pro tyto tucely. Dale
Pracovisté a spolecnost IQVIA souhlasi, Ze
budou pii zpracovani osobnich tdaji dodrzovat
veskeré pfislusné pravni predpisy o ochrané
osobnich udaji nebo o ochran¢ udajd, jak je
definovano v piisluSnych prévnich ptedpisech
0 ochran€ osobnich udajii nebo o ochran¢ udaja.
V ptipadé Zkousejiciho mohou tyto osobni udaje
zahrnovat jména, kontaktni tdaje, pracovni
zkuSenosti a odbornou kvalifikaci, publikace,
Zivotopisy a informace o vzdélani a informace
tykajici se potencialniho stietu zajmut a plateb
provadénych pfijemci (pfijemctiim) plateb podle
této Smlouvy pro nasledujici ucely:

(a) provadéni Studie,

(b) ovéfovani statnimi nebo kontrolnimi ufady,
spole¢nostmi Caelum, IQVIA, jejich zastupci
a ptidruzenymi subjekty,

(c) zajisténi souladu s pravnimi pozadavky
a pozadavky kontrolnich aradu,

(d) zvetfejnéni na webu www.clinicaltrials.gov
anawebech avdatabazich, které
ke srovnatelnému ucelu,

slouzi

(e) ukladani do databazi pro usnadnéni vybéru
zkousejicich pro budouci klinickd hodnoceni a

(f) dodrZovani protikorupénich predpist.
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The Investigator shall obtain Study Subject’s
written consent for the collection and use of
Study Subject personal data for Study purposes
using the Informed Consent Form as provided by
Caelum according to this Agreement, including
the processing of data collected in accordance
with data protection legislation.

Caelum will be the controller of the
Investigator’s and Study Staff members’
personal data provided for the purposes defined
herein and IQVIA will the processor of these
personal data. IQVIA will be the controller of
personal data stored in its own databases for the
purposes of selection of investigators and study
team members for future clinical trials or other
research activities.

IQVIA, both as a controller of data stored in its
databases and as a processor of personal data of
Investigator and Study Staff members processed
on behalf of Caelum will comply with applicable
data protection legislation.

The Caelum, Institution and Investigator shall be
independent data controller with respect to the
data processing conducted by each of them with
reference to their specific competences and with
respect to the protection of the respective
personal data. IQVIA shall act on behalf of
Caelum and process personal data at Caelum’s
instruction. A corresponding agreement for
processing pursuant to the data protection
legislation, shall be concluded between Caelum
and IQVIA as processor.

Zkousejici zajisti ziskani pisemného souhlasu
Subjektu studie pro tcely k ziskani a pouZziti
osobnich udaji Subjektu studie pro tucely
souvisejici se Studii dle spolecnosti Caelum
poskytnutého vzoru Informovaného souhlasu dle
této Smlouvy, a to véetné zpracovani Osobnich
udaji ziskanych dle Protokolu, a dale v souladu
S Pravnimi pfedpisy na ochranu udajt.

Spravecem osobnich udaji  Zkousejictho a
Studijniho personalu poskytovanych podle této
Smlouvy pro uvedené ucely je Caelum, jejich
zpracovatelem je spolecnost IQVIA. IQVIA je
spravcem osobnich tdaji ukladanych do jejich
databazi k usnadnéni vybéru zkousejicich pro
budouci klinickd hodnoceni nebo jiné ¢innosti.

IQVIA je povinna dodrzovat platné Pravni
predpisy na ochranu osobnich udaji jakozto
spravce osobnich udaji ukladanych do jejich
databazi a jakozto zpracovatel osobnich udaji
Zkousejiciho a Studijniho personalu pro
spole¢nost Caelum.

Caelum, Zdravotnické zatfizeni a Zkousejici
budou pusobit jako spravci udaji ve vztahu
k osobnim tdajum, které bude kazdy z nich
zpracovavat, sodkazem na jejich konkrétni
kompetence a pti zajisténi ochrany
zpracovavanych osobnich udaju. IQVIA bude
jednat za spole¢nost Caelum a zpracovavat
osobni tdaje podle jeho pokynti. Caelum uzavie
s IQVIA udaji
odpovidajici smlouvu o zpracovani osobnich
udaji podle Pravnich ptedpisi na ochranu

jakozto  zpracovatelem

osobnich udajt.

1.7 Data Controller. Caelum shall be the data
controller for the personal data described above,
except that, if IQVIA deals with any personal
data under this Agreement in the manner of a data
controller, IQVIA shall be the data controller of
such personal data to the extent of such dealings.
IQVIA may process “personal data”, as defined
in the Regulation (EU) 2016/679 and/or other
applicable legislation enacted under the same,
equivalent or similar national legislation
(collectively “Data Protection Legislation”), of
Investigator and Site staff for study-related

1.7 Spravce udaji. Spravcem udaju bude
spole¢nost Caelum stim, ze pokud bude
spolecnost IQVIA  pracovat s jakymikoli
0sobnimi idaji na zaklade této Smlouvy stejnym
zpusobem jako spravce udaji, pak bude
spole¢nost IQVIA spravcem takovych osobnich
udaji  vrozsahu, Vjakém snimi naklada.
Spole¢nost IQVIA mize zpracovavat ,,0sobni
udaje”, jak jsou definovany v nafizeni (EU)
2016/679 a/nebo v jinych platnych pravnich
pfedpisech o ochrané udaju pfijatych podle
nebo  obdobnych

stejnych, rovnocennych
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purposes and all such processing will be carried
out in accordance with the Data Protection
Legislation.

vnitrostatnich  pravnich ptedpist (souhrnné
»Pravni predpisy o ochrané udaja‘),
Zkousejiciho a personalu Pracovisté pro ucely
souvisejici s klinickym hodnocenim a veskeré
takové zpracovani bude provadéno v souladu
S pravnimi predpisy o ochrané¢ udaju.

1.8 Data Protection Requests.

The Institution shall promptly notify the Sponsor
or its designee in writing if they receive any
communication with regards to data protection
relating to the services from a Trial Subject, a
data protection authority or other regulatory
authority. The parties agree that the Investigator
shall be the primary respondent for any requests
from a Trial Subject in order to best maintain the
Trial Subject’s confidentiality. The Institution
and/ or Investigator will provide Sponsor or its
designee with full cooperation and assistance in
relation to any such communication, at no
additional cost to Sponsor.

1.8 Pozadavky na ochranu udaju.

Zdravotnické zafizeni neprodlené¢ pisemné
uvédomi Caelum nebo jim uréenou osobu, pokud
obdrzi od Subjektu hodnoceni, Utadu pro
ochranu udajii nebo jiného regula¢niho uradu
jakékoli sdéleni tykajici se ochrany udaji
souvisejicich s poskytovanymi sluzbami. Strany
se dohodly, ze ZkouSejici bude primarnim
respondentem vSech zadosti od Subjektu
hodnoceni, aby byla co nejlépe zachovana
davérnost Subjektu hodnoceni. Zdravotnické
zafizeni a/nebo Zkousejici poskytnou spole¢nosti
Caelum nebo ji uréené osobé plnou soudinnost a
pomoc ve vztahu k jakékoli takové komunikaci,
aniz by spolecnosti Caelum vznikly jakékoliv
dodate¢né naklady.

1.9 Security Incidents. The Institution shall be
responsible for investigating and remediating any
unauthorized access, acquisition, or disclosure of
Personal Data held within original medical
records (“Security Incident”) or of any
Confidential Information. However, Institution
shall notify Sponsor or its designee immediately
of any such Security Incident. Such notice shall
summarize in reasonable detail the Security
Incident and the corrective action to be taken by
Institution and/or Investigator. The Institution
and/or Investigator will promptly take adequate
remedial measures to prevent further risk to Trial
Subjects. Furthermore, the Institution and/or
Investigator will promptly provide the Sponsor
or its designee with all relevant information
(known at the time) regarding the Security
Incident and cooperate with Sponsor or its
designee to investigate the nature and scope of
the Security Incident.

Zdravotnické
zafizeni bude odpovédné za vySetfovani a
napravu jakéhokoli neopravnéného pfistupu,

1.9 Bezpec¢nostni incidenty.

ziskani  nebo osobnich  udaji

uchovavanych v puvodnich  Iékatskych
zaznamech (,,Bezpe€nostni incident™) nebo

zvefejnéni

jakychkoli divérnych informaci. Zdravotnické
zafizeni vSak o kazdém takovém bezpecnostnim
incidentu neprodlené informuje Caelum nebo jim
urcenou osobu. Takové oznameni bude shrnovat
pfimétené podrobné bezpecnostni incident a
napravna opatieni, kterd ma Zdravotnické

zafizeni  a/nebo  Zkousejici

a/nebo

podniknout.

Zdravotnické  zafizeni Zkousejici
neprodlené pfijmou adekvatni ndpravna opatieni,
aby zabranili dal§imu riziku pro Subjekty
Zdravotnické  zafizeni a/nebo
Zkousejici  dale  neprodlené¢  poskytnou

spole¢nosti Caelum nebo ji uréené osobé viechny

hodnoceni.

relevantni informace (v t€¢ dob€ znamé) tykajici
se  bezpeCnostniho incidentu a  budou
spolupracovat se spole¢nosti Caelum nebo ji
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The above applies only to situations related to the
processing of personal data for the purposes of
conducting a Study.

urcenou osobou na proSetfeni povahy a rozsahu
bezpecnostniho incidentu.

Vyse uvedené se vztahuje pouze na situace, které
souvisi se zpracovanim osobnich tdaja pro ucely
provadéni klinického hodnoceni.

1.10 Personal Data Transfer.

For the purposes of any transfer outside the
European Economic Area or to a country that has
not been deemed adequately protective by the
European Commission, Institution and Sponsor
shall duly execute the appropriate European
Commission Standard Contractual Clauses, as
amended from time to time

1.11 Separate DTA

The Parties declare that further requirements
regarding the protection of personal data are
regulated in a separate DTA.

1.10 Pfenos osobnich udajt.

Pro ucely jakéhokoli pfevodu mimo Evropsky
hospodaisky prostor nebo do zemé¢, ktera nebyla
Evropskou komisi povazovana za adekvatné
ochrannou, Zdravotnické zafizeni a Zadavatel
fddné vyplni piislusné Standardni
dolozky Evropské komise, ve znéni pozdéjsich
predpist

smluvni

1.11 Samostatna DTA

Smluvni strany prohlasuji, ze dal$i pozadavky
tykajici se ochrany osobnich idaji jsou upraveny
v samostatné DTA.

1.12  Adverse Events. Site shall report adverse
events and serious adverse events as directed in
the Protocol and as required by laws and
regulations, and in compliance with its IRB
reporting obligations. Site shall cooperate with
Caelum in its efforts to follow-up on any adverse
events.

Caelum will promptly report to the Site, the
Site’s IRB, and IQVIA, any finding that could
affect the safety of participants, influence the
conduct of the Study, or that Caelum determines
could alter the Site’s IRB approval to continue
the Study.

1.12  Nezédouci pifihody. Pracovisté bude
hlasit nezadouci piihody a zavazné nezadouci
ptihody, jak je uvedeno v Protokolu ajak to
vyZaduji zakony a piedpisy a v souladu se svymi
povinnostmi tykajicimi se jejich oznamovani
NEK. Pracovisté bude spolupracovat
se spolecnosti Caelum pii jeji snaze o sledovani
jakychkoli nezadoucich ptihod.

Spole¢nost ~ Caelum  neprodlené  oznami
Pracovisti, LEK Pracovisté a spolecnosti IQVIA
jakékoli zjisténi, které by mohlo ovlivnit
bezpeénost G¢astnikl, ovlivnit provadéni Studie
nebo o kterém spole¢nost Caelum usoudi, Ze by
mohlo zménit souhlas LEK Pracovisté s dalSim
provadénim Studie.

1.13 The Caelum is responsible for the
fulfillment of legal obligations in relation to
State Institute for Drug Control (“SUKL”) and
Ethics Committee (“EC”), and, as appropriate, to
any other authorities, including notifications of
initiation and termination of the Study,
submitting reports and reporting adverse effects,
notifications of new facts, measures taken and
other informational obligations, approval of the
Informed Consent and its changes, approval of
the amendments to the Protocol, as well as for

1.13 Caelum odpovida za plnéni zakonnych
povinnosti ve vztahu ke Statnimu ustavu pro
kontrolu 1é¢iv (,,SUKL) a Etickym komisim
(,,EK®), ptipadné k jinym kontrolnim uradtim,
ato vcetné ohlaseni zahijeni a ukonceni
Studie, podavéni zprav a hlaseni nezadoucich
ucinkd, oznameni novych skutecnosti

a ptijatych opatfeni a dalSich informacénich

povinnosti, schvaleni informovaného souhlasu

a jeho zmén, schvaleni dodatkt k Protokolu, a

také za jednani vi¢i SUKL a EK v souvislosti

S touto Studii.
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any actions towards State Institute for Drug
Control and EC in the context of the Study.

Caelum undertakes to inform the Institution,
without delay, of the end of the Study (prior to or
on the scheduled due or premature termination
date). Furthermore, Caelum is obliged to
immediately inform the Institution in the event
that SUKL suspends or prohibits the conduct of
the Study and if the consent of EC is (temporarily
or permanently) withdrawn. Caelum shall also
immediately inform the Institution of any facts
that may adversely affect the safety or health of
any of the subjects or have an impact on the
further implementation of the Study, including
information arising from studies carried out in
other places of the Study and inform the
Institution of any suspicions of the adverse
effects of the Drug that have been notified to
Caelum.

Caelum se zavazuje neprodlené informovat
Zdravotnické zafizeni o ukonceni Studie (v
predCasném nebo v fadném predpokladaném
terminu). Dale je Caelum  povinen
Zdravotnické zafizeni neprodlené informovat,
v piipadé, ¢ SUKL pozastavi nebo zakéaze
provadéni Studie a dale bude-li souhlas EK
(doCasné nebo trvale) odvolan. Caelum je

rovnéz povinen neprodlené¢ informovat
Zdravotnické zafizeni o veskerych
skuteCnostech, které mohou nepfizniveé

ovlivnit bezpe€nost nebo zdravi Subjektt
klinického hodnoceni nebo mit vliv na dalsi
provadéni Studie, vCetné informaci vzeslych
ze Studie, provadéné na jinych mistech
a informovat Zdravotnické zafizeni o vSech
jemu oznamenych podezienich na nezadouci
ucinky Lécivého pripravku.

1.14  Duties of Investigator. Investigator is
responsible for the conduct of the Study at
Institution. Without limitation, it is Investigator’s
duty to review and understand the information in
the Investigator’s Brochure, to ensure that all
informed consent requirements are met prior to
the commencement of the Study.

1.14  Povinnosti  zkouSejiciho. ZkousSejici
zodpovida za provadéni Studie
ve Zdravotnickém zafizeni. Povinnosti

Zkousejiciho je mimo jiné kontrolovat informace
uvedené v souboru informaci pro zkousejiciho
arozumét jim tak, aby zajistil splnéni vSech
pozadavkd informovaného souhlasu pted
zahajenim Studie.

1.15  Subject Injury. Caelum shall reimburse
Institution for the direct, reasonable and
necessary medical expenses incurred by
Institution and not covered by third-party payors
for the treatment of any physical injury
(a) due to an adverse reaction to the drug or
(b) caused by treatment or procedures required
by the Protocol that the Study subject would not
have received if not for the subject’s participation
in the Study, except to the extent that such injury
is caused by:
(i) failure by Institution, Investigator or any
of their respective personnel to comply with
this Agreement, the Protocol, any written
instructions of Caelum concerning the Study,
or any Applicable Law issued by any
regulatory authority, or
(if) negligence or willful misconduct by
Institution, Investigator or any of their
respective personnel or
(iii) failure of the Study subject to follow the
reasonable instructions of the Investigator
relating to the requirements of the Study.

1.15 Zdravotni Gjma Subjektu hodnoceni.
Spole¢nost Caelum uhradi Zdravotnickému
zafizeni pfimé, primefené a nezbytné léCebné
vylohy, které vznikly Zdravotnickému zafizeni
akteré nejsou hrazeny platci tfetich stran
v souvislosti s 1é¢bou jakékoli fyzické tjmy
(@) vdusledku nezddouci reakce na LéCivy
ptipravek nebo
(b) zptisobené 1écbou ¢i postupy pozadované
Protokolem, které by pacient ve Studii
neobdrzel, pokud by se Studie netcastnil,
s vyjimkou pftipad, kdy je pficinou takové
fyzické ijmy:
(i) nedodrzeni ustanoveni této Smlouvy,
Protokolu, pisemnych pokynti spole¢nosti
Caelum tykajicich se Studie nebo Platnych
pravnich piedpisii nebo piedpist vydanych
kontrolnimi ufady ze strany Zdravotnického
zatizeni, Zkousejiciho nebo jakéhokoli z jejich
pfislusnych pracovnikl; nebo
(i) nedbalost ¢i  zamérné
ze strany Zdravotnického

pochybeni
zafizeni,
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Caelum’s liability to reimburse the Institution
under this provision shall not be limited to the
amount payable under any insurance required to
be carried by Caelum but shall extend to the full
amount of the Institution’s actual damages
described in the paragraph above in the amount
of subject’s claim or of subject's legal
representative's claim successfully claimed under
Czech legal order.

The Caelum shall indemnify the Institution and
the Investigator in relation to any claim relating
to illness or injury to the Study Subject that
actually or allegedly occurred in connection with
an adverse reaction to the Drug or as a result of a
procedure or process required by the Protocol.

not be entitled to such
according to the previous

Institution shall
reimbursement
paragraph if:

@) The injury of the subject (including
death) has been caused by willful act, negligence,
wrongful conduct or breach of any obligation
stipulated for the Institution or the Investigator
by legal guideline or by this Agreement including
all its appendices;

(b) The Institution fails to notify Caelum in
writing within twenty (20) working days of the
date the Institution became aware of the claim for
damages having been made. The notice shall be
sent by registered post to Caelum.

(© Upon Caelum’s request the Institution
has not permitted Caelum to take a part in
negotiations (including negotiations out of court)
concerning the claim which may result in a legal
suit at law;

(d) The Institution has recognized the claim
without obtaining Caelum’s prior written consent
to such recognition.

ZkouSejiciho nebo  jakéhokoli =z jejich
ptislusnych pracovnikl; nebo

(ilf) nedodrzeni ptimétenych pokyni
Zkousejiciho tykajicich se pozadavka Studie
ze strany pacienta ve Studii.

Odpovédnost  spolecnosti  Caelum  vyplatit
Zdravotnickému zatizeni nadhradu podle tohoto
ustanoveni se nebude omezovat na Castku
splatnou v ramci jakéhokoli pojisténi, které musi
mit sjednano spole¢nost Caelum, ale bude se
tykat plné vyse skuteénych Skod vzniklych
Zdravotnickému zatizeni, jak je popsano
V odstavei vySe, ve vysi ndroku pacienta nebo
pohledavky pravniho zéstupce pacienta uspésné
uplatnénych podle ¢eského pravniho fadu.
Caelum se zavazuje odskodnit Zdravotnické
zafizeni a Zkousejiciho ve vztahu k jakémukoli
naroku vztahujicimu se k onemocnéni ¢i ijmé na
zdravi Subjektu studie, k nimz skutec¢né ¢i idajné
doslo v souvislosti s nezadouci reakci na LéCivy
ptipravek nebo v dasledku procedury ¢&i postupu
vyzadovanych Protokolem.

Zdravotnické zafizeni nema narok na takovou
nahradu podle piedchoziho odstavce, pokud:

@ zdravotni Gjma pacienta (vCetné smrti)
byla zpisobena umyslnym jednanim, nedbalosti,
protipravnim jednadnim nebo porusenim jakékoli
povinnosti stanovené pro Zdravotnické zafizeni
nebo Zkousejicitho pravnim ptedpisem nebo
touto Smlouvou vcetné€ vsech jejich pfiloh;

(b) Zdravotnické zafizeni nebude spole¢nost
Caelum pisemné informovat o uplatnéni naroku
na nahradu $kody do dvaceti (20) pracovnich dnt
ode dne, kdy se Zdravotnické zafizeni
0 uplatnéni dozvédélo. Oznameni musi byt
spole¢nosti  Caelum  zaslano  doporucenou
zasilkou.

(© Zdravotnické  zafizeni  neumoznilo
spole¢nosti Caelum zacastnit se na jeji zadost
jednani  (v€etné  mimosoudnich  jednani)
0 naroku, které mize vyustit v soudni Zalobu;

(d)

by k takovému uznani ziskalo pfedchozi pisemny

Zdravotnické zafizeni uznalo narok, aniz

souhlas spole¢nosti Caelum.

1. 16 The Parties are obliged to inform each
other about the process and result of out-of-
court proceedings and possible out-of-court
settlement.

1.16 Smluvni strany jsou povinny vzajemné se
informovat o
mimosoudnich

praibé¢hu a
jednani  a

vysledku
pfipadného
mimosoudniho vyrovnani.
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Institution represents to have taken out a liability
insurance pursuant to Sec. 45 par. 2 letter n) of
Act No. 372/2011 Coll., on Medical Services, as
amended.

Zdravotnické zafizeni prohlasuje, ze ma
sjedndno pojisténi dle § 45 odst. 2 pism. n)
zakona ¢. 372/2011 Sb., o zdravotnich sluzbach,

ve znéni pozdéjsich predpisi.

2. Payment

2. Platba

In full consideration for the proper performance
of the Study in strict adherence to the Protocol,
IQVIA Clinical Trial Payments, on behalf of
IQVIA, will administer payment to Site as set
forth in, and in compliance with, the budget and
payment schedule set forth in Exhibit A (the
“Budget”), with the last payment being made
after Site completes all of its obligations under
this Agreement and the Protocol and IQVIA
receives all properly completed CRFs and, if
requested, all other Confidential Information (as
defined below). Neither Institution nor
Investigator shall, under any circumstances,
submit any invoice or charges to any patient,
Medicare, Medicaid or other government
program, insurer or any other person for payment
with respect to the Drug or performance of the
Study.

The estimated value of financial payment under
this Agreement shall be approximately CZK
705.000,00.

Institution acknowledges and agrees that the
Investigator and his Study Staff shall be
compensated on the basis of a separate contract
entered into by Investigator and Caelum.

Zaptredpokladu tadného provedeni Studie
Vv piisném souladu s Protokolem bude spole¢nost
IQVIA Clinical Trial Payments jménem
spole¢nosti IQVIA spravovat platby Pracovisti,
jak je stanoveno v rozpoctu a v rozpisu plateb
v Ptiloze A, avsouladu snimi, (dale
,»Rozpocet), priCemz posledni platba bude
provedena poté, co Pracovisté splni v§echny své
zavazky podle této Smlouvy a Protokolu
a spolec¢nost IQVIA obdrzi vSechny vyplnéné
formulafe CRF a, pokud o to pozada, veskeré
dalsi Duvérné informace (jak je definovano
nize). Zdravotnické zafizeni ani ZkousSejici
za zadnych  okolnosti nepfedlozi  k thradé
jakoukoli fakturu ani naklady souvisejici
s provadénim Studie jakémukoli pacientovi,
programu Medicare, Medicaid nebo jinému
vladnimu programu, pojistiteli ani libovolné jiné
0s0be.

Predpokladana castka financni thrady dle této
Smlouvy ¢ini pfiblizné¢ 705.000,00 K¢&.

Zdravotnické zarizeni bere na védomi a souhlasi,
studijni tym budou
samostatné¢ smlouvy
a spole¢nosti

ze Zkousejici a jeho

odménéni na zakladé

uzaviené mezi ZkouSejicim

Caelum.

3. Medical and Study Records

3. Lékarské a studijni ziznamy

3.1 Medical Records. Site shall own all
right, title and interest in and to the medical
records kept by Site with respect to Study
subjects (“Medical Records”) but excluding the
Study Records (as defined below). Subject to the
applicable ICFs, IQVIA and Caelum shall have
the right to access, use and disclose the Medical
Records for the conduct of the Study.

3.1 Lékarské zaznamy. Pracovisti budou
nalezet veSkerd prava, naroky a podily
na lékatskych zdznamech vedenych

Pracovistém, které se tykaji pacientd ve Studii
(dale ,,Lékarské zaznamy*), avsak s vyjimkou
Studijnich zaznamt (jak je definovéno nize).
Za podminky, ze jsou poskytnuty ptislusné ICF,
IQVIA aCaelum pravo

a zvetejnéni  1ékatskych

maji  spolecnosti
na pristup,
zaznamu pro ucely provadéni Studie.

pouziti
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3.2 Study Records. Caelum shall own all
right, title and interest in and to all records,
results, data, forms, correspondence and other
information and  documents, including
eCRF/CRFs and any photographs, videos, films
and other recorded images, including without
limitations x-rays, MRI, CT, ultrasound and
other scans, collected or created in connection
with the Study (collectively, the “Study
Records”). Site hereby assign to Caelum all of
their right, title and interest, including all
intellectual property rights in and to the Study
Records. The Study Records shall be deemed
Confidential Information, provided that Site shall
have the right to

(a) use the Study Records as necessary in order
to perform the Study, and

(b) use and disclose the Study Records as part of
publications and presentations only as permitted
under the Section of this Agreement labelled
“Publications”.

3.2 Studijni zdznamy. Spole¢nosti Caelum
budou nélezet veSkerd prava, naroky a podily
navsech zaznamech, vysledcich, udajich,
formuléafich, korespondenci a dalsich
informacich a dokumentech, véetné¢ formulai
eCRF/CRF a jakychkoli fotografii, videi, filmu
a jinych zaznamenanych obrazovych materiald,
mimo jiné rentgenovych snimkd, MR, CT,
ultrazvukovych a dal$ich skent, shromazdénych
nebo vzniklych v souvislosti se Studii (souhrnné
»Studijni zdznamy*). Pracovisté timto prevadi
spole¢nosti Caelum sva veskera prava, naroky
a podily tykajici se Studijnich zaznamd, vcetné
vsech prav duSevniho vlastnictvi. Studijni
zdznamy budou povazovany za Dlvérné
informace za podminky, Ze Pracovisté bude mit
pravo

(a) pouzivat Studijni zdznamy podle potieby
k provadéni Studie, a

(b) pouzivat azvefejiiovat Studijni zaznamy
pouze jako soucast publikaci a prezentaci, jak je
povoleno v ¢lanku této Smlouvy nazvaném
»Publikace®.

3.3 Retention. Site shall retain the Study
Records in the Institution in the manner and
duration  required by Applicable Law
(“Retention Period”). After the expiration of the
above-mentioned period, the Institution may
destroy Study documents in accordance with
applicable legal regulations. Site shall continue
to store Study Records, at Caelum’s reasonable
expense, for any period that Caelum may request
after the Retention Period is expired. In case that
Caelum wishes to extend the archiving period, it
shall submit its requirement in writing to the
Institution at least two (2) months before the
expiration of the agreed archiving period and
Institution shall ensure such further archiving at
Caelum’s expense, or the Site shall hand over the
Study documents to Caelum. CaelumSite shall
immediately notify Caelum of any theft or loss of
the Drug or Confidential Information.

3.3
Studijni zaznamy ve Zdravotnickém zafizeni

Uchovavani. Pracovi$té bude uchovavat

zplisobem a po dobu, kterou vyzaduji Platné
pravni piedpisy (dale ,,Doba uchovavani). Po
uplynuti uvedené lhiity je Zdravotnické zafizeni
opravnéno dokumenty skartovat dle piislusnych
pravnich predpist. Pracovist¢ bude pokracovat
v uchovavani Studijnich zdznam@ za pfimétené
naklady spole¢nosti Caelum po jakékoli obdobi,
které si spole¢nost Caelum vyzada po uplynuti
Doby uchovavani. V piipad¢, Zze Caelum ma
zajem o dalsi prodlouzeni obdobi archivace
dokumentace, je povinen sviij pozadavek uplatnit
pisemné u Zdravotnického zafizeni nejmén¢ dva
(2) mesice pred uplynutim sjednané doby
archivace a Zdravotnické zatizeni dalsi archivaci
na naklady spole¢nosti Caelum zajisti, popf. mu

dokumentaci vyda. CaelumPracovisté
neprodlené uvédomi  spole¢nost  Caelum
0 jakékoli kradezi nebo =ztrate Lécivého

ptipravku nebo Divérnych informaci.
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3.4 Audits. For so long as Site is obligated
to retain Study Records, Caelum may, upon ten
(10) days’ notice or such shorter periods as may
be needed for exceptional circumstances,
conduct audits of the Medical Records and Study
Records related to the Study. Investigator shall
make himself or herself available during such
audits (or above-mentioned
monitoring/inspection visits) to discuss the Study
and shall cooperate with Caelum in such process.

3.4 Audity. Podobu, kdy je Pracovisté
povinno uchovavat Studijni zdznamy, muze
spoleCnost  Caelum nazakladé oznameni
poskytnutého deset (10) dnii piedem, nebo méné,
pokud si tak vyzadaji mimotadné okolnosti,
provadét  audity  Lékaiskych  zaznami
a Studijnich zaznaml souvisejicich se Studii.
Béhem takovych auditi (nebo vySe uvedenych
monitorovacich/kontrolnich ~ navstév)  bude
k dispozici Zkousejici k projednavani Studie,
ktery bude pfi tomto procesu spolupracovat
se spole¢nosti Caelum.

4. Confidential Information

4. Duvérné informace

4.1 Confidential Information. Site shall,
during the term of this Agreement and thereafter,
hold in confidence all information and materials
disclosed, collected or created by or for Caelum
(“Confidential Information”), except to the
extent that such information or material can be
proven by written record:

(@) is or becomes generally available to the
public other than as a result of disclosure by
Site;

(b) is already know by or in the possession of Site
at the time of disclosure by Caelum;

(c) is independently developed by Site without
use of or reference to Confidential
Information; or

(d) is obtained by Site from a third party that has
not breached any  obligation  of
confidentiality.

4.1 Duvérné informace. Pracovisté bude
po dobu platnosti této Smlouvy a poté drzet
Vtajnosti vSechny informace a materidly
zvefejnéné, shromazdéné nebo vytvorené
spole¢nosti Caelum nebo pro ni (dale ,,Davérné
informace“) s vyjimkou piipadi, kdy Ize
pisemnym zaznamem prokazat, ze takové
informace nebo materialy:

(@) jsou nebo se stanou obecné dostupnymi
vetejnosti jinak, nez v disledku zvefejnéni
ze strany Pracovisté;

(b) jsou jiz znamy nebo jsou v drzeni Pracovisté
v dob¢ zveiejnéni spole¢nosti Caelum;

(c) byly Pracovistém nezavisle vyvinuty bez
pouziti nebo odkazu na Divérné informace;

nebo

(d) Pracovisté ziskalo od tfeti strany, ktera
neporusila Zadnou povinnost z hlediska
daveérnosti.

4.2 Use and Non-Disclosure. Site shall use
Confidential Information solely to conduct the
Study and shall disclose  Confidential
Information only to persons who have a need to
know such Confidential Information to conduct
the Study and who are bound in writing to protect
the confidentiality of such Confidential
Information. Site shall instruct all persons to
whom Confidential Information is disclosed to
abide by the terms of this Agreement, and Site
shall be liable for all acts and omissions of such
persons that would be deemed to be a breach of
this Agreement if such actions or omissions were
those of Site. Without limiting the foregoing, Site
agrees not to disclose the Study Results or any
observations concerning the Study to any third
parties, including financial analysts, except as
expressly permitted under this Agreement.

4.2
Duavérné

Pouziti a nezvefejnéni. Pracovi$té smi

informace  pouzivat  vyhradné
Kk provadéni Studie a zpfistupni je pouze osobam,
které maji potiebu takové Duvérné informace
znat pro provadéni Studie a které se pisemné
zavazaly k ochran¢ divérnosti téchto Duveérnych
informaci. Pracovist€¢ pouci vSechny osoby,
kterym jsou zpfistupnény Duvérné informace,
aby dodrzovaly podminky této
Pracovisté odpovédnost
jednani a opomenuti téchto osob, kterd by byla

povaZovana za poruseni této Smlouvy, jako by se

Smlouvy.

ponese za veskera

jednalo o jednani ¢i opomenuti Pracovisté. Bez
omezeni vySe uvedeného se Pracovisté zavazuje,
ze nezvefejni Vysledky studie ani jakakoli
pozorovani tykajici se Studie zadnym tfetim
stranam, vCetné financnich analytikd, s vyjimkou
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ptipadu, které je tak vyslovné povoleno podle
této Smlouvy.

4.3 Care. Site shall protect Confidential
Information using not less than the same care
with which Site treat their own confidential
information but, in no event, less than reasonable
care.

4.3 Péce. Pracovisté bude chranit Divémé
informace alespoil se stejnou péci, s jakou
zachézi s vlastnimi dvérnymi informacemi, ale
Vv zadném piipadé s mensi nez priméfenou péci.

4.4 Injunctive Relief. Site agrees that

(a) any breach of Sections labelled “Publication”,
“Intellectual ~ Property” or  “Confidential
Information” will result in significant and
irreparable damage to Caelum, and

(b) Caelum shall be entitled, in addition to other
remedies available at law, to injunctive or other
equitable relief by a court of appropriate
jurisdiction, without posting bond.

4.4 Predbézné opatieni. Pracovisté souhlasi
S tim, Ze

(a) jakékoli poruSeni ustanoveni clankl
,Publikace®, ,DuSevni vlastnictvi nebo

,Duvérné informace” bude mit za nasledek
vyznamné a nenapravitelné Skody na strané

spole¢nosti Caelum a

(b) spole¢nost Caelum bude mit kromé jinych
opravnych prostfedkli dostupnych podle zakona
pravo na vyzadani pfedbézného opatfeni nebo
jiny opravny prostiedek u soudu s odpovidajici
jurisdikci, a to bez slozeni kauce.

4.5 Notwithstanding the foregoing, Institution,
Caelum and IQVIA hereby acknowledge that this
Agreement shall be published pursuant to Act no.
340/2015 Sb., on Agreements Register. As and
between the Parties, Institution agrees to publish
the Agreement pursuant to the foregoing. Any
information which constitutes trade secret of
either Party is exempted from such publication.
For the purposes of this Agreement, trade secrets
include, but are not limited to, Attachment A —
Budget and payment schedule, the minimum
enrollment goal, expected number of Study
subjects enrolled and the expected duration of the
Study. Furthermore, personal data of the
individuals are also exempted from publication,
unless they have been previously published in
another public register. The wversion for
publication shall be created and provided to the
Institution by the IQVIA in a machine-readable
format to the following e-mail address:
I o the date of the execution
hereof The Institution will inform IQVIA of
publishing the Agreement in the Agreements
Register by designating the following email
address: & as the email
address to which a notification of publication in
the Agreements register shall be sent. Should the
Institution fail to publish this Agreement within

45 Bez ohledu navyse uvedené timto
Zdravotnické =zafizeni a spole¢nosti Caelum
a IQVIA berou na védomi, ze tato Smlouva bude
uvetejnéna v souladu se zakonem ¢&. 340/2015
Sb. oregistru smluv. Jak je dohodnuto mezi
Smluvnimi stranami, Zdravotnické zafizeni
souhlasi s uvetejnénim smlouvy mezi stranami
v souladu s vyse uvedenym. Jakékoli informace,
které predstavuji obchodni tajemstvi kterékoli
ze Stran, jsou z takového uvetejnéni vyjmuty.
Pro ucely této Smlouvy pojem obchodni
tajemstvi zahrnuje mimo jiné Pfilohu A -
Rozpocet a rozpis plateb, minimdalni cilovy pocet
pocet
a ocekavanou

pacientd,  ocekavany

zatazenych pacientd ve Studii

zafazenych

dobu trvani Studie. Daéle jsou od uvetejnéni
osvobozeny také osobni udaje fyzickych osob,
pokud nebyly diive zvefejnény v jiném vefejném
rejstiiku.  Verzi Smlouvy Kk uvetejnéni vytvori
IQVIA
nejpozdéji v den podpisu této Smlouvy, a to ve
strojové ¢itelném formatu v elektronické podobé
zaslanim na emailovou adresu: _
Zdravotnické zatizeni bude spolecnost IQVIA
informovat 0 uvefejnéni Smlouvy v Registru

aposkytne Zdravotnickému zafizeni
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5 working days from the last signature date, it
may be published by Caelum or IQVIA.

smluv tak, ze ur¢i nasledujici e-mailovou adresu:
I <o c-mailovou adresu,
na kterou bude zaslano ozndmeni o uvefejnéni
v Registru smluv. Pokud Zdravotnické zatizeni
tuto Smlouvu neuvetejni do 5 pracovnich dnu
od data posledniho podpisu, miiZze ji Uvefejnit
spole¢nost Caelum nebo IQVIA.

5. Publication 5. Publikace
5.1 Disclosure. Site acknowledges that, due | 5.1 Zvetejnéni. Pracovisté bere na védomi,

to the fact that the Study is a multi-site study and
a multi-site publication is intended, there is a
need for a coordinated approach to any
publication or presentation of results from
participating sites. Site shall not publish or
present any results from the Study to any third
parties until the earliest of:

(a) Caelum publishes the results from all sites
participating in the Study,

(b) Site receives notification from Caelum that
publication of the multi-site results is no longer
planned, or

(c) eighteen (18) months following the
completion of the multi-site study at all sites.
Prior to publishing or presenting any results from
the Study, whether single or multi-site, Site must
first provide Caelum with a copy of any proposed
publication or presentation (in each case, a
“Publication”) at least sixty (60) days prior to
submission or presentation of such Publication.
Caelum may request, and Site shall comply with
such request,

(i) that any of its Confidential Information be
deleted or modified, or

(ii) that the publication or presentation be
delayed for up to sixty (60) additional days to
allow Caelum to seek legal remedies or file
patent applications.

ze jelikoz je Studie multicentricka a zamysli se

jeji  multicentricka publikace, je zapotiebi
koordinovaného pristupu k jakémukoli
zvetejnéni nebo prezentaci vysledkt

ze zacastnénych pracovist. Pracovisté nesmi
publikovat ani prezentovat jakékoli vysledky
ze Studie zadnym tfetim strandm, dokud
nenastane nejdiivejsi z nasledujicich moznosti:

(a) spole¢nost Caelum zvetejni vysledky
ze vsech pracovist’ ucastnicich se Studie,

(b) Pracovisté obdrzi oznameni od spole¢nosti
Caelum, ze multicentrickd publikace se jiz
neplanuje, nebo

(c) osmnact (18) mésict po dokonceni
multicentrické studie na vSech pracovistich. Pied
zvefejnénim nebo  prezentaci  jakychkoli
vysledk ze Studie, at’ uz jednoduchym nebo
multicentrickym, musi Pracovist¢ nejdfive
poskytnout spole¢nosti Caelum kopii jakékoli
navrhované publikace nebo prezentace (v obou
pfipadech ,,Publikace*) alespon Sedesat (60) dni
pted predlozenim nebo prezentaci takové
Publikace. Spole¢nost Caelum mize pozadat,
a Pracovisté takovému pozadavku vyhovi,

(i) aby byly vymazany nebo upraveny jakékoli
jeji Duvérné informace, nebo

(ii) aby bylo =zvefejnéni nebo prezentace
pozdrzeno az o Sedesat (60) dalsich dnd, aby
spole¢nost Caelum mohla vyuzit opravné pravni
prosttedky nebo podat patentové piihlasky.

5.2 Media  Contacts/Use  of  Name.
Institution and Investigator shall not, and shall
ensure that Institution personnel do not, engage
in interviews or other contacts with the media,
including but not limited to newspapers, radio,

5.2 Kontakty s médii/
Zdravotnické zatizeni a ZkouSejici se nesmi

pouziti  jména.

ucastnit, a zajisti, aby tak ne€inili ani pracovnici
Zdravotnického zafizeni, rozhovorl ani jinych
kontakti s médii, vCetné novin, radia, televize
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television and the Internet, related to the Study,
intellectual property, or data without the prior
written consent of IQVIA or Caelum, as
applicable. This provision does not prohibit
publication or presentation of data, generated at
Site, in accordance with this Section. No party
hereto shall use any other party’s name, or
Caelum’s name, in connection with any
advertising or promotion without prior written
permission, except that Caelum and IQVIA may
identify Site as a Study site in Study publications
and communications, including clinical trial
websites and Study newsletters. Caelum will
register the Study with a public registry in
accordance with Applicable Law and report the
results of the Study publicly when and to the
extent required by Applicable Law. Site may,
however, disclose the existence of this
Agreement and that Site is conducting the Study.

se Studie,
bez

a internetu,
vlastnictvi

tykajicich dusevniho
nebo udaju ptedchoziho
pisemného souhlasu spole¢nosti IQVIA nebo
Caelum, podle potfeby. Toto ustanoveni
nezakazuje zvefejiiovani ani prezentaci udaji
v souladu s timto
stran nesmi

vznikajicich na Pracovisti
¢lankem. Zadna ze smluvnich
pouzivat jméno zadné jiné strany nebo jméno
spolecnosti  Caelum  ve spojeni s jakoukoli
reklamou nebo propagaci bez piredchoziho
pisemného povoleni, stou vyjimkou, ze
spolec¢nosti Caelum aIQVIA mohou uvadét
Pracovisté jako Studijni pracovisteé v publikacich

a sdélenich tykajicich se Studie, vcetné
webovych stranek klinickych studif
a informacnich bulletint  Studie. Spole¢nost

Caelum registruje Studii ve vefejném registru,
jak to vyzaduji Platné pravni predpisy, a vetejné
oznami vysledky Studie, pokud to budou Platné
pravni piedpisy vyZadovat a v rozsahu, v jakém
to budou vyZzadovat. Pracovist¢ vSak muze
zvefejnit existenci této Smlouvy a skutecnost, Ze
provadi Studii.

6. Intellectual Property

6. DuSevni vlastnictvi

Site shall promptly disclose to Caelum and
IQVIA any invention, data, discoveries or other
know-how (whether or not patentable),
innovations, communications, clinical data,
reports, records, documentation, and any other
results developed independently or jointly with
others, which invention, discovery or know-how
arises from the performance of the Protocol or is
related to the Drug (each, an “Invention”). Each
of Institution and Investigator, represents and
warrants that each employee, consultant and
contractor that it uses in the performance of this
Agreement has an express written obligation to
assign all rights, title and interest in any
Invention to Institution and Investigator
respectively. Each of Institution and Investigator
will assign, and hereby does assign, to Caelum all
right, title and interest, including all intellectual
property rights, in and to Inventions. Site shall,
and shall cause its personnel to, execute and
deliver, at Caelum’s expense, any documents and

Pracovisté neprodlené oznami spole¢nostem
Caelum a IQVIA jakykoli vynalez, udaje, objevy
nebo jiné know-how (at uz patentovatelné ci
nikoli), inovace, sd€leni, klinické udaje, zpravy,
zaznamy, dokumentaci a jakékoli dalsi vysledky
vyvinuté nezavisle nebo spolecné s ostatnimi,
pri¢emz vynalez, objev nebo know-how pochazi
z provadéni Protokolu nebo souvisi s Lé¢ivym
ptipravkem (kazdy znich se oznacuje jako
,Vynalez®). Zdravotnické zatizeni a Zkousejici
prohlasuji a zarucuji, ze kazdy zaméstnanec,
konzultant a dodavatel, kterého vyuZivaji pfi
plnéni této Smlouvy, se vyslovné pisemné
zavazal postoupit Zdravotnickému zatizeni, resp.
Zkousejicimu veskera prava, naroky a podil
na jakémkoli vynalezu. Zdravotnické zafizeni
a Zkousejici  prevede, atimto prevadéji,
spole¢nosti Caelum sva veskera prava, naroky
a podily tykajici se Vynalezl vetné vSech prav
duSevniho vlastnictvi. PracoviSt¢ vypracuje
aposkytne nanaklady spole¢nosti Caelum
vSechny dokumenty a provede ptiméfené takové
¢innosti, které jsou povazovany za nezbytné
nebo vhodné k ziskani patentu ¢i jiné vlastnické
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reasonably perform such activities deemed
necessary or appropriate to obtain a patent or
other proprietary protection in Caelum’s name
covering any of the foregoing or in order to carry
into effect the provisions of this Section.

ochrany jménem spole¢nosti Caelum pokryvajici
cokoliv zvyse uvedeného, nebo za ticelem
provedeni ustanoveni tohoto ¢lanku,
a ke stejnému zavaze i své pracovniky.

7. Equipment 7. Vybaveni
7.1 Supply. Caelum, through IQVIA, may | 7.1 Dodavka. Spole¢nost Caelum muze

provide to Site certain electronic and other
equipment further described in the Protocol (the
“Equipment”) solely for use in performance of
the applicable Study. Title to the Equipment
remains with Caelum, and Site shall return the
Equipment upon Caelum’s request.

If Caelum or IQVIA provide any equipment to
the Institution for the purpose of the conduct of
the Study, Caelum and Institution will enter into
a separate Loan Agreement under Sec. 2193 et
seq. of Act No. 89/2012 Sh., Civil Code.

prosttednictvim spolec¢nosti IQVIA poskytnout
Pracovisti urcité elektronickd a jina zatizeni dale
popsand v Protokolu (dale ,,Vybaveni‘)
vyhradn€ pro pouziti pii provadéni piislusné
Studie. Vlastnické pravo k Vybaveni zlstava

spolenosti  Caelum anazadost spolecnosti
Caelum Pracovisté Vybaveni vrati.
Pokud Caelum nebo IQVIA doda do

Zdravotnického zafizeni vybaveni za ucelem
provedeni Studie, zavazuji se spole¢nost Caclum
a Zdravotnické zafizeni uzaviit smlouvu o
vypujéce, ktera bude mit nalezitosti dle
ustanoveni § 2193 a nasl. zadkona ¢. 89/2012 Sb.,
obcansky zékonik.

7.2 Maintenance; Security.  During the
Study, Site shall promptly notify IQVIA or its
designee of any malfunctioning Equipment and
IQVIA shall use reasonable efforts to replace or
repair any malfunctioning Equipment at no
expense for Site, unless such malfunction is due
to the negligence or willful misconduct of Site.
Site shall implement reasonable and appropriate
administrative, physical and technical safeguards
to protect the confidentiality, integrity and
availability of all data on any electronic

7.2 Udrzba; zabezpeteni. Béhem studie
bude Pracovist¢ neprodlené¢  informovat
spoleCnost IQVIA nebo ji urenou osobu
0 jakémkoli nefunkénim Vybaveni a spole¢nost
IQVIA vynalozi ptfiméfené usili k vyméné nebo
opravé jakéhokoli nefunkéniho Vybaveni bez
jakychkoli nakladd na strané Pracovisté, ledaze
by takova zavada byla zplisobena nedbalosti
nebo zamérnym pochybenim  Pracoviste.
Pracovist¢  pfijme  pfiméfena  a vhodna
administrativni, fyzicka a technickd opatfeni

Equipment. na ochranu divérnosti, integrity a dostupnosti
vSech udaji v jakémkoli elektronickém
Vybaveni.
7.3 Disclaimer. NEITHER CAELUM NOR | 7.3 Odmitnuti odpovédnosti.
IQVIA MAKE ANY REPRESENTATIONS OR | SPOLECNOSTI CAELUM ANl IQVIA
WARRANTIES OF ANY KIND | NECINI ZADNA PROHLASENI ANI
CONCERNING THE EQUIPMENT, EXPRESS | NEPOSKYTUJI ZARUKY JAKEHOKOLI
OR IMPLIED, INCLUDING WITHOUT | DRUHU TYKAJICI SE VYBAVENI,
LIMITATION WARRANTIES OF | VYSLOVNE ANI PREDPOKLADANE, MIMO

MERCHANTABILITY, FITNESS FOR A

JINE ZARUKY PRODEJNOSTI, VHODNOSTI

PARTICULAR PURPOSE OR TITLE. KE KONKRETNIMU UCELU NEBO
PRAVNIHO TITULU.

8. Term and Termination 8. Doba platnosti a ukonceni platnosti
Smlouvy

8.1 This Agreement will become binding on the
date on which it is last signed by the parties and
effective on the date of its publication in the
Register of Agreements in accordance with Act

8.1 Tato Smlouva nabyva platnosti k datu, kdy
bude podepsana posledni smluvni stranou a
ucinnosti k datu, kdy bude uveiejnéna v Registru
smluv, dle zdkona ¢. 340/2015 Sb., o registru
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No. 340/2015 Coll., on Register of Agreements
(the ,,Effective Date) and shall continue until
completion of the Study, unless terminated as
provided herein or extended upon written
agreement signed by the parties.

smluv (,,Datum Wcinnosti“) a zlstane v
ucinnosti do okamziku dokonceni Studie, pokud
nebude vypovézena, jak je zde uvedeno, nebo
prodlouzena nazdkladé pisemné dohody
podepsané smluvnimi stranami.

8.2 Termination by IQVIA or Caelum.
IQVIA or Caelum may terminate the Study or
this Agreement in its entirety at any time.

8.2 Ukonceni ze strany spoleénosti IQVIA
nebo Caelum. Spole¢nost IQVIA nebo Caelum
muze kdykoli ukoncit Studii nebo platnost této
Smlouvy jako celku.

8.3 Suspension.

(a) If IQVIA or Caelum suspects that Site has
materially breached this Agreement, then, except
to the extent that Study subject safety may be
jeopardized, IQVIA may suspend performance
of all or part of this Agreement, including, but not
limited to, subject enrollment. For the avoidance
of doubt, this clause (a) shall not be deemed to be
a waiver of IQVIA’ or Caelum’s right to
terminate this Agreement or the Study.

(b) Site may suspend its performance of the
Study upon written notice if, in the reasonable
medical judgment of Investigator, it is reasonably
determined that continued conduct of the Study
is likely to endanger the safety, health or welfare
of Study subjects or if its IRB withdraws
approval. In the event of any such suspension,
Site shall promptly notify Caelum and IQVIA of
same by telephone, and, within five (5) business
days after such suspension, shall provide Caelum
with a detailed written explanation for the
suspension of the Study at Site with any
associated documentation in support thereof,
including withdrawal of IRB approval, if
appropriate.

8.3

(a) Pokud se spole¢nost IQVIA nebo Caelum
domnivaji, Ze doslo k vyznamnému poruseni této
Smlouvy ze strany Pracovisté, mize spolecnost
IQVIA pozastavit plnéni této Smlouvy jako
celku nebo jeji Casti, mimo jiné zatazovani
pacientt, s vyjimkou ptipadii, kdyby tim mohla
byt ohroZena bezpecnost pacienti ve Studii. Aby
se predeslo pochybnostem, toto ustanoveni (a)
nebude povazovano zavzdani se prava
spole¢nosti IQVIA nebo Caelum ukonéit tuto
Smlouvu nebo Studii.

Pozastaveni.

(b) Pracovisté miize pozastavit provadeéni Studie
na zakladé pisemného oznameni, pokud je podle
priméteného 1ékafského usudku Zkousejiciho
pfiméfené rozhodnuto, Ze dalsi provadéni Studie
pravdépodobné ohrozi bezpecnost, zdravi nebo
blaho pacientti ve Studii, nebo pokud EK odvola
své souhlasné stanovisko. V ptipadé jakéhokoli
takového pozastaveni o ném bude Pracovisté
neprodlené telefonicky informovat spole¢nosti
Caelum a IQVIA ado péti (5) pracovnich dnt
po takovém pozastaveni poskytne spolecnosti
Caelum  podrobné  pisemné  vysvétleni
pozastaveni Studie na Pracovisti véetné veskeré
souvisejici  dokumentace  jako  podpory
vysvétleni, vcetné odvolani souhlasného
stanoviska EK, pokud je to relevantni.

8.4 Mutual Right to Terminate. Any party
may terminate this Agreement upon thirty (30)
days written notice for an uncured breach by
another party of a material term of this
Agreement or the Study or upon termination of
regulatory approvals by the FDA or any other
governmental or regulatory authority to conduct
the Study.

The non-breaching party (the “Non-breaching
Party”) may also terminate this Agreement in
case of a serious breach of this Agreement by the
other Party (the “Breaching Party”), unless
such breach is remedied within thirty (30) days
from the Breaching Party receiving a written

8.4 Vzijemné pravo naukonceni. Tuto
Smlouvu mtze ukoncit kterakoli ze smluvnich
stran nazaklad¢ tricetidenni (30) vypovédni
lhity zddvodu nenapraveného  poruseni
vyznamné podminky této Smlouvy nebo Studie
druhou stranou, nebo zdivodu ukonceni
platnosti souhlasu kontrolniho ufadu FDA nebo
jiného  statntho ¢ kontrolntho  ufadu
S provadénim Studie.

Tuto Smlouvu muze Strana (dale ,,Neporusujici
strana“) vypoveédét také z dvodu zavazného
poruseni nékterého zjejich ustanoveni jinou
Stranou (dale ,,Porusujici strana®), jestlize
takové poruSeni nebude odstranéno do tficeti
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notice from the Non-breaching Party to remedy
the breach.

(30) dntr poté, co Porusujici strana obdrzi od
NeporuSujici strany pisemné upozornéni na
porusent.

8.5 Effect of Termination. Upon receipt of
or after providing notice of termination, Site shall
immediately cease any subject recruitment or
enrollment of patients, and shall promptly, which
in no event shall exceed five (5) business days,
cease conducting the Study and follow the
specified termination procedures. Site ensures
that any required subject follow-up procedures
are completed, and make all reasonable efforts to
minimize further costs. Site shall perform such
wind-down and transition services as Caelum
may reasonably request and IQVIA shall make a
final payment for visits or milestones properly
performed and for approved non-cancelable
expenses properly incurred prior to the effective
date of termination pursuant to this Agreement in
the amounts specified in the Budget; provided,
however, that twenty percent (10%) of this final
payment will be withheld until final acceptance
by Caelum of all Study subject CRF pages and
all data clarifications issued and satisfaction of
all other applicable conditions set forth in the
Agreement.

8.5 Uginek vypovédi. Po ptijeti nebo
po poskytnuti oznameni o ukonceni Pracovisté
neprodlené¢ zastavi jakykoli nabor nebo
zafazovani pacienti a okamzit¢, v zadném
ptipadé€ ne pozd€ji nez za pét (5) pracovnich dnd,
prestane provadét Studii a bude postupovat podle
specifikovanych postupll ukonceni. Zajisti, aby
byly dokonceny vSechny pozadované postupy
nasledného sledovdni pacientl, a vynalozi
veskeré pfiméfené usili k minimalizaci dalSich
nakladl. Pracovisté poskytne takové ukoncovaci
a prechodové sluzby, jaké mize pfimérené
pozadovat spolecnost Caelum, a spole¢nost
IQVIA provede konecnou uhradu tadné
provedenych navstév nebo milnik
a schvalenych nezrusitelnych vydaji tadné
vynalozenych ptfed datem ucinnosti ukonceni
podle této Smlouvy V castkdich uvedenych
VvV rozpoctu; avSak za predpokladu, ze dvacet
procent (10%) této konetné platby bude
zadrZeno, dokud spoleénost Caelum s kone¢nou
platnosti neschvali strany CRF vSech pacientii
ve Studii a dokud nebudou poskytnuta veskera
vyjasnéni daji a uspokojeny vSechny ostatni
platné podminky stanovené ve Smlouvé.

8.6

(a) that have accrued under this Agreement
(including the Protocol and the Budget) shall
survive termination or completion of the Study
and

(b) under the Sections labeled “Medical and
Study Records”, “Confidential Information”,
“Publication”, “Intellectual Property”, and
“Regulatory and Other Representations and
Warranties” and any other Sections which by
their terms expressly survive, shall survive
termination or expiration of this Agreement.

Survival. Obligations of the parties

8.6

Pretrvani platnosti. Zavazky stran

(a), které vznikly podle této Smlouvy (vcetné
Protokolu a Rozpoctu), =zistavaji v platnosti
po ukonceni nebo dokonceni Studie a

(b) zavazky uvedené V cClancich ,Lékarské
astudijni zaznamy*, ,Duveérné¢ informace®,
,Publikace®, ,,Dusevni vlastnictvi* a ,,Ujisténi ve
vztahu ke kontrolnim tfadim a dal$i ujisténi
a zaruky* a jakychkoli dalsich ¢lancich, jejichz
platnost podle podminek v nich uvedenych

vyslovné  pfetrvava, zistanou v platnosti
i po ukonéeni nebo vyprSeni platnosti této
Smlouvy.

9. Regulatory and Other Representations and
Warranties

9. Ujisténi ve vztahu ke kontrolnim ufadim
a dalsi ujiSténi a zaruky

9.1
that

Debarment. Site represents and warrants

(a) it, Investigator and any person employed
directly in or for the performance of the Study
have not been

9.1 Zéakaz cCinnosti. Pracovist¢ prohlasuje
a zarucuje, zZe
(@) Pracovisté, ZkousSejici a jakakoli osoba

zaméestnana piimo ve Studii nebo pro jeji
provadéni nebyli
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(i) disqualified from serving as a testing
facility or investigator, or

(ii) debarred under Applicable Laws,

(b) no debarred person will in the future be
employed by Site in connection with the Study,
and

(c) the foregoing may be relied on by Caelum in
any application for marketing approvals. During
the term of this Agreement and after
the expiration or termination of the Study, Site
shall promptly, which in no event exceeds five
(5) business days, notify IQVIA, in writing, if
any such disqualification, debarment or ban
occurs.

(i) diskvalifikovani  z vykonu funkce
zkuSebniho zafizeni nebo zkousSejiciho,
nebo

(if) jim nebyla zakazana ¢innost podle
Platnych pravnich ptedpist,

(b) Zadna osoba se zakazem ¢innosti nebude
V budoucnu zameéstnana na Pracovisti
v souvislosti se Studii a

(c) na vySe uvedené se mize Caelum spolehnout
vevéci  jakékoli  zadosti o marketingové
schvéleni. BEhem doby platnosti této Smlouvy
apo B od vyprseni  platnosti  nebo
ukonéeni Studie musi Pracovis§t¢ neprodleng,
aVvkazdém pfipadé nejpozdéji do péti (5)
pracovnich dni, pisemné¢ informovat spole¢nost
IQVIA, pokud dojde ktakové diskvalifikaci,
vylouceni nebo zakazu.

9.2
that

(a) it has the full power and right to enter into this
Agreement,

General. Site represents and warrants

(b) it shall strictly comply with all Applicable
Law, and

(c) there are no prior commitments with a third
party that might interfere with its obligations
hereunder, and

(d) The Institution declares that it has arranged
insurance pursuant to Section 45(2)(n) of Act No
372/2011 Coll., on Health Services, as amended..

Site shall maintain such coverage for the duration
of this Agreement and for |l thereafter.

Caelum hereby represents and warrants that it
will obtain clinical trial insurance in accordance
with § 58, par. 2 of Act on Pharmaceuticals as
may be subsequently amended.

9.2 Obecné. Pracovisté

a zarucuje,

prohlasuje

(@) z2 ma plnou moc apravo uzaviit tuto
Smlouvu,

(b) Z¢ bude disledné dodrzovat
ustanoveni Platnych pravnich pfedpist,

veskera

(c) ze neexistuji Zadné ptedchozi zavazky s tieti
stranou, které by mohly byt na prekazku nize
uvedenym zavazkdm Pracovisté, a

(d Zdravotnické zafizeni prohlasuje, ze ma
sjednano pojisténi dle § 45 odst. 2 pism. n)
zakona ¢. 372/2011 Sb., o zdravotnich sluzbach,
ve znéni pozdéjsich predpist.

Pracovisté musi udrzovat toto pojisténi béhem
trvani  této  Smlouvy a po _
nasledujici roky.

Spoleénost Caelum timto prohlasuje a zarucuje,
ze uzavie pojisténi klinického hodnoceni
vsouladu s§58 odst.2 Zakona o léCivech,
ve znéni pozdéjsich predpist.

9.3 Anti-Bribery/Fraud. Site represents and
warrants that neither it nor its directors,
employees, agents, or consultants will directly or
indirectly, offer or pay, or authorize an offer or
payment of, any money or anything of value to
any government or public official or public
entity, with the knowledge or intent that the
payment, promise or gift, in whole or in part, will
be made in order to improperly influence an
official act or decision that will assist Caelum,
IQVIA, Institution or any Investigator in

9.3 Protikorupéni ujednani a ochrana proti
podvodim. Pracovisté prohlaSuje a zarucuje, ze
ono samo, jeho feditelé, zaméstnanci, zastupci
nebo konzultanti nebudou piimo ani nepiimo
nabizet nebo platit, nebo schvalovat nabidku
nebo platbu, jakychkoli finan¢nich prostredku
nebo ¢ehokoli hodnotného jakémukoli vladnimu
nebo vetejnému Ciniteli nebo vetejnému subjektu
s védomim nebo zdmérem, Ze platba, ptislib nebo
dar, at uz vcelku nebo jeho <¢ast, budou
provedeny zatucelem nepatiicného ovlivnéni
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securing an improper advantage or in improperly
obtaining or retaining business or in directing
business to any person or entity. Additionally, if
Site or any of its owners, directors, employees,
agents, or consultants are government or public
officials, they agree that Caelum’s payment to
payees under this Agreement is not intended to
improperly influence any decision that any
individual may make in their capacity as a
government or public official.

ufedniho ukonu nebo rozhodnuti, které by
spole¢nosti Caelum, IQVIA, Zdravotnickému
zafizeni nebo jakémukoli Zkousejicimu pomohlo
zajistit si nepatficnou vyhodu nebo nepatficné
ziskat nebo udrzet si obchodni prilezitost, nebo
nasmérovat obchodni pfilezitost k libovolné
osobé ¢i subjektu. Pokud jsou navic Pracoviste
nebo kterykoli zjeho vlastnikt, fediteld,
zameéstnancli, zastupci nebo  konzultanti
vladnimi nebo vefejnymi Ciniteli, souhlasi s tim,
Ze platba spole¢nosti Caelum piijemctm plateb
podle této Smlouvy neni urCena ktomu, aby
nepatficn€¢ ovlivnila jakékoli rozhodnuti, které
muze kterykoli jednotlivec ucinit v rdmci své
funkce vladniho nebo vetejného Cinitele.

9.4 Anti-Kickback. Institution agree that its
judgment with respect to the advice and care of
each Study subject will not be affected by the
compensation received from this Agreement, that
such compensation does not exceed the fair
market value of the services that the Institution is
providing, and that no payments are being made
for the purpose of inducing Institution or
Investigator to purchase or prescribe any drugs,
devices or products. If Caelum or IQVIA
provides any free products or items for use in the
Study, Institution and Investigator agree that they
will not bill any Study subject, insurer or
governmental agency, or any other third party,
for such free products or items. Institution and
Investigator agree that they will not bill any
Study subject, insurer, or governmental agency
for any visits, services or expenses incurred
during the Study for which they have received
compensation from IQVIA or Caelum, or which
are not part of the ordinary care they would
normally provide for the Study subject, and that
neither Institution nor any Investigator will pay
another physician to refer subjects to the Study.

Caelum and IQVIA agree to follow all applicable
anti-bribery legislation and represent and warrant
that they will not make any improper payments
pr transfers of value in order to obtain an
improper business advantage

94 Ujednani proti uplatkiim. Zdravotnické
zafizeni se zavazuje, Ze jeho Usudek ohledné
konzultaci a péce o pacienty ve Studii nebude
nijak ovlivnén odmeénou, kterd mu bude
vyplacena podle této Smlouvy, Ze tato odména
nepfevySuje béznou odménu za sluzby, které
Zdravotnické zafizeni poskytuje, a Ze mu nejsou
vyplaceny zadné dalsi ¢astky za Gcelem navadet
Zdravotnické zafizeni nebo Zkousejiciho
k nakupu nebo piedepisovani uréitych 1é¢iv,
zdravotnickych prostredk nebo  vyrobku.
Budou-li spole¢nost Caelum nebo IQVIA
poskytovat k pouziti ve Studii né&jaké vyrobky
nebo polozky zdarma, zavazuji se Zdravotnické
zafizeni a Zkousejici, ze takové vyrobky
a polozky nebudou tétovat pacientim ve Studii,
pojistovnam, stitu ani jinym tietim osobam.
Zdravotnické zatizeni a ZkousSejici souhlasi
stim, Ze nebudou pacientim ve Studii,
pojistovndm ani statu uctovat navstévy, sluzby
ani vydaje, které jim vzniknou v priibéhu Studie
azanéz budou odspolecnosti IQVIA nebo
Caelum dostavat odménu, ptipadné které
nebudou soucasti bézné 1écby, jiz by pacientim
ve Studii jinak poskytovali. Zavazuji se také, ze
nebudou jinym lékattim vyplacet zZadnou odménu
za doporuceni pacientt do Studie.

Spolecnosti Caelum a IQVIA se zavazuji
dodrzovat vSechny platné pravni ptedpisy proti
uplatkarstvi a prohlasuji a zarucuji se, ze
nebudou provadét zadné nepatficné platby a
pfevody hodnot za tcelem ziskani nepfiméfené
obchodni vyhody.

9.5 Financial Disclosure. In accordance
with Applicable Law, Site represents and
warrants that it will, for Investigator and, if
applicable, each listed or identified sub-
investigator, who is directly involved in the

9.5 Zverejnéni finan¢nich informaci.
Vsouladu sPlatnymi pravnimi  piedpisy
Pracovisté prohlasuje a zarucuje, ze pro

Zkousejiciho a, pokud je to relevantni, kazdého
uvedeného nebo identifikovaného
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treatment or evaluation of Study subjects,
promptly return to IQVIA a financial disclosure
form that has been completed and signed by such
Investigator or sub-investigator and to allow
transfer of the financial data to the US, which
shall disclose any applicable interests held by
such Investigator or sub-investigators or their
spouses or dependent children. Site agrees that
IQVIA may withhold payments if it does not
receive a completed form from Investigator and
each applicable sub-investigator. Site shall
ensure that all such forms are promptly updated
as needed during the Study and ﬂ after
its completion. Site acknowledges that the
completed forms may be subject to review by
governmental or regulatory agencies, Caelum,
IQVIA, and their designees, and Site consents to
such review

spoluzkousejiciho, ktery se ptfimo podili na 1é¢bé
nebo hodnoceni pacientd ve Studii, neprodlené
zaSle spolecnosti IQVIA formulaf pro zvetejnéni
finan¢nich udaji, ktery byl vyplnén a podepsan
takovym ZkousSejicim nebo spoluzkousejicim,
a umozni predavani financ¢nich udaji do USA,
s uvedenim jakychkoli pfislusnych majetkovych
zajmi tohoto Zkousejiciho nebo
spoluzkousejicich nebo jejich manzelt/manzelek
¢i zavislych déti. Zdravotnické zafizeni souhlasi,
ze spole¢nost IQVIA mize pozdrzet platby,
pokud neobdrzi vyplnény formular
od Zkousejiciho  a kazdého  odpovidajiciho
spoluzkousejiciho. Pracovisté zajisti, aby
vSechny takové formuléaie byly neprodlené dle
potteby aktualizovany béhem provadéni Studie
apo _ po jejim dokonceni. Pracovisté
bere na védomi, Ze vyplnéné formulaie mohou
podléhat kontrole stitnich nebo kontrolnich
ufadt, spolecnosti Caelum, IQVIA ajejich
zastupcl, a Pracovisté stakovou kontrolou
souhlasi.

9.6 Consequential Damages. Neither IQVIA
nor Caelum shall be responsible to Site for any
lost profits, lost opportunities, or other
consequential damages. Except in the case of
breach of the Section labelled “Confidential
Information”, Site shall not be responsible to

9.6 Nasledné skody. Spole¢nost IQVIA ani
Caelum nenesou odpovédnost viaéi Pracovisti
za jakékoli uslé zisky, ztracené prilezitosti nebo
jiné nésledné Skody. Kromé ptipadu poruseni
¢lanku ,,Davérné informace* Pracovi$té nenese
odpovédnost vici spolenosti IQVIA nebo

IQVIA or Caelum for any lost profits, lost | Caelum zajakékoli uslé zisky, ztracené
opportunities, or other consequential damages. ptileZitosti nebo jiné nasledné skody.

10. General 10. Obecné

10.1 No Agency. Site and Caelum are | 10.1 Zéakaz zastoupeni. Pracovisté

independent contractors and nothing in this
Agreement will create or imply any agency
relationship between the parties or Caelum nor
will the Agreement constitute a joint venture or
partnership between the parties. Neither IQVIA
nor Caelum shall be responsible for any
employee  benefits,  pensions,  workers’
compensation, withholding, or employment-
related taxes as to Investigator or Site or their
staff.

a spolec¢nost Caelum jsou nezavisli dodavatelé
anic ztoho, co je uvedeno vtéto Smlouve,
nevytvaii ani zné nevyplyva jakykoli vztah
zastoupeni mezi stranami nebo spolecnosti
Caelum, a Smlouva nebude rovnéz ptredstavovat
spole¢ny podnik nebo partnerstvi mezi stranami.
Spole¢nost IQVIA ani Caelum nenesou
odpovédnost za zadné zameéstnanecké vyhody,
dichody, odskodnéni pracovniki, srazkové dané
ani dan€ souvisejici se zaméstnanim, pokud jde o
Zkousejiciho nebo Pracovisté ¢i jejich personal.

10.2  Assignment. Institution, on behalf of
itself and its personnel, agrees to not subcontract,
assign or transfer any rights or obligations under
this Agreement without the written consent of
IQVIA and Caelum. Institution shall ensure that
all third parties who provide services on behalf of
Institution comply with the terms of this
Agreement. Upon Caelum’s request, IQVIA may
assign this Agreement, in whole or in part, to
Caelum or to a third party, and IQVIA shall not

10.2  Postoupeni. Zdravotnické zafizeni,
jménem sebe asvych zaméstnancl, souhlasi
s tim, Ze bez pisemného souhlasu spolecnosti
IQVIA aCaelum neuzavie subdodavatelskou
smlouvu, nepostoupi ani nepievede jakakoli
prava nebo povinnosti podle této Smlouvy.
Zdravotnické zafizeni zajisti, aby vSechny treti
strany, které poskytuji sluzby jeho jménem,
dodrzovaly podminky této Smlouvy. Na Zadost
spolecnosti Caelum muize spolecnost IQVIA
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be responsible for any obligations or liabilities
under this Agreement that arise after the date of
the assignment, and Site hereby consents to such
an assignment provided that the obligations of
Site and performance by Investigator remain the
same.

postoupit tuto Smlouvu jako celek nebo castecné
spole¢nosti Caelum nebo treti strané a spole¢nost
IQVIA nebude odpovédna za zadné povinnosti
ani zavazky vyplyvajici z této Smlouvy, které
vzniknou podatu postoupeni, a Pracovisté
S timto postoupenim souhlasi za pfedpokladu, ze

povinnosti  Pracovist¢ aplnéni  ze strany
Zkousejiciho ztistanou stejné.
10.3  Severability. This Agreement, including | 10.3  Oddélitelnost. Tato Smlouva véetné

the Protocol and Budget (which are hereby
incorporated by reference), is the sole and
complete agreement between the parties and
replaces all other written and oral agreements
relating to the Study. No amendments or
modifications to this Agreement shall be valid
unless in writing and signed by all the parties. If
any provision of the Agreement is held to be
invalid, void or unenforceable, such provision
shall be deemed to be restated to reflect as nearly
as possible the original intention of the parties in
accordance with Applicable Law and the
remaining provisions of this Agreement shall
remain in full force and effect.

Protokolu a Rozpoctu (které jsou timto zahrnuty
formou odkazu) tvoii vyhradni a iplnou dohodu
mezi smluvnimi stranami a nahrazuje veSkeré
jiné pisemné a ustni dohody souvisejici se Studii.
Z4dné dodatky nebo zmény této Smlouvy
nebudou platné, pokud nebudou v pisemné forme

anebudou podepsany vSemi  smluvnimi
stranami. Bude-li jakékoli ustanoveni Smlouvy
shleddno  neucinnym, neplatnym  nebo
nevymahatelnym, bude takové ustanoveni

povazovanO za preformulované tak, aby co
nejvice odpovidalo plvodnimu zaméru stran
vsouladu sPlatnymi pravnimi piedpisy,
a zbyvajici ustanoveni této Smlouvy zlstanou
zachovana v plné platnosti a u¢innosti.

10.4  Order of Precedence. If this Agreement
conflicts with the Protocol,

(a) this Agreement shall govern as to contractual
obligations and

(b) the Protocol shall govern as to scientific
obligations.

10.4  Ptednost. V pfipad€ rozporu mezi touto
Smlouvou a Protokolem se,

(a) smluvni zavazky Fidi touto Smlouvou a

(b) védecke zavazky se tidi Protokolem.

10.5  Waiver. To be effective, any amendment
of this Agreement must be in writing, reference
this Agreement, and be signed by the parties.
Notwithstanding the foregoing, Caelum may at
any time modify the Protocol by written notice to
Site, subject to the approval of the applicable
IRB.

10.5 Zteknuti se prava. Aby byla jakakoli
zména této Smlouvy G¢inna, musi byt v pisemné
formé&, musi odkazovat na tuto Smlouvu a musi
byt podepsana smluvnimi stranami. Bez ohledu
navyse uvedené mize spole¢nost Caelum
kdykoli upravit Protokol pisemnym oznamenim
Pracovisti, a to se souhlasem pftislusné NEK.

10.6  Prevailing language. The Agreement is
drawn up in English and in Czech language
versions. In case of any dispute, the Czech
language version shall prevail. All disputes
arising out of this Agreement will be resolved by
the courts of the Czech Republic

10.6  Pfednostni jazyk. Smlouva je sepsana
v anglické a Ceské jazykové verzi. V pripadé
jakychkoli nesrovnalosti je rozhodujici ceska
verze. Veskeré spory vzniklé na zaklade této
Smlouvy budou feSeny pted ptislusnymi soudy
Ceské republiky.

10.7 Counterparts. This Agreement may be
executed in counterparts, each of which shall
constitute an original and all of which, when
taken together, shall constitute one agreement.
Signatures to this Agreement may be delivered
by facsimile or other means of electronic
replication and transmission.

10.7 Stejnopisy. Tato Smlouva mize byt
vyhotovena ve stejnopisech, z nichz kazdy bude
povazovan za original a vSechny spole¢n¢ budou
tvotit jednu smlouvu. Tato Smlouva miize byt
podepsana prostiednictvim faxu nebo jinymi
prostiedky elektronické replikace a pienosu.
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10.8 Governing Law. This Agreement shall be
interpreted and enforced under the laws of
Czech Republic

10.8 Rozhodné pravo. Tato Smlouva bude
vykladana a jeji plnéni bude vymahano podle
pravniho fadu Ceské republiky.

10.9. Signatures. This Agreement shall
become binding when all counterparts
hereof, bear the signatures of the Parties.
This Agreement shall be executed by all of
its Parties in four (4) counterparts, each of
which shall constitute an original

10.9. Podpisy. Tato Smlouva vstoupi
v platnost v okamziku, kdy
vyhotoveni této Smlouvy budou opatiena

vSechna

podpisy Smluvnich stran. Smluvni Strany
tuto smlouvu uzaviraji ve CcCtyfech (4)
stejnopisech, z nichz kazdy je povazovan za

original.

ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic s.r.o. / NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE IQVIA RDS Czech Republic
S.r.o.

By/ Jméno: Ing. Eva Falbrova

Title/ Funkce: Managing Director/Jednatelka

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY Vseobecnd fakultni nemocnice / NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Vseobecnd fakultni
nemochice

(must authorized to sign on Institution's behalf)/(musi se jednat o podpis

By/ Jméno:

Title/ Funkce:

oprdvnéného zastupce Zdravotnického zafizeni):

Signature/ Podpis:

Date/ Datum:
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ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR / NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS ZKOUSEJICi

Name/ Jméno: I

Signature/ Podpis:

Date/ Datum:

Signed by IQVIA RDS Czech Republic, s.r.o., under a Power of Attorney dated 25 January
2022 in the name of Caelum Biosciences Inc./ Podepsano spole¢nosti IQVIA RDS Czech

Republic, s.r.o., na zakladé pIné moci ze dne 25. ledna 2022 jménem Caelum Biosciences
Inc.

Name/ Jméno: Ing. Eva Falbrova

Signature/ Podpis:

Date/ Datum:

EXHIBIT A PRILOHA A
Budget and Payment Schedule Rozpocet a rozpis plateb
EXHIBIT B PRILOHA B

Power of Attorney/Delegation Letter of IQVIA | Plna moc / povéreni spolecnosti IQVIA

EXHIBIT C PRILOHA C

Version of the Clinical Study Agreement | Verze Smlouvy o0 klinické studii urcena
intended for publication k uvefejnéni
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ATTACHMENT A PRILOHA A

BUDGET & PAYMENT SCHEDULE ROzPOCET A ROZPIS PLATEB
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