CELC-G-301

CLINICAL STUDY AGREEMENT

(with Institution and Investigator)

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

Fakultni nemocnice v Motole (Motol University
Hospital), state-funded institution, located at V Uvalu
84/1, 150 06 Praha 5, Czech Republic, ID No.
00064203, Tax ID No. CZ00064203, represented by

I b5 on delegation (the

“Institution”)

and

and

Celcuity, Inc., 16305 36" Avenue North, Suite 100,
Minneapolis, MN 55446, USA, Tax ID No: 82-
2863566 (“Sponsor”),

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

PREAMBLE:

A. The Sponsor is conducting a clinical study (the
“Study”) of the product Gedatolisib (the “Study
Drug’).

B. The Study shall be conducted in full
compliance with the Sponsor's protocol CELC-G-
301 “A Phase 3, Open-Label, Randomized, Two-
Part Study Comparing Gedatolisib in Combination
with Palbociclib and Fulvestrant to Standard-of-
Care Therapies in Patients with HR-Positive, HER2-
Negative Advanced Breast Cancer Previously
Treated with a CDK4/6 Inhibitor in Combination with
Non-Steroidal Aromatase Inhibitor = Therapy
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SMLOUVA O KLINICKEM HODNOCENI

(se Zdravotnickym zafizenim a Hlavnim zkousejicim)

Tato Smlouva o klinickém hodnoceni (dale jen
~Smlouva“) se sepisuje a uzavira mezi:

Fakultni nemocnice v Motole, statni prispévkova
organizace, se sidlem V Uvalu 84/1

150 06 Praha 5, Ceska republika, ICO: 00064203,
DIC: €z00064203, kterou zastupuje: | KGTczEN
B 2 z:kladé povéreni (dale jen
.Poskytovatel zdravotnich sluzeb® &i ,Zdravotnické
zafizeni”)

Celcuity, Inc., 16305 36" Avenue North, Suite 100,
Minneapolis, MN 55446, USA, DIC: 82-2863566
(dale jen ,,Zadavatel”),

(dale jen jednotlivé ,Strana“, v mnozném Ccisle
LStrany*)

PREAMBULE:
A. Zadavatel provadi klinické hodnoceni (dale
jen ,Studie”) pfipravku Gedatolisib (dale jen
»Studijni 1€k”).

B. Studie bude provadéna v plném souladu
s Protokolem Zadavatele CELC-G-301 s nazvem:
,Oteviena randomizovana klinicka studie faze 3 se
dvéma ¢astmi porovnavajici Gedatolisib
v kombinaci s Palbociclibem a Fulvestrantem se
standardnimi terapiemi u pacient s HR pozitivnim,
HER2-negativhim pokroc€ilym karcinomem prsu
diive lé€enych inhibitorem CDK4/6 v kombinaci

s terapii nesteroidnim inhibitorem aromatazy
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(VIKTORIA-1) ” and any amendments thereto (the
“Protocol”).

C. The Sponsor has engaged PSI CRO Czech
Republic s.r.o., V Parku 2343/24, 148 00 Praha 4 -
Chodov, Czech Republic, IN: 28196775, TIN:
CZ28196775, registered in Business Register,
Municipal Court in Prague, section C, folio 132148
(“PSI”) as a contract research organization to set up
and conduct the Study in the Czech Republic and
except as set forth herein or unless otherwise agreed
in the Protocol, all communications between the
Sponsor and the Institution regarding the conduct of
the Study shall be addressed to or routed directly
through PSI.

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

E. The Investigator agrees to act as the principal
investigator for the Study at the Institution.

The Parties agree as follows:

1. SERVICES AND OBLIGATIONS

1.1. Conduct of Study

a) The Institution and the Investigator hereby
agree to conduct the Study in accordance with this
Agreement and the Protocol. The Institution and the
Investigator shall also follow PSI’'s and/or the
Sponsor’s instructions as they relate to the
Institution’s and/or the Investigator’s performance
under this Agreement. Should there be any
inconsistency between the Protocol and the terms of
this Agreement, the terms of the Protocol shall
prevail for the interpretation of scientific matters and
the terms of this Agreement shall prevail for all other
matters.

b) The Study shall be conducted at the
Institution. The Institution and the Investigator shall
ensure that all individuals and entities that perform

Motol University Hospital

(VIKTORIA-1)* avSemi jeho dodatky (dale jen
.Protokol®).

C. Zadavatel angazoval PSI CRO Czech
Republic s.r.o., V Parku 2343/24, 148 00 Praha 4
— Chodov, Ceska republika, ICO: 28196775, DIC:
CZ28196775, zapsané v Obchodnim rejstfiku u
Méstského soudu v Praze, oddil C, vlozka 132148
(dale jen ,PSI“) jako smluvni vyzkumnou organizaci,
aby zorganizovala a provedla Studii v Ceské
republice a, pokud neni vtéto Smlouvé nebo
v Protokolu jinak, bude veSkera
komunikace mezi Zadavatelem a Zdravotnickym
zafizenim tykajici se Studie adresovana nebo
sméfovana pfimo na PSI.

uvedeno

D. Zadavatel si preje naprovadéni Studie
angazovat Zdravotnické =zafizeni a Hlavniho
zkouSejiciho a Zdravotnické zafizeni a Hlavni
zkousejici si pfeji provadét Studii.

E. Hlavni zkousSejici souhlasi s tim, Ze bude ve
Zdravotnickém zafizeni v ramci Studie vykonavat
ulohu hlavniho zkouS$ejiciho.

Strany dohodly nasledovné:

1.  SLUZBY A POVINNOSTI

1.1. Provadéni Studie

a) Zdravotnické zafizeni a Hlavni zkouSejici se
timto zavazuiji, Ze provedou Studii v souladu s touto
Smlouvou a Protokolem. Zdravotnické zafizeni
a Hlavni zkouS8ejici maji téZ povinnost Fidit se
pokyny PSI a/nebo Zadavatele tykajicimi se pInéni
Zdravotnického zarizeni a/nebo Hlavniho
zkousejiciho vyplyvajiciho pro né z této Smlouvy.
V pfipadé rozporu mezi Protokolem a podminkami
této Smlouvy maji podminky Protokolu pfednost
v odbornych zéleZitostech a podminky této Smlouvy
maji pfednost ve vSech ostatnich zalezZitostech.

b) Studie bude provedena ve Zdravotnickém
zafizeni. Zdravotnické zafizeni a Hlavni zkouSejici
maji povinnost zajistit, aby vSechny fyzické i
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any portion of the Study under the Investigator's
supervision (the “Study Personnel”) conduct the
Study in compliance with this Agreement. Further,
the Institution and the Investigator shall ensure that
all Study Personnel are trained on the Protocol and
good clinical practices.

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

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

e) The expected Study duration is from May
2023 to March 2027.

1.2. Regulatory Compliance of Study

a) Each Party shall perform its obligations under
this Agreement with due diligence and in strict
compliance with all (i) applicable laws and
regulations including without limitation, Act No.
378/2007 Coll., on Pharmaceuticals, as amended,
Act No. 372/2011 Coll.,, on Medical Services, as
amended, and Regulation No. 226/2008 Coll,
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Approved, 07-APR-2022

Motol University Hospital

pravnické osoby podilejici se na provadéni Studie
pod dohledem Hlavniho zkou$ejiciho (dale jen
,Studijni personal“) provadély Studii v souladu s
touto Smlouvou. Zdravotnické zafizeni a Hlavni
zkousejici dale zajisti, aby veSkery Studijni personal
byl vySkolen ohledné Protokolu a spravné klinické
praxe.

c)  Zdravotnické zafizeni a Hlavni zkou$ejici maji
povinnost provést Studii, jakmile budou spinény
vSechny nasledujici podminky: (i) Protokol a Studie
byly schvaleny pfislusnymi etickymi komisemi a
pFisluSnymi udfady, (ii) Zdravotnickému zafizeni
a/nebo Hlavnimu zkousejicimu byly zpfistupnény
Zaznamy subjektd hodnoceni (definovany nize) a
Studijni 1€k a (iii) byla vykonana zahajovaci
navstéva studijniho centra ve Zdravotnickém
zafizeni.

d)  Zdravotnické zafizeni bere na védomi, ze PSI
bude pomahat Zadavateli jakozto
vyzkumna organizace a jeho zastupce, jak se na ni
v této Smlouvé odkazuje, a vramci Studie bude
poskytovat urCité sluzby tykajici se klinickych studii
dle pokynl Zadavatele. Zdravotnické zafizeni bude
spolupracovat s PSI pfi poskytovani téchto sluzeb
tykajicich se klinickych studii ze strany PSI. Tato
spoluprace bude zahrnovat zejména poskytovani
informaci dle odpovidajicich pozadavki PSI,
setkavani se s PSl ve stanovenych &asech a
umoznéni PSI pfistupu k zafizenim Zdravotnického
zafizeni za u¢elem monitorovani priibéhu Studie.

smluvni

e) Predpokladana doba trvani Studie je od
kvétna 2023 do bfezna 2027.

1.2. Vyhovéni Studie regulaé¢nim pozadavkim

a) Kazda ze stran bude vykonavat své povinnosti
vyplyvajici pro ni ztéto Smlouvy s nalezitou
svédomitosti a ve striktni shodé se: (i) vSemi
pravnimi pfredpisy, zejména se zakonem ¢.
378/2007 Sb., o l1éCivech, v platném znéni, zakonem
¢. 372/2011 Sb., o zdravotnich sluzbach, v platném
znéni a vyhladSkou &. 226/2008 Sb., o spravné
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Specifying the Good Clinical Practice and Stipulating
the Detailed Conditions of the Clinical Trial and
(ii) relevant guidelines and generally accepted
standards applicable to the conduct of the Study,
including without limitation the current Good Clinical
Practices Guidelines of the International Council for
Harmonization and the ethical principles of the World
Medical Association Declaration of Helsinki
(collectively, as amended from time to time, the
“Applicable Regulatory Requirements”).

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

c) The Sponsor shall execute the clinical ftrial
insurance as required by the Applicable Regulatory
Requirements.

d) The Institution represents that it has taken out
liability insurance in case of injuries caused in
connection with health care provision in compliance
with Sec. 45 (2) (n) of Act No. 372/2011 Coll.,, on
Health Care Services, as amended.

1.3. Study Subjects

a) The Investigator shall use his/her best efforts
to enroll an estimated number of | N to
participate in the Study and in accordance with the
enrollment criteria defined in the Protocol.

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

1.4. Study Drug and Study Supplies

a) The Sponsor shall provide the Study Drug at
no costs in amounts sufficient for the conduct of the
Study. PSI or the Sponsor may also, at their sole
discretion, provide additional materials, supplies and
equipment (the “Study Supplies”). The Institution
and the Investigator shall maintain control of the

Motol University Hospital

klinické praxi a blizSich podminkach klinického
hodnoceni 1éCivych  pfipravkd a (i) vSemi
relevantnimi  pokyny a obecné pfijimanymi
standardy vztahujicimi se na provadéni Studie,
zejména aktualné Platnymi postupy Spravné
klinické praxe z Mezinarodni konference pro
etickymi zasadami Helsinské
deklarace Svétové |ékafské asociace (souhrnné
.Platné regulacni pozadavky“ v platném znéni).

harmonizaci a

b)  Veskeré Upravy Protokolu musi byt provedeny
v souladu s Platnymi regulaénimi pozadavky a
pisemné schvaleny Zadavatelem.

c) Zadavatel je povinen wuzaviit pojisténi
klinického hodnoceni v souladu se vSemi Platnymi

regulacnimi pozadavky.

d)  Zdravotnické zafizeni prohladuje, Ze ma dle
§ 45 odst. 2 pism. n) zakona ¢. 372/2011 Sb., o
zdravotnich  sluzbach, ve 2znéni pozdéjSich
predpisu, uzavienu pojistnou smlouvu na pojisténi
odpovédnosti za $kodu zplsobenou pfi poskytovani
zdravotni péce.

1.3. Subjekty hodnoceni

a) Hlavni zkouSejici je povinen vynalozit nejlepsi
snahu, aby v souladu s kritérii pro zafazeni do
Studie definovanymi Protokolem zaradil

odhadovany pocet | které se budou
UCastnit Studie.

b) Na Zadost PSI nebo Zadavatele Hlavni

zkousSejici okamzité zastavi nabor Subjektu
hodnoceni.
1.4. Studijni Iék a Studijni material

a) Zadavatel je povinen Zdravotnickému zafizeni
a Hlavnimu zkouSejicimu zdarma poskytnout
Studijni 1€k v mnoZstvi dostateéném pro provedeni
Studie. PSI nebo Zadavatel smi téz dle svého
vyhradniho uvazeni poskytnout dalSi materialy,
potfeby a vybaveni (dale jen ,Studijni material“).
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Study Drug and the Study Supplies in accordance
with: (i) Applicable Regulatory Requirements; (ii) the
manner outlined in the Protocol; and (iii) instructions
provided by PSI or the Sponsor.

b) The Sponsor will arrange for the Study Drug
shipment to the Institution Pharmacy where it will be
received and checked by a pharmacist (like other
shipments — i.e. for damages, in the event of special
transport requirements if those were complied with;
confirmation of receipt); subsequently, the Study
Drug will be collected by the Investigator on request
who will be fully responsible for it. The Sponsor shall
notify the Institution Pharmacy of the shipment
delivery 3 working days in advance either via email,
or via telephone call to the pharmacist designated by
the pharmacy. The unused drugs will be destroyed
by the Institution at the Sponsor's expense. The
Sponsor will arrange for shipment to the following
address: Nemocniéni lékarna FN Motol, V Uvalu
84, 150 06 Praha 5 and will label it with the
responsible pharmacist’'s name.

c) The Institution and the Investigator shall
ensure that the Study Drug and the Study Supplies
are solely used for the purpose of conducting the
Study in accordance with the Protocol and for no
other purpose. Unless stated otherwise in writing by
PSI or the Sponsor, the Study Drug and the Study
Supplies are and shall remain the sole property of
PSI or the Sponsor (as the case may be). The
Institution and the Investigator shall be responsible
towards PSI and the Sponsor for the Study Drug and
the Study Supplies entrusted to them and shall notify
PSI or the Sponsor immediately if any Study Drug or
Study Supplies are misused, lost, damaged or
destroyed.

d) Upon completion or termination of the Study
or at the Sponsor’s or PSl's request, the Institution
and/or the Investigator shall deliver all Study
Supplies and/or all unused Study Drug to the
address indicated by PSI or the Sponsor or destroy

Motol University Hospital

Zdravotnické zafizeni a Hlavni zkouSejici jsou
povinni nakladat se Studijnim lékem a Studijnim
materialem v souladu s: (i) Platnymi regulaénimi
pozadavky, (ii) zplisobem uvedenym v Protokolu a
(iii) dalSimi dokumenty poskytnutymi PSI nebo
Zadavatelem.

b)  Zadavatel zajisti distribuci zasilky Studijniho
léku do Iékarny Zdravotnického zafizeni, kde je
lékarnik prevezme a zkontroluje (jako jiné zasilky -
tzn. neni-li poSkozena, v pfipadé zvlastnich
pozadavk(l na ftransport, byly-li tyto pozadavky
dodrzeny, pfijem zasilky potvrdi), nasledné si na
zadanku Hlavni zkousejici Studijni 1€k vyzvedne a je
za né& plné zodpovédny. Zadavatel je povinen
oznamit do 3 pracovnich dnu pfed dodanim, kdy
bude zasilka do lékarny Zdravotnického zafizeni
predana, a to bud emailem nebo telefonicky
lékarnou povéfenému farmaceutovi. Likvidace
nevyuzitych léki bude provadéna Zdravotnickym
zafizenim na naklady Zadavatele. Zadavatel zajisti
dodavku na adresu: Nemocniéni lékarna FN
Motol, V Uvalu 84, 150 06 Praha 5 a oznadi ji
jménem odpovédného lékarnika.

c)  Zdravotnické zafizeni a Hlavni zkousejici jsou
povinni zajistit, aby byl Studijni lék a Studijni
material pouzivan vyhradné pro ucely provadéni
Studie v souladu s Protokolem a za zadnym jinym
uCelem. Pokud nebude pisemné stanoveno jinak
PSI nebo Zadavatelem, je a zlstane Studijni 1€k a
Studijni material vyhradnim majetkem PSI nebo
Zadavatele (dle situace). Zdravotnické zafizeni a
Hlavni zkouSejici budou za jim svéfeny Studijni 1€k
a Studijni material odpovidat PSl a Zadavateli a jsou
povinni neprodlené uvédomit PSI nebo Zadavatele,
pokud dojde ke ztraté, posSkozeni nebo zniCeni
Studijniho 1éku nebo Studijniho materialu.

d)  Pfi dokon€eni nebo ukon&eni Studie nebo na
zadost Zadavatele nebo PSI, Zdravotnické zafizeni
a/nebo Hlavni zkousejici doruCi veSkery nepouZity
Studijni material a/nebo Studijni 1ék na adresu
urCenou PSI, nebo jej zni¢i dle instrukci PSI a v
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it/them, as instructed by PSI or the Sponsor and in
accordance with the Applicable Regulatory
Requirements. Neither the Institution nor the
Investigator shall destroy any Study Drug or Study
Supplies without the Sponsor’'s or PSI's express
written consent.

1.5. Information Provided to Study Subjects

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

1.6. Case Report Forms and Study Data

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

b) The Sponsor shall ensure access to the
electronic case report forms to be used and
completed by the Investigator (the “CRFs”). The
Investigator shall ensure that the CRFs are duly
completed, signed and dated in a timely manner.

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

Motol University Hospital

souladu s Platnymi regulacnimi pozZadavky. Ani
Zdravotnické zafizeni ani Hlavni zkouS$ejici
nebudou likvidovat Studijni I€k ani Studijni material
bez vyslovného pisemného souhlasu Zadavatele
nebo PSI.

1.5. Informace
hodnoceni

poskytnuté subjektim

Pfed zahajenim ucasti subjektu ve studii ma Hlavni
zkouSejici v souladu se vSemi Platnymi regulacnimi
pozadavky povinnost ziskat od vSech Subjektl
hodnoceni nebo jejich zastupcll fadné podepsany
informovany souhlas (dale jen ,Formular
informovaného souhlasu®). Hlavni zkouSejici ma
povinnost pouzivat Formulaf informovaného
souhlasu a dals$i formulafe k informovani Subjektd
hodnoceni poskytnuté PSI nebo Zadavatelem a
schvélené v souladu se vSemi Platnymi regulacnimi
pozadavky.

1.6. Zaznamy subjektu hodnoceni a Studijni
udaje

a) Hlavni ma povinnost
zaznamenavat veSkeré Udaje ziskané v pribéhu
provadéni Studie (dale jen ,Studijni Gdaje“) pfesné,
CitelIné a uplné.

zkousejici

b) Zadavatel udéli pfistup k elektronickym
dokumentim, které Hlavni zkouSejici pouzije a
vyplni (dale jen ,Zaznamy subjektu hodnoceni*
nebo ,CRFs“). Hlavni zkouSejici zajisti, aby byly
CRFs fadné a v€as vyplnény, podepsany a
datovany.

c)  Zdravotnické zafizeni a Hlavni zkou$ejici maji
povinnost zajistit zavedeni a udrZzovani pfiméfenych
opatfeni k ochrané duvérnosti, integrity a
dostupnosti téchto Studijnich udaju a k pfedchazeni
jejich ztraté, zméné& a neopravnénému pfistupu
k nim.
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1.7. Financial Disclosure

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

1.8. Immediate Notice

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

2. COMPENSATION

a) The compensation under this Agreement for
the conduct of the Study is set out in the Financial
Arrangements enclosed as Attachment1. The
amount(s) included in the Financial Arrangements
represent the entire compensation under this
Agreement.
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1.7. Majetkové priznani

Hlavni zkouSejici vyplni a odevzd4d Zadavateli nebo
PSI formulaf majetkového pfiznani poskytnuty
Zadavatelem nebo PSI tykajici se finan€nich zajmu
a dale stfetu zajma, které Hlavni zkousejici a/nebo
jeho rodina mohou uplatnit vi¢i Zadavateli a/nebo
v souvislosti se Studijnim Iékem. Hlavni zkouSejici
také zajisti, aby tento vykaz vyplnili i vSichni spolu-
zkousSejici a odevzdali jej Zadavateli nebo PSI.
Hlavni zkou$ejici se zavazuje, Ze on i vSichni spolu-
zkouSejici poskytnou PSI a Zadavateli
aktualizovany/é formulaf/e majetkového pfiznani,
pokud v pribéhu Studie nebo béhem jednoho (1)
roku od jejiho dokonceni nebo ukonceni dojde ke

zméné  skuteCnosti uvedenych v plvodnich
formulafich.
1.8. Okamzité oznameni

Zdravotnické zafizeni a Hlavni zkou$ejici maji
povinnost informovat PS| a Zadavatele béhem doby
stanovené Protokolem nebo v jinych pfipadech
béhem dvaceti ¢tyf (24) hodin od doby, kdy dojde k
(i) odchylce od Protokolu, (ii) vyskytu zavazné
nezadouci pfihody nebo reportovatelné nezadouci
pfihody dle pozadavkl Protokolu, (iii) komunikaci
s regulacnim GOfadem s dopadem na Studii, (iv)
jakékoli situaci, ktera by mohla vyZadovat nahrazeni
Hlavniho zkouSejiciho €i kteréhokoli ¢lena Studijniho
personalu a (v) jakémukoli incidentu, ktery by mohl
ovlivnit bezpe¢nost a zdravi Subjektd hodnoceni
nebo integritu Studijnich udajd, jakoz i o dalSich
vyznamnych rizicich, ktera se ve Studii vyskytnou.

2. KOMPENZACE

a) Kompenzace za provedeni Studie dle této
Smlouvy je stanovena ve Finanénich ujednanich
prilozenych k této Smlouvé jako Pfiloha 1. Tyto
Castky uvedené ve Finan¢nich  ujednanich
predstavuji celkovou kompenzaci vyplacenou na
z&kladé této Smiouvy.
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b) The Institution and the Investigator
acknowledge that PSI and/or the Sponsor are not
obliged to pay for Protocol violations, incomplete
CRFs or any other improperly performed services.

c) The Institution and the Investigator shall not
charge a Study subject or any third-party payer for
any cost, which PSI or the Sponsor is obligated to

pay.

3. CONFIDENTIALITY

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

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

Motol University Hospital

b)  Zdravotnické zafizeni a Hlavni zkouSejici
berou na védomi, Ze PSI a/nebo Zadavatel neni
povinna/povinen provést platbu v pfipadé poruseni
Protokolu, nevyplnénych CRF nebo jinych sluzeb,
které nebyly fadné poskytnuty.

c)  Zdravotnické zafizeni a Hlavni zkou$ejici
nebudou Uctovat Subjektim hodnoceni ani jiné treti
strané Zadné vydaje, za jejichz zaplaceni je
odpovédna PSI nebo Zadavatel.

3. DUVERNOST

a) Za,Davérné informace” se povazuiji vesSkeré
informace nebo udaje jakéhokoli druhu a v jakékoli
formé, které jsou: (i) po nabyti ucinnosti této
Smlouvy zpfistupnény PSI a/nebo Zadavatelem di
jejich jménem Zdravotnickému zafizeni, Hlavnimu
zkouS$ejicimu nebo Studijnimu personalu
v souvislosti s touto Smlouvou, nebo (ii) ziskany,
vyvinuty nebo vytvofeny Zdravotnickym zafizenim,
Hlavnim zkousejicim a/nebo Studijnim personalem
v souvislosti se Studii. Duvérné informace zahrnuji
zejména informace tykajici se Studie, Studijniho
léku, Protokolu, Brozury Hlavniho zkousejiciho,
Studijnich udajti, DuSevniho vlastnictvi (definovano
nize) a veSkeré informace tykajici se Zadavatele
Studie, PSI nebo kterékoli z jejich pobocek. Veskeré
DlOvérné informace jsou ve vyhradnim vlastnictvi
PSI, popfipadé Zadavatele (dle situace).

b) Duvérné informace nezahrnuji informace,
které (i) jsou vefejné dostupné v dobé jejich predani
Zdravotnickému a/nebo
zkousejicimu, (i) byly dle pisemnych zaznamu nebo
jinych dukaz(i ve vlastnictvi Zdravotnického zafizeni
a/nebo Hlavniho zkousejiciho pfedtim, nez jim byly
poskytnuty, bez povinnosti zachovavat jejich
davérnost, nebo (iii) které se stanou vefejné
dostupnymi na zakladé Cinnosti tfeti strany, nikoli na
zakladé opomenuti Zdravotnického zafizeni,
Hlavniho zkouSejiciho nebo Studijniho personalu.

zarizeni Hlavnimu
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c) The Institution and the Investigator shall hold
all Confidential Information in strict confidence and
reasonable safeguards to prevent
unauthorized use or disclosure. The Institution and
the Investigator shall the Confidential
Information only as required for the purpose of this
Agreement. The Institution and the Investigator shall
limit their disclosure of the Confidential Information
to those members of the Study Personnel who need
to know the Confidential Information for the conduct
of the Study and are subject to obligations of
confidentiality no less stringent than those contained
in this Agreement. The Institution and the
Investigator shall advise the Study Personnel of the
confidential nature of the Confidential Information
and remain liable for any breach by a Study
Personnel.

use all

use

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

4. PERSONAL DATA

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

Motol University Hospital

c) Zdravotnické zafizeni a Hlavni zkouSejici
budou zachovavat striktni duvérnost Dlvérnych
informaci a pouziji vSechna pfiméfena bezpecnostni
opatfeni, aby pfedesli neopravnénému pouziti nebo
predani Dlvérnych informaci. Zdravotnické zafizeni
a Hlavni zkouSejici jsou povinni pouzivat Davérné
informace pouze pro Ucely této Smiouvy.
Zdravotnické zafizeni a Hlavni zkou$ejici omezi
predavani Divérnych informaci na ¢leny Studijniho
personalu, ktefi tyto informace potfebuji pro
provadéni Studie a ktefi podléhaji povinnosti
uchovavat tyto informace jako davérné stejné
prisné, jako je povinnost stanovena touto Smlouvou.
Zdravotnické zafizeni a Hlavni zkouSejici pouci
Studijni personal o dlvérné povaze Duvérnych
informaci a ponesou odpovédnost za jakékoli
poruseni této povinnosti Studijnim personalem.

d) V pfipadé, ze Zdravotnické zafizeni, Hlavni
zkousejici nebo kterykoli ¢len Studijniho personalu
obdrzi soudni pfikaz nebo jiny pravné& zavazny
pozadavek pfedat Duavérné informace, jsou
Zdravotnické =zafizeni nebo Hlavni zkouSejici
povinni neprodlené informovat PS| a Zadavatele,
jakmile se o takovém pfikazu/pozadavku dozvi, a
predtim, nez budou Duvérné informace predany.
Zdravotnické zafizeni a Hlavni zkouS$ejici jsou
povinni spolupracovat s PSI a/nebo Zadavatelem
v usili ziskat omezeni nebo ochranu pfed takovymto
pfikazem pozadujicim pfedani informaci. V kazdém
pfipadé Zdravotnické zafizeni a Hlavni zkouSejici
predaji pouze minimum Duvérnych informaci
nutnych k vyhovéni poZadavku.

4. OSOBNi UDAJE

a)  Strany jsou povinny byt v souladu se vSemi
platnymi zakony o ochrané u(dajl, zejména
s Obecnym nafizenim o ochrané udaji EU
2016/679 (dale jen ,GDPR®) a zakonem &. 110/2019
Sb., o zpracovani osobnich udajl, v platném znéni
(dale jen souhrnné ,Zakony o ochrané udaju").

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
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b) For the purpose of the Data Protection Laws,
the Sponsor is the controller and the Institution and
PSI are processors of personal data processed for
the purpose of the Study. The Institution is the
controller of personal data processed for purposes
other than the Study, e.g. the provision of medical
care. The Investigator shall process personal data on
behalf of the Institution.

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

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

e) Prior to and during the course of the Study, the
Sponsor and PSI will process personal data of the
Investigator and the Study Personnel. In order to
inform the Investigator and the Study Personnel
about the processing of their personal data, the
Sponsor or PSI will provide the Institution and/or the
Investigator with data protection notice(s) which the
Institution and the Investigator shall promptly
distribute to every member of the Study Personnel
(even if a member joins the Study Personnel at a
later stage). Any questions should be forwarded to
the Sponsor and/or PSI.

Motol University Hospital

b) Pro u4cely Zakonu o ochrané udaju je
Zadavatel spravcem udaju a Zdravotnické zafizeni
a PSI jsou zpracovateli osobnich udajl
zpracovavanych pro ucely Studie. Zdravotnické
zarizeni je spravcem osobnich udajd
zpracovavanych pro jiné ucely, neZ je Studie, napf.
pro ucely poskytovani zdravotni péce. Hlavni
zkouSejici je povinen zpracovavat osobni udaje
jménem Zdravotnického zafizeni.

c) Vsituacich, kdy je Zdravotnické zafizeni
Zadavatelovym zpracovatelem udaju, a tedy kdy
Zdravotnické zafizeni zpracovava udaje pro Ugely
Studie, jsou Zdravotnické zafizeni a Hlavni
zkousSejici  povinni  postupovat v souladu s
Pozadavky na zpracovani udaji definovanymi
v Pfiloze 2 a informacemi poskytnutymi Subjektim
hodnoceni.

d)  Zdravotnické zafizeni a Hlavni zkouSejici jsou
povinni pfedavat osobni Udaje Zadavateli a/nebo
PSI pouze v souladu s poZzadavky ke splnéni jejich
povinnosti vyplyvajicich z této Smlouvy, nebo dle
pozadavkil Zadavatele v souladu s Platnymi
regulacnimi pozadavky. Zdravotnické zafizeni a
Hlavni zkouSejici jsou povinni pseudonymizovat
udaje Subjektll hodnoceni pred zadanim do CRF
nebo pfed jejich pfedanim PSI, Zadavateli nebo
jinym vendortdim jinym zpUsobem.

e) Pfed zahajenim i v pribéhu Studie bude
Zadavatel a PSI zpracovavat osobni udaje Hlavniho
zkou$ejiciho a Studijniho personalu. Za ucelem
informovani Hlavniho zkouSejiciho a Studijniho
personalu o zpracovani jejich osobnich udaju
poskytne PSI Zdravotnickému zafizeni a/nebo
Hlavnimu zkou$ejicimu oznameni o ochrané udajq,
které jsou Zdravotnické zafizeni a Hlavni zkouSejici
povinni neprodlené predat vSem ¢lenim Studijniho
personalu (a to i ¢lenim, ktefi se ke Studijnimu
personalu pfipoji pozdéji). VesSkeré dotazy je tieba
predat Zadavateli a/nebo PSI.

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
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5. INTELLECTUAL PROPERTY

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

b) At the Sponsor’s request, the Institution and
the Investigator shall ensure that all rights, titles and
interests in and to any such Intellectual Property are
vested in the Sponsor without additional
compensation and provide reasonable assistance to
obtain patents, including causing the execution of
any invention assignment or other documents. If with
respect to exercising Sponsor’s rights to Intellectual
Property the Institution’s assistance
excessive time and financial burden, the Parties
agree to negotiate an amendment hereto. The
amendment would define adequate compensation
for the time and financial burden that cannot be
foreseen at the time of entering into the Agreement.

involved

6. PUBLICATION

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

Motol University Hospital

5. DUSEVNI VLASTNICTVi

a) Zdravotnické zafizeni a Hlavni zkouSejici
uznavaji a souhlasi, Ze Zadavatel bude mit vyhradni
vlastnicka prava ke vSem Studijnim dadajim,
vylepSenim, na vyvoj, k objeviim, vynalezam, diliim,
know-how (at' uz patentovatelnym &i nikoli) a dalSi
prava, vytvorenym, vyvinutym, a/nebo uvedenym do
praxe v dusledku nebo v souvislosti s provadénim
Studie, a/nebo pouzivanim Studijniho Iéku nebo
Duvérnych informaci spole¢né s pravy dusevniho
vlastnictvi s nimi souvisejicimi (dale jen ,Dusevni
vlastnictvi). Zdravotnické zafizeni a Hlavni
zkouSejici jsou povinni neprodlené pisemné
informovat PSI a Zadavatele o veSkerém DuSevnim
vlastnictvi vytvofeném Zdravotnickym zafizenim,
Hlavnim zkou$ejicim a/nebo Studijnim personalem.

b) Na Zzadost Zadavatele zajisti Zdravotnické
zafizeni a Hlavni zkouSejici pfevod veskerych prav
a zajmua tykajicich se DuSevniho vlastnictvi na
Zadavatele bez dalSi odmény a poskytnou
pfiméfenou soucinnost k ziskani patentu vcéetné
zajisténi podpisu dokumentu k pfevodu objevu nebo
jingch  dokumentt. Pokud by
Zdravotnického zafizeni vzhledem k uplatnéni prav
Zadavatele z DuSevniho vlastnictvi byla spojena s
nadmérnou Casovou a finanéni zatézi, Strany se
zavazuji jednat o dodatku k této Smlouvé.
Dodatkem k této Smlouvé by byla stanovena
adekvatni kompenzace za ¢asovou a financni zatéz,
ktera neni v dob& uzavirani Smlouvy pfedvidatelna.

soucinnost

6. PUBLIKACE

a) Zdravotnické zafizeni a Hlavni zkouSejici
souhlasi stim, Zze Zadavatel bude mit vyhradni
pravo na prvni publikaci vysledkd Studie. Tato
publikace Zadavatelem bude provedena jako
publikace vysledkll multicentrického hodnoceni
ziskanych od v3ech zkouS$ejicich a zdravotnickych

zafizeni podilejicich se na Studii (dale jen
,Publikace vysledkd multicentrického
hodnoceni“). V pfipadé, Ze bude mit Hlavni

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
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she must contact the Sponsor. Selection of
authors/participants will be governed by the
Sponsor, considering individuals’ contribution to the
Study.

b) The Institution and the Investigator may
publish or otherwise present the results of the Study
obtained by the Institution and/or the Investigator (an
“Independent Submission”) provided that all of the
following conditions have been satisfied: (i) the Multi-
Center Publication has been published; or, if no such
publication has occurred, at least eighteen (18)
months have passed since the completion, or earlier
termination, of the Study at all participating sites
(including the final database lock); (ii) before
submitting the Independent Submission to a
publisher, reviewer or other outside party, the
Institution and/or the Investigator must submit the
proposed Independent Submission to the Sponsor
and allow the Sponsor at least sixty (60) days to
review and provide comments; (iii) if the Sponsor
requests additional time at any point during the sixty
(60) day review, the Institution and/or the
Investigator shall delay the publication or
presentation of the Independent Submission for up
to forty-five (45) additional days in order to permit the
Sponsor time to obtain Intellectual Property
protections; (iv) the Institution and/or the Investigator
shall, as requested by the Sponsor, delete all
references to Confidential Information (except the
results of the Study obtained by the Institution and
the Investigator); and (v)the Institution and the
Investigator shall consider the Sponsor’'s comments
and proposed revisions in good faith.

7. LIABILITY AND NOTIFICATION OF
CLAIMS

7.1. The Sponsor’s Indemnity Obligations and

Study Subject Injury Reimbursement

a)

Motol University Hospital

zkousejici zajem pfispét k Publikaci vysledk
multicentrického hodnoceni nebo se na ni podilet, je
treba, aby kontaktoval Zadavatele. Vybér autor(/
participujicich bude Fidit Zadavatel pfi zvazeni
prispéni jednotlivych zkousejicich ke Studii.

b)  Zdravotnické zafizeni a Hlavni zkou3ejici
sméji publikovat nebo jinak prezentovat vysledky
Studie ziskané Zdravotnickym zafizenim a/nebo
Hlavnim  zkouSejicim (dale jen
publikace“) za pfedpokladu, Ze byly splnény
vSechny nasledujici podminky: (i) vysledky
multicentrického hodnoceni byly publikovany, nebo
pokud nebyly, uplynulo od dokonceni nebo
pfed¢asného  ukonleni  Studie ve vSech
participujicich centrech (v€etné finalniho uzamdceni
databaze) alespofi osmnact (18) mésicud, (ii)
Zdravotnické zafizeni a/nebo Hlavni zkousejici jsou
povinni  pfed publikace
vydavateli, recenzentovi Ci jiné tfeti strané odevzdat
Nezavislou publikaci v navrhované podobé
Zadavateli a ponechat Zadavateli lhGtu v délce
alespon Sedesati (60) dnl na kontrolu a komentar,
(iii) Zdravotnické zafizeni a/nebo Hlavni zkousejici
na Zadost Zadavatele vyjadienou béhem
Sedesatidenni (60) kontroly odlozi publikaci nebo
prezentaci Nezavislé publikace aZz o dalSich &tyficet
pét (45) dnu za ucelem umoznéni Zadavateli ziskat
ochranu Du8evniho vlastnictvi, (iv) Zdravotnické
zafizeni a/nebo Hlavni zkouSejici na zadost
Zadavatele odstrani veSkeré odkazy na D0vérné
informace (s vyjimkou vysledkd Studie ziskanych
Zdravotnickym zafizenim a Hlavnim zkouSejicim) a
(v) Zdravotnické zafizeni a Hlavni zkouSejici zvazi
komentaf Zadavatele a navrhované revize v dobré

.Nezavisla

zaslanim Nezavislé

vire.

7. ZAVAZKY A OZNAMENi NAROKU

7.1. Povinnost odskodnéni Zadavatelem a
nahrada ujmy na zdravi Subjektu hodnoceni

a)
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b)

c) The Sponsor will pay the Institution
reasonable and necessary treatment costs including
diagnostics, treatment and hospitalization for Study
Subject’s health injury directly caused by the Study
Drug or any properly performed procedure that is
part of non-standard care and required by the
Protocol that is performed during the Study in strict
compliance with the Protocol and the Sponsor's
written instructions. The above-mentioned applies
provided, however, that the Sponsor shall not be
required to provide reimbursement to the extent the
Study Subject Injury is the result of: (i) any Institution
Indemnitee action or omission detailed in Section 7
herein; or (ii) an Existing Condition; or (iii) if such
costs are already covered by a third party.

7.2. The Institution’s and the
Liability Obligations

Investigator’s

The Institution and the Investigator shall be liable for
any damages arising out of: (i) any breach of this
Agreement by the Institution and/or the Investigator;
or (ii) any negligence or willful act or omission of the
Institution and/or the Investigator, the Study
Personnel, employees, contractual partners or other
staff in the conduct of the Study.

7.3. Notification of Claims

The Institution and the Investigator shall immediately
serve a notice in writing to PSI and the Sponsor
about any Claim against an Institution Indemnitee.
The Institution Indemnitees shall fully cooperate in all
reasonable aspects upon request by the Sponsor in
the investigation and/or defense of these claims or
lawsuits. The Institution Indemnitees will be entitled
to participate in the defense of such matter and to
employ counsel at its expense to assist in such
defense; provided, however, that the Sponsor will
have final decision-making authority regarding all
aspects of the defense of the Claim.

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
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b)

c) Zadavatel uhradi Zdravotnickému zafizeni
pfiméfené a nezbytné |éCebné vydaje, véetné
diagnostiky, |é¢by a hospitalizace, za poSkozeni
zdravi Subjektu studie pfimo zpusobené Studijnim
Iékem nebo jakymkoliv Fadné provedenym vykonem
nestandardni péce vyzadovanym Protokolem,
provedenym b&hem Studie v pfisném souladu s
Protokolem a pisemnymi pokyny Zadavatele. VySe
uvedené plati za pfedpokladu, ze od Zadavatele
nebude vyZzadovana nahrada Ujmy na zdravi
Subjektu hodnoceni v rozsahu, v némz Gjma vznikla
v dusledku (i) ¢innosti nebo opomenuti ze strany
Od8kodriované osoby na strané Zdravotnického
zafizeni podrobné uvedeného v Oddile 7 této
Smlouvy nebo (ii) Existujiciho stavu nebo (iii) pokud
tyto naklady jiz byly uhrazeny tfeti stranou.

7.2. Zavazky Zdravotnického zafizeni a Hlavniho
zkousejiciho

Zdravotnické =zafizeni a Hlavni zkouSejici jsou
odpovédni za ujmy zpUsobené v dlsledku (i)
poruseni této Smlouvy; nebo (i) nedbalosti,
umysiného jednani nebo opomenuti ze strany
Zdravotnického zafizeni a/nebo Hlavniho
zkousejiciho, zaméstnancu, smluvnich partnert
nebo jiného personalu provadgjiciho Studii.

7.3. Oznameni naroku

Zdravotnické =zafizeni a Hlavni zkouSejici jsou
povinni neprodlené zaslat PSI a Zadavateli pisemné
oznameni o kazdém Naroku vzneseném vici Osobé
zdravotnického zfizeni zprosténé odpovédnosti.
Osoby  zdravotnického  zafizeni  zprosténé
odpovédnosti jsou povinny na pozadani Zadavatele
plné spolupracovat ve v8ech pfislusnych aspektech
pfi vySetfovani a/nebo obhajobé proti témto narokim
a pfi soudnich pfich. Osoby zdravotnického zafizeni
zprosténé odpovédnosti budou opravnény ucastnit
se obrany proti ttmto Narokdm a na své naklady si
zajistit poradce na pomoc pfi této obrané, a to ovsem
za predpokladu, ze Zadavatel bude mit ve vSech
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8. INSPECTIONS, AUDITS, MONITORING
AND RECORD KEEPING

8.1. Regulatory Inspections

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

b) Before the Institution or the Investigator
submit any materials or information to an agency in
connection with an inspection or investigation related
to the Study, PSI and the Sponsor shall have the
right to review, provide and/or comment on any such
materials and/or information. The Institution and the
Investigator shall: (i) cooperate with any regulatory
agency; (iijcomply with the reasonable
requirements of any inspection; and (iii) ensure they
and Study Personnel are available to explain and
discuss any Records (defined below) and
documentation related to the Study.

8.2. Audit and Monitoring Visits by PSI and the
Sponsor

The Institution and the Investigator shall cooperate
with PSI, the Sponsor and their representatives for
the performance of Study monitoring and audits
during normal business hours and with reasonable
frequency and prior notice (at least 3 days in
advance). In particular, PSI, the Sponsor and their
representative(s) may review and duplicate essential
Study documents, assess the Study conduct and the
relevant data processing systems, and interview any

Motol University Hospital

aspektech obrany proti témto Narokim rozhodujici
slovo.

8. KONTROLY, AUDITY, MONITOROVANI
A ZAZNAMY

8.1. Regulaéni kontroly

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

b) PSI a Zadavatel budou mit pravo revidovat,
poskytovat a/nebo komentovat tyto materialy a/nebo
informace pfedtim, nez je Zdravotnické zafizeni
nebo Hlavni zkouSejici poskytnou regulanimu
s inspekci nebo Setfenim
souvisejicim se Studii. Zdravotnické zafizeni a
Hlavni zkouSejici jsou povinni: (i) spolupracovat
s regulaénim (fadem, (ii) dodrzovat odpovidajici
pozadavky inspektorll a (iii) zajistit, aby oni a
Studijni personal byly k dispozici pro vysvétleni a
diskusi ohledné Zaznamu( (definovanych nize) a
dokumentace souvisejici se Studii.

uradu v souvislosti

8.2. Audit
a Zadavatelem

a monitorovani provadéné PSI

Zdravotnické zafizeni a Hlavni zkouSejici jsou
povinni béhem bézné pracovni doby a s pfiméFenou
frekvenci a po pfedchozim oznameni (alespori 3 dny
pfedem) spolupracovat s PSI, Zadavatelem a jejich
zastupci pfi monitorovani Studie a pfi auditech. PSI,
Zadavatel a jejich =zastupci zejména mohou
kontrolovat a  kopirovat nezbytné  Studijni
dokumenty, posuzovat provadéni Studie a systémy
zpracovani relevantnich udaji a pohovofit si se

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
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person who has been involved in the conduct of the
Study, all in compliance with the Applicable
Regulatory Requirements and the Informed Consent
Forms. Neither inspections, nor audits may interfere
with regular operation of the Institution.

8.3. Record Keeping

The Institution and the Investigator shall maintain
accurate, complete and current records of all Study
Data, including CRFs, documentation regarding
Study Drug and Study Supplies handling, including
accountability records, relevant source documents,
any other essential documents and materials, as
required by the Protocol, the Applicable Regulatory
Requirements and PSl's and the Sponsor’s
instructions  (collectively the "Records"). The
Institution and the Investigator shall keep all the
Records in a safe and secure location for the period
required by the Applicable Regulatory Requirements
and in compliance with the information given to the
Study subjects. The Sponsor will notify the Institution
6 months prior to expiration of the record-keeping
period at the latest of the manner of handling the
Records and documents related to the Study; in the
event the Sponsor does not notify the Institution
within the set period of time, it will be considered as
an approval of destruction of the documents. If the
Sponsor requests extension of the record-keeping in
the Institution, the Institution may request
reasonable fee be paid by the Sponsor.

9. TERMINATION AND SUSPENSION

9.1. Term

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

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
Approved, 07-APR-2022
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v8emi osobami, které se podileji na provadéni
Studie pfi spInéni Platnych regula¢nich pozadavkul a
v souladu s Formulafi informovaného souhlasu.
Kontroly ani audity nesmi narusit bé&zny chod
Zdravotnického zafizeni.

8.3. Zaznamy

Zdravotnické zafizeni a Hlavni zkouS$ejici povedou
pfesné, uplné a aktualni zaznamy o vSech Studijnich
Udajich, které budou zahrnovat Zaznamy subjektd
hodnoceni, dokumentaci k naklddani se Studijnim
Iékem a Studijnim materidlem vcetné evidence,
pfislusné zdrojové dokumenty a jakékoli dalSi
nezbytné dokumenty nebo materialy dle pozadavk

Protokolu, Platnych regula¢nich pozadavkl a
pokyni PSI a Zadavatele (dale jen souhrnné
.Zaznamy“). Zdravotnické zafizeni a Hlavni

zkouSejici jsou povinni uchovavat Zaznamy na
bezpe€ném a zabezpedenim misté po dobu
pozadovanou Platnymi regulacnimi pozadavky a
v souladu s informacemi poskytnutymi Subjektim
hodnoceni. Zadavatel bude informovat Zdravotnické
zafizeni nejpozdéji 6 mésict pfed uplynutim doby
archivace o tom, jakym zplsobem bude s témito
Zaznamy a dokumenty patficimi ke Studii naloZeno,
v pfipadé, Ze Zadavatel ve stanovené dobé
Zdravotnické zafizeni informovat nebude, ma se za
to, Zze souhlasi se skartaci. V pfipadé, Ze bude
Zadavatel zadat o prodlouzeni doby archivace ve
zdravotnickém zafizeni, je Zdravotnické zafizeni
opravnéno po Zadavateli pozadovat
zpoplatnéni.

umérné

9. UKONCENIi A POZASTAVENI

9.1. Doba trvani

Tato Smlouva zac¢ina platit k datu jejiho podpisu
posledni z uvedenych stran. Pokud nebude tato
Smlouva ukonéena prfedCasné dle Oddilu 9, bude
u¢inna do vykonani zavéreCné navstévy ve
Zdravotnickém zafizeni.
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9.2. Termination by the Sponsor

The Sponsor may terminate this Agreement with
immediate effect: (i) if the Institution and/or the
Investigator breaches this Agreement and fails to
cure such breach within thirty (30) calendar days
from the receipt of written notice; (ii) if the Sponsor
in good faith believe the Study Drug or continuation
of the Study presents an unreasonable medical risk
to the Study subjects or if there are efficacy or safety
concerns; or (iii) if the Study is suspended or not
initiated at the Institution for any reason.

9.3. Termination by the Institution or the

Investigator

The Institution or the Investigator may terminate this
Agreement with immediate effect: (i) if the Sponsor
breaches this Agreement and fails to cure such
breach within thirty (30) calendar days from the
receipt of written notice; or (ii) if the Institution and/or
the Investigator in good faith believe that the
continuation of the Study presents an unreasonable
medical risk to the Study subjects.

9.4. Surviving Clauses

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

Motol University Hospital

9.2. Ukonceni ze strany Zadavatele

Zadavatel smi ukongit tuto Smlouvu s okamzitou
ucinnosti pokud (i) Zdravotnické zafizeni a/nebo
Hlavni zkouSejici porusi tuto Smlouvu a nezjedna
napravu béhem ftficeti (30) kalendafnich dnd od
obdrzeni pisemného oznameni, (ii) se Zadavatel
vdobé vife domniva, ze Studijni Iék nebo
pokraCovani Studie predstavuje nepfiméfené
zdravotni riziko pro Subjekty hodnoceni, nebo pokud
existuji obavy z hlediska uginnosti nebo bezpecénosti
Studijniho léku, nebo pokud (iii) z jakéhokoli diivodu
dojde k pferuSeni Studie &i jejimu nezahajeni ve
Zdravotnickém zafizeni.

9.3. Ukonéeni ze strany Zdravotnického zafizeni
nebo Hlavniho zkousejiciho

Zdravotnické zafizeni nebo Hlavni zkou$ejici mohou
ukongit tuto Smlouvu s okamzitou platnosti: (i) pokud
Zadavatel podstatné poruSuje tuto Smilouvu a toto
poruseni nenapravi do ftficeti (30) kalendarnich dnu
od obdrzeni pisemného oznameni; nebo (ii) pokud je
Zdravotnické zafizeni nebo Hlavni zkouSejici
v dobré vife presvédCen, Ze pokracovani Studie
pfedstavuje pro Subjekty hodnoceni nepfiméfené
zdravotni riziko.

9.4. Platnost po ukonceni

Ukonc¢eni nebo vyprdeni této Smlouvy nezbavuje
zadnou ze smluvnich stran jejich povinnosti
k ostatnim stranam, a to s ohledem na nasledujici
ustanoveni: Oddil 1.4 b) a c¢) [Studijni Iék a Studijni
material], Oddil 1.7 [Majetkové pfiznani], Oddil 3
[Davérnost], Oddil 4 [Osobni udaje], Oddil 5
[DuSevni vlastnictvi], Oddil 6 [Publikace], Oddil 7
[OdSkodnéni a oznameni narok], Oddil 8 [Kontroly,
audity, monitorovani a zaznamy], Oddil 9.4 [Platnost
po ukonc€eni], Oddil 10 d) [Nevylouceni a
protikorupéni ustanoveni], Oddil 11 [Razné], Oddil
12 [Platné zakony a soudni pfislusnost].

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
Approved, 07-APR-2022
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10. NON-DEBARMENT
CORRUPTION

AND ANTI-

a) The Institution and the Investigator represent
and warrant that they have not been and will not be
Debarred and that they will not make use of, nor
otherwise involve any Debarred person or
organization in the Study. For the purposes of this
Agreement, “Debarred” means disqualified,
excluded or suspended from participation in clinical
research by any competent authority, including the
US FDA.

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

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

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

11. MISCELLANEOUS

a) The Institution and the Investigator represent
that they are authorized to enter into this Agreement
under the Applicable Regulatory Requirements and
the internal rules of the Institution.

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
Approved, 07-APR-2022
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10. NEVYLOUCENI A PROTIKORUPCNI

USTANOVENI

a) Zdravotnické zafizeni a Hlavni zkousejici
prohladuji a zaruuji, Ze jim nebyla a nebude
zakazana ucast v klinickém vyzkumu a Ze nepouziji
ani do Studie jinak nezapoji Zzadnou osobu ani
organizaci, které byla zakazana ucast na klinickém
vyzkumu. Pro ucely této Smlouvy zahrnuje termin
.zakazat® i vyznam vylouéit z Uucasti v klinickém
vyzkumu, zabranit v u€asti nebo pozastavit ucast
v klinickém vyzkumu pfislusnymi ufady, vcetné
amerického FDA.

b)  Zdravotnické zafizeni a Hlavni zkouSejici
nebudou pfimo, nepfimo ani prostfednictvim treti
strany (i) platit nebo slibovat, Zze zaplati, pfijimat
Zadné Castky ani (ii) poskytovat, pfevadét ¢&i pfijimat
zadné cenné pfedméty za ucelem (a) presvédceni
Ci ovlivnéni jakékoli osoby, aby jednala nebo naopak
nejednala urcitym zplsobem, (b) pokusu o ziskani
nebo udrzeni obchodni pfileZitosti, nebo (c) zajisténi
necestné vyhody.

c)  Zdravotnické zafizeni a Hlavni zkou$ejici
prohlasuji se, ze nebyli obvinéni
z zadného uplatku ani jiného trestného ¢inu
neetického obchodu a Ze do Studie nezapoji osobu
obvinénou zuplatku nebo trestného Cinu
souvisejiciho s neetickym obchodem.

a zarucuji

d)  Zdravotnické zafizeni a Hlavni zkouSejici jsou
povinni promptné uvédomit Zadavatele a PSI, pokud
se dozvédi o ¢innostech nebo okolnostech, které by
mohly pfedstavovat nebo vést k poruseni tohoto
Oddilu a jsou povinni ukonéit uzivani sluzeb
kterékoli osoby nebo organizace podléhajici
vySetfovani nedodrzeni tohoto Oddilu.

11. RUZNE

a) Zdravotnické zafizeni a Hlavni zkouSejici
prohlasuji, ze jsou opravnéni uzavfit tuto Smlouvu
dle Platnych regulaénich pozadavk( a internich
predpisu Zdravotnického zafizeni.
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b) The Institution and/or the Investigator may not
assign or subcontract any rights or obligations under
this Agreement without the prior written consent of
the Sponsor. Even if the Sponsor authorizes
assignment or subcontracting, the Institution and the
Investigator remain fully responsible and liable for
the performance of the assigned or subcontracted
obligations.

c) If there is a discrepancy between the English
and the Czech versions of this Agreement, the actual
intention of the Parties shall be established by a
good faith interpretation considering both versions.
In case a discrepancy cannot be resolved by such
interpretation, the Czech version shall prevail.

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

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

f) The Parties acknowledge that Act No.
340/2015 Coll,, on the Contract Register, as

Motol University Hospital

b) Ani Zdravotnické zafizeni ani Hlavni
zkousSejici nesmi postoupit sva prava nebo
angazovat subkontrahenty na plnéni svych
povinnosti  vyplyvajicich ztéto Smlouvy bez

pfedchoziho pisemného souhlasu Zadavatele. |
v pfipadé, Ze Zadavatel schvali delegovani ¢ i
angazovani subkontrahentu, zustavaji Zdravotnické
zafizeni a Hlavni zkouSejici plné odpovédni za

plnéni veSkerych delegovanych povinnosti Cci
povinnosti, na jejichz plnéni byli angaZovani
subkontrahenti.

c) V pfipadé rozporu mezi anglickou a €eskou
verzi této Smlouvy bude skute¢ny umysl smluvnich
stran stanoven vykladem obou verzi v dobré vite.
V pfipadé, Ze rozpor nebude mozné vyiesit
takovymto vykladem, pfevaZuje verze Ceska.

d)  Pokud bude nékteré ustanoveni této Smlouvy
prohladeno  za neplatné  soudem  pfislusné
jurisdikce, nebude mit toto rozhodnuti vliv na
zbyvajici ustanoveni této Smlouvy a tato zbyvajici
ustanoveni zlstavaji v plné platnosti a ucinnosti.
Smluvni strany se vSak pokusi nahradit ustanoveni
prohlaSené za neplatné ustanovenim platnym, které
pini stejny ucel jako neplatné ustanoveni v co
nejvétsim mozném rozsahu.

e) Smluvni strany uzaviraji tuto Smlouvu na
zakladé rovnosti postaveni stran. Na zakladé zadné
skute€nosti obsazené v této Smlouvé neni mozné

interpretovat vztah mezi Zdravotnickym
zafizenim/Hlavnim  zkouSejicim a PSI nebo
Zadavatelem jako spoleCny podnik, vztah

zaméstnance a zaméstnavatele, partnerstvi nebo
vztah nadfizeného a podfizeného a zaroven zadné
ze Smluvnich stran nezaklada tato Smlouva pravo,
pravomoc nebo opravnéni vykonavat nebo vytvaret
jménem ostatnich stran jakékoli povinnosti, at jiz
vyslovné &i nepfimo.

f) Smluvni strany berou na védomi, Ze
Zdravotnické zafizeni je povinno uvefejnit tuto

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
Approved, 07-APR-2022
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amended and directives of the Ministry of Health
Care of the Czech Republic oblige the Institution to
publish this Agreement in Contract Register.
Individuals’ personal data that are not publicly
available in a public register, confidential information
defined by the Agreement and business secrets
agreed on by the Parties in terms of the provisions of
Sec. 504 of the Civil Code as follows: the Protocol
and Study design, detailed budget, number of Study
Subjects, duration of the Study, and details on the
Sponsor’s insurance will not be disclosed in the
Agreement. PSI shall prepare a machine-readable
electronic format of this Agreement which will blind
out sensitive information in compliance with Section
3 Subsection 1 of the Act on the Contract Register
and send it to the Institution for publication. Once the
Institution publishes the Agreement, the Institution
shall inform PSI of the publication via the PSI data
box with identifier: || j illland by email sent to
I The Act on the Contract
Register also obliges the Institution to publish the
estimated value of this Agreement. The parties
agree that this amount shall be defined as EUR 108
330.

g) The Sponsor understands that the Institution
as a state-funded organization shall upon request
provide information in compliance with Act No.
106/1999 Coll., on Free Access to Information, as
amended.

12. APPLICABLE LAW AND PLACE OF
JURISDICTION

a) This Agreement shall be governed by and
construed in accordance with the laws of the Czech
Republic, without regard to its conflict of laws
provisions.

b) Any claim or controversy arising out of or
related to this Agreement or any breach hereof shall
be submitted to the jurisdiction of the competent
courts located in the Czech Repubilic.

Motol University Hospital

Smlouvu v souladu se zakonem ¢&. 340/2015 Sb., o
registru smluv, v platném znéni a dale s pokyny a
rozhodnutimi  Ministerstva zdravotnictvi Ceské
republiky. Ve Smlouvé nebudou zvefejnény osobni
udaje fyzickych osob, které nejsou verejné dostupné
ve vefejném rejstfiku, davérné informace dle této
Smlouvy a dale pak obchodni tajemstvi, které si
smluvni strany sjednavajici ve smyslu ustanoveni
§ 504 obc¢anského zakoniku takto: Protokol a design
Studie, detailni rozpocet, pocet Subjekti hodnoceni,
délka trvani Studie, detailni informace o pojisténi
Zadavatele.). PSI pfipravi strojové citelnou verzi
Smlouvy v elektronickém formatu se znecitelnénymi
citlivymi udaji v souladu s ustanovenim § 3 odst. 1
zakona o registru smluv a za$le ji Zdravotnickému
zafizeni k uvefejnéni. Zdravotnické zafizeni bude
PSI informovat o] uverejnéni Smlouvy
prostfednictvim  datové  schranky PSI s
identifikatorem: [l 2 emailové adresy:
I Zdravotnické zafizeni je
povinno na zakladé Zakona o registru smluv rovnéz
uverejnit predpokladané celkové finanéni plnéni
poskytnuté na zakladé této Smlouvy. Smluvni strany
se dohodly, Ze jde o &astku 108 330 euro.

g) Zadavatel bere na védomi, ze Zdravotnické
zafizeni jakoZto statni pfispévkova organizace, je
povinno na dotaz tfeti osoby poskytnout informace
podle zakona ¢. 106/1999 Sb., o svobodném

pfistupu k informacim, ve znéni pozdéjSich

predpisu.”

12. PLATNE ZAKONY A  SOUDNI
PRISLUSNOST

a) Tato Smlouva se fidi a vyklada podle platnych
zakonu Ceské republiky bez ohledu na rozpor se
zakonnymi ustanovenimi.

b)  Jakékoli naroky €i spory vzniklé v souvislosti
s touto Smlouvou ¢&i jeji poruseni budou predloZeny
k feSeni vyhradné soudim pfisluSné jurisdikce
v Ceské republice.

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
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Motol University Hospital

[SIGNATURE PAGE TO FOLLOW] [NASLEDUJE PODPISOVA STRANA]
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By signing below, each Party hereby accepts and
agrees to the above terms and conditions. The
Agreement will be made using electronic signature
methods, whereas each party receives one
counterpart.

Motol University Hospital

Pfipojenim podpisu nize kazda ze stran pfijima a
souhlasi s vy8e uvedenymi podminkami a
ustanovenimi. Tato Smlouva bude uzavfena
pomoci metod elektronického podpisu. Pficemz
kazda smluvni strana bude mit k dispozici jedno
vyhotoveni.

The Institution | Zdravotnické zafizeni: Motol University Hospital/ Fakultni nemocnice v Motole

The Investigator | Hlavni zkouSejici:

The Sponsor | Zadavatel: Celcuity, Inc.

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

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
Approved, 07-APR-2022
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ATTACHMENT 1
FINANCIAL ARRANGEMENTS

1. FEES

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

b) All amounts defined in these Financial
Arrangements are exclusive of VAT, which will be
added in compliance with applicable legal
regulations on the day of invoicing by the
Institution.

c) Locally supplied medicinal products will be
invoiced by Institution’s Pharmacy at prices that
shall not exceed the sum of the manufacturer’s
maximum price and trade surcharges set by the
Price Regulation of the Ministry of Health and VAT.
Iltems will be invoiced after dispensing from the
Institution's Pharmacy warehouse. In case
medicinal products (solutions, material) are not
available on the Czech market, the Sponsor has to
supply them (solutions, material) or implement
appropriate measures reflecting the current
situation in the conduct of the Study.

2. INVOICING

a) For the fees where the invoicing process is
initiated by the Sponsor through PSI, the Sponsor
shall ensure that PSI sends quarterly overviews to
the Institution, setting out the amounts earned by
the Institution, based on the Study visits and Study
procedures completed and the Study data reported
in compliance with this Agreement (each a
“Quarterly Overview”). The Quarterly Overview
and any other invoicing study materials will be sent
to |GGG ' the Institution and
the Investigator agree with the Quarterly Overview,
they shall issue an invoice for the amount indicated
in the Quarterly Overview, converted into CZK,

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
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PRILOHA 1
FINANCNIi UJEDNANI

1. POPLATKY

a) Kompenzaci, kterd ma byt na zakladé této
Smlouvy vyplacena, stanovuje nize pfipojena
PFiloha k finan€nim ujednanim.

b) VSechny ¢astky stanovené v téchto
Finanénich ujednéanich jsou bez DPH, ktera bude
pripoCitana podle platné pravni upravy v den

fakturace Zdravotnickym zafizenim.

c) Lokalné dodavané l|écivé pfipravky budou
fakturované lékarnou Instituce v cenach, které
nesmi byt vy38i neZ soudet maximalni ceny
vyrobce, obchodnich pfirazek stanovenych
Cenovym piedpisem Ministerstva zdravotnictvi a
DPH. Polozky budou fakturovany po vydeji ze
skladu lékarny Instituce. V pfipadé vypadku vyroby
lékd (roztokd, materialu) a nemoznosti dodavat
léky (roztoky, materialy) do CR, musi léky (roztoky,
materialy) zabezpecdit Zadavatel, nebo v provadéni
Studie zavést pfislusna opatieni reflektujici
aktualni situaci.

2. FAKTURACE

a) V pripadé poplatki, u kterych fakturacni
proces iniciuje Zadavatel prostfednictvim PSI,
zajisti Zadavatel, aby PSI zaslala Ctvrtletni
pfehledy Zdravotnickému zafizeni, v nichz budou
uvedeny Castky pfipadajici Zdravotnickému
zafizeni na zakladé provedenych Studijnich
navstév a Studijnich procedur a odevzdanych
Studijnich udaju v souladu s touto Smlouvou (vzdy
,Ctvrtletni prehled”). Ctvrtletni prehled a veskeré
dalSi podklady pro fakturaci studie budou zaslany
na emailovou adresu: || GG rokud
Zdravotnické zafizeni a Hlavni zkouSejici se
Ctvrtletnim prehledem souhlasi, vystavi fakturu na
gastku uvedenou ve Ctvrtletnim prehledu,
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using the conversion rate of Czech National Bank
on the date of invoicing.

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

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

d) All invoices shall be addressed and sent to
PSI at the following address:

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

148 00 Prague

Czech Republic

ID No. 281 96 775

e) All notifications to the Institution will be sent
to FN Motol to Klinické hodnoceni 1é€iv (Clinical
Trials of Medicinal Products), sekretariat nameéstka
pro LPP (LPP deputy secretary), V Uvalu 84, 150
06 Praha 5, Czech Republic, or to

f) Payments for services performed by FN
Pharmacy will be made 2x per year. The pharmacy

representative ]
I i prepare
invoicing materials for the pharmacy services
performed within the Study and defined by the
Agreement and will send them for approval to the
Sponsor's  responsible [ ]
I
|

The invoicing materials approved will be sent by
the Sponsor's responsible person to the

person —

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
Approved, 07-APR-2022

Motol University Hospital

pfevedenou na K& za pouziti kurzu CNB ke dni
vystaveni faktury.

b) V pfipadé poplatk(, u kterych fakturacni
proces iniciuje Zdravotnické zafizeni, vystavuje
Zdravotnické zafizeni fakturu na tyto polozky
nejpozdéji tficet (30) dnG od okamziku, kdy se
stanou fakturovatelnymi, prfevedené dle vySe
uvedeného popisu.

c) Faktury Zdravotnického zafizeni museji
spliiovat darnové pozadavky a wuvadét Cdcislo
Protokolu. Koneénou fakturu vystavi Zdravotnické
zafizeni nejpozdéji tficet (30) dnl od zavérecné
navstévy Zdravotnického zafizeni.

d)  VeSkeré faktury budou adresovany PSI a
zasilany na niZe uvedenou adresu:

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

148 00 Praha

Ceska republika

ICO: 281 96 775

e) Veskera oznameni Zdravotnickému zafizeni
budou zaslana do FN Motol a oznacena Klinické
hodnoceni IéCiv, sekretariat nameéstka pro LPP, V
Uvalu 84, 150 06 Praha 5, Ceska republika &i na

kontaktni email: || GGG

f) Platby za sluzby provadéné Iékarnou FN
Motol budou probihat 2 x ro&né. Zastupce Iékarny:

]
I - oripravi
podklad k fakturaci za sluzby lékarny provedené
ve Studii, jeZ jsou uvedeny v této Smlouvé, a zasle
je ke schvaleni odpovédné osobé zadavatele —

e
I  chvaleny

podklad k fakturaci bude odpovédnym zastupcem
zadavatele zaslan do finanéni uctarny FN Motol

I \a zakladé podkladu
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accounting department of FN Motol
I Cos<d on the invoicing
materials, the accounting department of FN Motol
will prepare an invoice and will send it to the
Sponsor as instructed in the Agreement.

g) Payments for services performed by the
Clinic of Imaging methods of the 2" Faculty of
Medicine of Charles University and FN Motol

(KzM) will be made quarterly|  GTGTNNEEEGE
) il

prepare quarterly invoicing materials for

radiological services performed within the Study
that are defined in the financial attachment to the
Agreement and will send them for approval to the

Sponsor's responsible person -

Based on the invoicing materials, the accounting
department of FN Motol will prepare an invoice and
will send it to the Sponsor as instructed in the
Agreement.

h) The Parties are obliged to notify the other
Party without undue delay of any changes in the
contact persons and their contact details referred
to above in this Article 2. Such changes shall not
require an amendment to the Agreement.

3. PAYMENTS

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

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

been performed.

c) Individual payments must always be
unambiguously marked with the Institution invoice
number mentioned in the field for variable symbol

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
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pfipravi financni uctarna FN Motol fakturu, kterou
za8le zadavateli dle instrukci uvedenych v této
smlouvé.

g) Platby za sluzby provadéné Kilinikou
zobrazovacich metod 2. LF UK a FN Motol (KZM)
budou probihat &tvrtletne | G
I ) - oiipravi ctrtletnd

podklad k fakturaci za radiologické sluzby

provedené ve Studii, jez jsou uvedeny ve financni
pfiloze této Smlouvy, a zaSle je ke schvaleni

zodpovédné osobé Zadavatele -

I = z:kladé podkladu

pfipravi finanéni uétarna Zdravotnického zafizeni
fakturu, kterou zasSle Zadavateli dle instrukci
uvedenych v této Smlouvé.

h)  Strany jsou povinny pfipadné zmény
kontaktnich osob a jejich udaji uvedenych vyse
v tomto ¢lanku Smlouvy oznamit druhé Strané bez
zbyte€ného odkladu. Takové zmény nepiedstavuji
divod k uzavieni dodatku ke Smlouvé.

3. PLATBY

a) Zadavatel je povinen zajistit, aby PSI
provedla platby v CZK do ftficeti (30) dnl od
obdrzeni nesporné faktury.

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

c)  Jednotlivé platby musi byt vZdy jednoznaéné
oznaceny Cislem faktury Zdravotnického zafizeni
uvedenym v poli variabilniho symbolu (VS). V
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(VS). In the event of payment received without the
VS number, the payment cannot be matched with
a specific invoice and such payment will not be
accepted by the Institution. Payments will be made
quarterly, however, at the latest as of 30 November
of the current year.

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

Motol University Hospital

pripadé doslé platby bez oznaceni VS neni mozné
platbu pfifadit ke konkrétni faktufe a tato platba
nebude Zdravotnickym zafizenim akceptovana.
Platby budou probihat ve E&tvrtletnich intervalech,
nejpozdéji vSak vzdy k 30. 11. bézného roku.

d) Zadavatel ma pravo pozdrzet posledni
platbu, dokud Hlavni zkouSejici nalezit& nezodpovi
veSkeré zadosti o objasnéni Udajl, nedojde k
vraceni/likvidaci veSkerého Studijniho materialu
a/nebo Studijniho Iéku dle pokynt Zadavatele
nebo PSI a Zadavatel nebo PSI nevykona
zavérecnou navstévu ve Zdravotnickém zafizeni.

e) Platby budou zasildny na nasledujici bankovni spojeni/Payments will be sent to:

4. TRAVEL EXPENSES
REIMBURSEMENT TO STUDY SUBJECTS

Study subjects will be reimbursed for travel
expenses by bank transfer by PSlI, or in cash by the
accounting department of the Institution, using the
advance payment provided to the Institution by the
Sponsor for these purposes. The Institution is
entitled to request reasonable additional advance
payment from the Sponsor after using the previous
one in order to reimburse Study Subijects for travel
expenses if the previous advance payment has

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
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4. NAHRADY CESTOVNICH VYDAJU
SUBJEKTUM KLINICKEHO HODNOCENI

Nahrady cestovnich vydaju Subjektim hodnoceni
budou vyplaceny bezhotovostné prostiednictvim
PSI, pfipadné v hotovosti prostfednictvim finanéni
uctarny Zdravotnického zafizeni ze zalohy
poskytnuté Zadavatelem k témto ucelim.
Zdravotnické zafizeni je po vycCerpani zalohy
opravnéno pozadovat umérné navyseni zalohy
Zadavatelem pro zajisténi vyplaceni cestovnich
nahrad Subjektim hodnoceni, pokud bude zaloha
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Motol University Hospital

been used. Upon termination of the Study any | vyCerpana. PFi ukonceni Studie bude pfebytek
remaining advance payment will be returned to the | vracen na U€et Zadavatele. Zaloha bude
Sponsor’s account. An advance payment of [JJl| | poskytnuta ve vysi |l po zaiazeni prvniho

I il be provided after enrolment of the first | pacienta ve Zdravotnickém zafizeni.
patient in the Institution.

ANNEX TO THE FINANCIAL ARRANGEMENT

PRILOHA K FINANCNIMU UJEDNANI

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

Tato PFiloha stanovuje odménu, ktera ma byt vyplacena dle Smlouvy.

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

Sloupec nazvany "Platba iniciovana" udava, zda byla konkrétni platba iniciovana PSI
prostfednictvim pololetniho pfehledu nebo Zdravotnickym zafizenim prostfednictvim faktury.

1. Per Visit Fees | 1. Platby za jednotlivé navstévy

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

Platby za jednotlivé navstévy budou vypocitany v souladu s tabulkou nize na zakladé (i) poctu
Subjektld hodnoceni a (ii) po¢tu absolvovanych navstév a vyplnénych oddili CRF potvrzenych
monitorem PSI a ohledem na tyto Subjekty hodnoceni v souladu se Smlouvou.
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Arm A: 8 months (or 8 cycles), PIK3CA Wild Type, Gedatolisib + Palbociclib + Fulvestrant
Rameno A: 8 mésicu ( nebo 8 cykli), PIK3CA Wild Type, Gedatolisib + Palbociclib + Fulvestrant
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™

Arm B: 6 months (or 6 cycles), PIK3CA Wild Type, Gedatolisib +Fulvestrant

Rameno B: 6 mésicti (nebo 6 cyklt), PIK3CA Wild Type, Gedatolisib + Fulvestrant

I
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Motol University Hospital

Arm C: 4 months (or 4 cycles), PIK3CA Wild Type, Fulvestrant
Rameno C: 4 mésice (nebo 4 cykly), PIK3CA Wild Type, Fulvestrant
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Arm D: 11 months (or 11 cycles), 2PIK3CA Mutated, Gedatolisib + Palbociclib + Fulvestrant
Rameno D: 11 mésici nebo 11 cykll), 2PIK3CA Mutated, Gedatolisib + Palbociclib + Fulvestrant

I

|||||||||lllllllllllll‘
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Arm E: 8 months (or 8 cycles), 2PIK3CA Mutated, Alpelisib + Fulvestrant
Rameno E: 8 mésicu ( nebo 8 cykll), 2PIK3CA Mutated, Alpelisib + Fulvestrant
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Motol University Hospital

YT

F"III 111

Arm F: 6 months (or 6 cycles), PIK3CA Mutated, Gedatolisib + Fulvestrant
Rameno F: 6 mésict (nebo 6 cykld), PIK3CA Mutated, Gedatolisib + Fulvestrant

il
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2. Additional Procedural Fees | 2. Dodateé¢né proceduralni poplatky

Further to the per visit fees, the following unscheduled and/or additional procedures or visits will be
compensated upon occurrence.

Dale budou kromé plateb za jednotlivé navstévy uhrazeny nasledujici neplanované a/nebo dodatecné procedury
nebo navstévy po jejich absolvovani
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3. Screen Failures | 3. NeUspésny screening

A Screen Failure shall be defined as a Study subject who has signed an Informed Consent Form but
could not be included in the Study under the inclusion/exclusion criteria or for other reasons. Screen
Failures will be reimbursed the cost of the Screening visit per per Tables of the Section 1 ("Per Visit
Fees") and Section 2 ("Additional Procedural Fees ") of this Annex. The Institution/ Investigator will
receive payment for up to an initial 2 Screen Failures and then will receive payment for an additional 2
Screen Failures for every Study subject enrolled for up to a total amount of 6 full Screen Failures.
Additional Screen Failures may be reimbursed to the Institution/Investigator upon prior written Sponsor
approval.

Neuspésny screening je definovan jako screening Subjektu hodnoceni, ktery podepise Informovany
souhlas, avsak nemUze byt zarazen do Studie podle kritérii pro zafazeni/vylouceni nebo z jinych
duvodu. Neuspésny screening bude hrazen naklady na screeningovou navstévu podle tabulek oddilu 1
(,Poplatky za navstévu®) a oddilu 2 (,Dodateéné proceduralni poplatky®) této prilohy. Instituce/zkousejici
obdrZi platbu az za pocatecni 2 netispésné screeningy a poté obdrzi platbu za dal§i 2 netuspésné
screeningy za kazdy zafazeny subjekt studie az do celkového poctu 6 tplnych neuspésnych
screeningl. DalSi netspésné screeningy mohou byt instituci/zkousejicimu uhrazeny po pfedchozim
pisemném souhlasu zadavatele.

4. Re-screenings | 4. Opakovany screening
Re-screening Payment: Subjects who fail screening can be considered for re-consenting and re-
screening only if 1) the reason for screen failure becomes invalid over time (e.g., out of range laboratory
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values have resolved) and 2) Sponsor approval for re-screening is given. Re-screenings will be
reimbursed the Screening Visit cost and relevant additional procedures, if performed.

Platba za opakovany screening: Pacienti, ktefi neuspéji ve screeningu, mohou byt zvaZovani pro
opétovny souhlas a opétovny screening pouze v pripadé, Ze 1) duvod selhani screeningu casem
pozbude platnosti (napr. vyfesi se laboratorni hodnoty mimo rozsah) a 2) re-screening je schvalen
sponzorem. Opakované screeningy budou hrazeny naklady na screeningovou navstévu a pfislusné
dodateéné procedury, pokud budou provedeny.

5. Patient Travel Reimbursement | 5. Nahrady pacieniim

Reasonable travel expenses incurred by Study subjects, where applicable as per the ICF and local
regulations, shall be reimbursed. The total reimbursement amount for travel expenses is a fixed amount of

) - isit based on the completed Reimbursement log. If actual expenses

exceed this amount, they will be compensated based on the relevant receipts provided upon prior Sponsor’s
approval.

PSI shall reimburse patients' for inconveniences incurred due to tumor biopsy sampling, as per the Informed
Consent Form. The total reimbursement amount is | | | | S o<’ = biopsy procedure.

Priméfené cestovni vydaje, které vzniknou subjektiim studie, tam, kde Ize uplatnit dle ICF a dle mistnich
predpisti, budou uhrazeny. Celkova vyse thrady cestovnich vydaju je pevna éastka | EGcNNGNGR
za navs8tévu na zakladé vyplnéného zaznamu nahrad. Pokud skutecné vydaje pfekroci tuto ¢astku, budou
kompenzovany na zakladé prislusnych poskytnutych tuétenek a po pfedchozim schvaleni sponzorem.

PSI uhradi pacientiim potize zptisobené odbérem biopsie nadoru podle formulare informovaného souhlasu.

Celkova vyse uhrady je | GGG -2 /<o, biopsie.

6. Administrative/ Pharmacy Fees | 7. Administrativni poplatky
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7. Pharmacy Fees | 7. Poplatky pro Iékarnu
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ATTACHMENT 2
DATA PROCESSING REQUIREMENTS

1. The Institution and the Investigator agree
only to process personal data for and on behalf of
the Sponsor in accordance with the instructions of
the Sponsor and for the purpose of the Study and
to ensure the Sponsor’s compliance with the Data
Protection Laws. For the purposes of the Data
Protection Laws, the Sponsor is the data controller
and the Institution and PSI are data processors
when processing data for the Study purposes.

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

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

a) implementing and maintaining appropriate
technical and organizational security
measures sufficient to comply at least with

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
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PRILOHA 2
POZADAVKY NA ZPRACOVANIi UDAJU

1. Zdravotnické zafizeni a Hlavni zkouSejici se
zavazuji zpracovavat pouze osobni udaje pro
Zadavatele ajeho jménem v souladu s pokyny
Zadavatele a pro ucely Studie a zajistit soulad se
Zakony o ochrané udajli ze strany Zadavatele. Pro
UCely Zakonl o ochrané u(daji je Zadavatel
spravcem udaji a Zdravotnické zarizeni a PSI jsou
zpracovateli osobnich udaju zpracovavanych pro
Ucely Studie.

2. Zpracovavani osobnich udaju
Zdravotnickym zafizenim jakozto Zadavatelovym
zpracovatelem se fidi touto Smlouvou, Protokolem
a informacemi poskytnutymi Subjektum
hodnoceni, které stanovuji pfedmét, délku, povahu
a ucel zpracovani, druh osobnich Udajl a kategorie
subjektll Udajl, prava a povinnosti Stran a prava
Zadavatele jakozto spravce udaj.

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

a) zavést a udrzovat v platnosti vhodna
technicka a organizani bezpec€nostni
opatieni dostacujici alespofi ke splnéni

45/59

CONFIDENTIAL



CELC-G-301

b)

c)

d)

e)

the obligations imposed on the Sponsor as
a controller by Article 28(1) GDPR;

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

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

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

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

taking into account the nature of the
processing, assisting the Sponsor, by
appropriate technical and organizational
measures, insofar as this is possible, to
respond to requests for exercising data
subjects’ rights (Article 28(3)(e) GDPR). In
particular, the Institution and the
Investigator shall inform the Sponsor and
PSI immediately (and no later than within
one (1) working day) of any request
received from or on behalf of a Study
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povinnosti, které ma Zadavatel jakoZto
spravce udaja dle Clanku 28 odst. 1 nafizeni
GDPR;

zpracovavat osobni Udaje pro a jménem
Zadavatele pouze na zakladé dolozenych
pokynu Zadavatele, zejména s ohledem na
predavani osobnich udaji do tfetich zemi
nebo mezinarodni organizaci. Pokud od
Zdravotnického zafizeni zakon vyZaduje
jiné  zpracovani osobnich udaji, ma
Zdravotnické zafizeni a Hlavni zkouSejici
povinnost uvédomit PSI a Zadavatele pfed
zpracovanim udajl, nebo co nejdfive poté,
pokud vsak toto uvédoméni neni zakazano
z dulezitych dlvodl vefejného zajmu
v souladu s Clankem 28 odst. 3 pism. a)
nafizeni GDPR,;

zajistit, aby se Studijni personal opravnény
zpracovavat osobni udaje zavazal Kk
miéenlivosti, nebo aby byl vazan zdkonnou
povinnosti migenlivosti (Clanek 28 odst. 3
pism. b) GDPR);

pfijmout veSkera opatfeni vyzadovana
Clankem 32  GDPR v souvislosti
s bezpeénosti zpracovavani udaju (Clanek
28 odst. 3 pism. ¢) GDPR);

s vyhradou Oddilu 4 nize byt v souladu
s podminkami popsanymi v Clanku 28 odst.
2 a 4 GDPR pro angazovani zpracovatele
udaja (Clanek 28 odst. 3 pism. d) GDPR);

pfi ~ zohlednéni  povahy  zpracovani
napomahat Zadavateli prostfednictvim
vhodnych technickych a organizacnich
opatfeni, pokud je to mozné, pfi reagovani
na zadosti o uplatnéni prav subjektd udaju
(Clanek 28 odst. 3 pism. e) naFizeni GDPR).
Zdravotnické zafizeni a Hlavni zkouSejici
maji  zejména  povinnost  neprodlené
informovat Zadavatele a PSI (nejpozdéji do
jednoho (1) pracovniho dne) o vSech
zadostech, které obdrzi od Subjektl
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9)

h)

subject (or any other data subjects) who
exercises his/her rights under GDPR in the
context of the Study. The Institution and the
Investigator shall handle those requests in
accordance with PSI’'s and Sponsor’s
reasonable instructions and in compliance
with the Data Protection Laws;

assisting the Sponsor, to
compliance with the obligations pursuant to
Articles 32 to 36 GDPR, taking into account
the nature of the processing and the
information available to the Institution
(GDPR Article 28(3)(f) GDPR). In particular,
in the event of any personal data breach by
the Institution as a processor of the
Sponsor, the Institution and the Investigator
shall: (i) within twenty-four (24) hours
following discovery of such personal data
breach, send written notice of the incident
via e-mail to | GGG () ot
make any statements or notifications about
the personal data breach, as it relates to the
processing for the purpose of the Study, to
any individual affected by the incident, the
public or any third party without Sponsor’s
prior written approval; and (iii) immediately
take steps to investigate and mitigate the
personal data breach and reasonably
cooperate with the Sponsor and/or PSI;

ensure

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

providing the Sponsor and/or PSI with
evidence of its compliance with the
obligations set out in this Attachment 2,
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hodnoceni nebo jejich jménem (nebo od
jinych subjektd udaji), které uplatfuji sva
prava dle nafizeni GDPR v kontextu Studie.
Zdravotnické zafizeni a Hlavni zkouSejici
maji povinnost s t€mito zadostmi nakladat v
souladu s pfiméfenymi pokyny PSI a
Zadavatele a v souladu se Zakony o
ochrané udaju;

napomahat Zadavateli zajistit dodrzovani
povinnosti vyplyvajicich z Clanka 32 az 36
GDPR a vzit pfi tom v uvahu povahu
zpracovani udaju a informace dostupné
Zdravotnickému zafizeni (Clanek 28, odst.
3, pism. f) GDPR). V pfipadé poruSeni
ochrany osobnich daji Zdravotnickym
zafizenim jakozto zpracovatelem udajd,
maji  Zdravotnické Hlavni
zkouS$ejici zejména povinnost (i) do dvaceti
Gtyf (24) hodin od incidentu zaslat pisemné
oznameni na | IGTGNGNGEGEGE ) b--
pisemného souhlasu Zadavatele necinit
Zadné prohlaseni ani oznameni o poruseni
ochrany osobnich udajd, nebot souvisi se
zpracovanim udajl pro Ucely Studie, fyzické
osobé dotCené incidentem, na vefejnost
nebo tfeti stranég; a (iii) okamZité podniknout
kroky  kvySetfeni poruSeni ochrany
osobnich Udaja a zmirnéni jeho dopadu a
pfiméfené spolupracovat se Zadavatelem
a/nebo PSI;

zafizeni a

po vyprseni platnosti nebo pfed€asném
ukon€eni Smlouvy zlikvidovat nebo vratit
Zadavateli — dle rozhodnuti Zadavatele —
veSkeré osobni uUdaje, pokud neni jejich
ulozeni pozadovano zakonem (Clanek 28
odst. 3 pism. g) nafizeni GDPR) nebo pokud
tyto osobni Udaje nejsou
Zdravotnického zafizeni jakoZto spravce
pro vlastni ucely;

v drzeni

poskytnout Zadavateli a/nebo PSI dikaz o
dodrzovani povinnosti stanovenych touto
Pfilohou 2 a/nebo dle rozhodnuti
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and/or, at the Sponsor’s or PSI’s discretion
and on reasonable notice, allowing the
Sponsor and/or PSI, or a third party
appointed by the Sponsor and/or PSI, to
audit the Institution’s compliance with the
obligations described in this Attachment 2,
Data Protection Laws (including but not
limited to Article 28 GDPR), subject to the
Sponsor and/or PSI, or the appointed third
party, complying with all relevant health and
safety and security policies of the Institution
(Article 28 (3h) GDPR); and

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

4, In furtherance of its obligations under Article
28 GDPR, the Institution and the Investigator agree
that they will not engage another processor for the
purpose of the Study without prior written
authorisation from or on behalf of the Sponsor
(Article 28(2) GDPR).

5. The Institution and the Investigator shall:

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

b) take all reasonable steps to ensure the
reliability and integrity of any of the Study
Personnel who have access to the personal data
and will ensure that the Study Personnel: (i) are
aware and comply with the Institution’s and the
Investigator's duties under this Attachment 2;
(i) received relevant data protection trainings; and
(iii) have committed themselves to confidentiality.

6. The Institution and the Investigator shall
obtain prior written agreement of the Sponsor or
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Zadavatele a/nebo PSI a po odpovidajicim
oznameni umoznit Zadavateli a/nebo PSI
nebo treti strané jmenované Zadavatelem
a/nebo PSI provést audit souladu
Zdravotnického zafizeni s povinnostmi
popsanymi v Pfiloze 2, Zdkonech o ochrané
udajd  (zejména Clanku 28 GDPR)
s vyhradou souladu Zadavatele a/nebo PSI,
nebo jmenované ftfeti strany se vSemi
relevantnimi zdravotnimi a bezpe&nostnimi
nafizenimi Zdravotnického zafizeni (Clanek
28 odst. 3 pism. h) GDPR); a

i) vést zaznamy k prokazani souladu s touto
Pfilohou 2 a Zakony o ochrané udaja véetné
zaznamll vyzadovanych dle Clanku 30 odst.
2 nafizeni GDPR.

4, K podpore svych povinnosti dle Clanku 28
GDPR se Zdravotnické zafizeni a Hlavni zkouSejici
zavazuji, ze bez pfedchoziho pisemného souhlasu
udéleného Zadavatelem nebo jeho jménem
nebudou angazovat dalSiho zpracovatele udaju
pro ugely Studie (Clanek 28 odst. 2 GDPRY);

5. Zdravotnické zafizeni a Hlavni zkouS$ejici
jsou povinni:

a) zajistit, aby Studijni personal nezpracovaval
osobni Udaje s vyjimkou zpracovani v souladu

s touto Smlouvou, Protokolem a informacemi
poskytnutymi Subjektiim hodnoceni;
b) podniknout veSkeré pfiméfené  kroky

k zajisténi spolehlivosti a integrity vSech c¢lend
Studijniho personalu, ktefi maji pfistup k osobnim
udajim, a k zajisténi, aby (i) si ¢lenové Studijniho
personalu byli védomi povinnosti Zdravotnického
zafizeni a Hlavniho zkou$ejiciho dle této Pfilohy 2
a dodrzovali je; (ii) podstoupili povinné Skoleni
tykajici se ochrany udaja; a (iii) zavazali se
k mi€enlivosti.

6. Zdravotnické zafizeni a Hlavni zkouSejici
jsou povinni ziskat pfedchozi pisemny souhlas
Zadavatele nebo PSI se zpracovavanim osobnich
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PSI to process personal data outside of the
European Economic Area or Switzerland.

7. Where the Institution, the
Sponsor’s processor, processes personal data
outside of the European Economic Area, the
Institution warrants that it does so in compliance
with the Data Protection Laws and Attachment #3
hereto.

acting as
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Udaj mimo Evropsky hospodarsky prostor nebo
mimo Uzemi Svycarska.

7. V pfipadech, kdy Zdravotnické zafizeni
jakozto Zadavateliv zpracovatel zpracovava
osobni udaje mimo Evropsky hospodarsky prostor,
se Zdravotnické zafizeni zaruluje, Ze tak Cini
v souladu se Zakony o ochrané udaju a v souladu
s PFilohou &. 3 k této Smlouvé.
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ATTACHMENT 3

STANDARD CONTRACTUAL CLAUSES

FOR THE TRANSFER OF PERSONAL DATA TO THIRD COUNTRIES PURSUANT TO
REGULATION (EU) 2016/679 OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL

MODULE FOUR: Transfer Processor to Controller

SECTION |

Clause 1
Purpose and scope

(@) The purpose of these standard contractual clauses is to ensure compliance with the
requirements of Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April
2016 on the protection of natural persons with regard to the processing of personal data and on the
free movement of such data (General Data Protection Regulation) for the transfer of personal data
to a third country:

(b)  The Parties:

(iy  the natural or legal person(s), public authority/ies, agencyl/ies or other body/ies (hereinafter
‘entity/ies’) transferring the personal data, as listed in Annex LA (hereinafter each ‘data
exporter’), and

(i)  the entity/ies in a third country receiving the personal data from the data exporter, directly or
indirectly via another entity also Party to these Clauses, as listed in Annex |.A (hereinafter each
‘data importer’)

have agreed to these standard contractual clauses (hereinafter: ‘Clauses’).
(c) These Clauses apply with respect to the transfer of personal data as specified in Annex I.B.

(d)  The Appendix to these Clauses containing the Annexes referred to therein forms an integral
part of these Clauses.

Clause 2
Effect and invariability of the Clauses

(@) These Clauses set out appropriate safeguards, including enforceable data subject rights and
effective legal remedies, pursuant to Article 46(1) and Article 46(2)(c) of Regulation (EU) 2016/679
and, with respect to data transfers from controllers to processors and/or processors to processors,
standard contractual clauses pursuant to Article 28(7) of Regulation (EU) 2016/679, provided they
are not modified, except to select the appropriate Module(s) or to add or update information in the
Appendix. This does not prevent the Parties from including the standard contractual clauses laid
down in these Clauses in a wider contract and/or to add other clauses or additional safeguards,
provided that they do not contradict, directly or indirectly, these Clauses or prejudice the fundamental
rights or freedoms of data subjects.

(b)  These Clauses are without prejudice to obligations to which the data exporter is subject by
virtue of Regulation (EU) 2016/679.
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Clause 3
Third-party beneficiaries

(a) Data subjects may invoke and enforce these Clauses, as third-party beneficiaries, against the
data exporter and/or data importer, with the following exceptions:

0] Clause 1, Clause 2, Clause 3, Clause 6, Clause 7;

(i)  Clause 8.1 (b) and Clause 8.3(b);

(iii) Clause 9 — [not applicable];

(iv)  Clause 12 — [not applicable];

(v) Clause 13;

(vi)  Clause 15.1(c), (d) and (e);

(vii)  Clause 16(e);

(viii) Clause 18;

(b)  Paragraph (a) is without prejudice to rights of data subjects under Regulation (EU) 2016/679.

Clause 4
Interpretation

(@)  Where these Clauses use terms that are defined in Regulation (EU) 2016/679, those terms
shall have the same meaning as in that Regulation.

(b)  These Clauses shall be read and interpreted in the light of the provisions of Regulation (EU)
2016/679.

(c) These Clauses shall not be interpreted in a way that conflicts with rights and obligations
provided for in Regulation (EU) 2016/679.

Clause 5
Hierarchy

In the event of a contradiction between these Clauses and the provisions of related agreements
between the Parties, existing at the time these Clauses are agreed or entered into thereafter, these
Clauses shall prevail.

Clause 6
Description of the transfer(s)

The details of the transfer(s), and in particular the categories of personal data that are transferred
and the purpose(s) for which they are transferred, are specified in Annex |.B.

Clause 7 - Optional
Docking clause

(a)  An entity that is not a Party to these Clauses may, with the agreement of the Parties, accede
to these Clauses at any time, either as a data exporter or as a data importer, by completing the
Appendix and signing Annex |.A.

(b)  Once it has completed the Appendix and signed Annex |.A, the acceding entity shall become
a Party to these Clauses and have the rights and obligations of a data exporter or data importer in
accordance with its designation in Annex |.A.

(c)  The acceding entity shall have no rights or obligations arising under these Clauses from the
period prior to becoming a Party.
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SECTION Il — OBLIGATIONS OF THE PARTIES

Clause 8
Data protection safeguards

The data exporter warrants that it has used reasonable efforts to determine that the data importer is
able, through the implementation of appropriate technical and organisational measures, to satisfy its
obligations under these Clauses.

8.1 Instructions

(@) The data exporter shall process the personal data only on documented instructions from the
data importer acting as its controller.

(b)  The data exporter shall immediately inform the data importer if it is unable to follow those
instructions, including if such instructions infringe Regulation (EU) 2016/679 or other Union or
Member State data protection law.

(c) The data importer shall refrain from any action that would prevent the data exporter from
fulfilling its obligations under Regulation (EU) 2016/679, including in the context of sub-processing or
as regards cooperation with competent supervisory authorities.

(d)  After the end of the provision of the processing services, the data exporter shall, at the choice
of the data importer, delete all personal data processed on behalf of the data importer and certify to
the data importer that it has done so, or return to the data importer all personal data processed on its
behalf and delete existing copies.

8.2 Security of processing

(@)  The Parties shall implement appropriate technical and organisational measures to ensure the
security of the data, including during transmission, and protection against a breach of security leading
to accidental or unlawful destruction, loss, alteration, unauthorised disclosure or access (hereinafter
‘personal data breach’). In assessing the appropriate level of security, they shall take due account of
the state of the art, the costs of implementation, the nature of the personal data, the nature, scope,
context and purpose(s) of processing and the risks involved in the processing for the data subjects,
and in particular consider having recourse to encryption or pseudonymisation, including during
transmission, where the purpose of processing can be fulfilled in that manner.

(b)  The data exporter shall assist the data importer in ensuring appropriate security of the data in
accordance with paragraph (a). In case of a personal data breach concerning the personal data
processed by the data exporter under these Clauses, the data exporter shall notify the data importer
without undue delay after becoming aware of it and assist the data importer in addressing the breach.

(c) The data exporter shall ensure that persons authorised to process the personal data have
committed themselves to confidentiality or are under an appropriate statutory obligation of
confidentiality.

8.3 Documentation and compliance
(@)  The Parties shall be able to demonstrate compliance with these Clauses.

(b)  The data exporter shall make available to the data importer all information necessary to
demonstrate compliance with its obligations under these Clauses and allow for and contribute to
audits.

Clause 9
Use of sub-processors

[not applicable]
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Clause 10
Data subject rights

The Parties shall assist each other in responding to enquiries and requests made by data subjects
under the local law applicable to the data importer or, for data processing by the data exporter in the
EU, under Regulation (EU) 2016/679.

Clause 11
Redress

(@) The data importer shall inform data subjects in a transparent and easily accessible format,
through individual notice or on its website, of a contact point authorised to handle complaints. It shall
deal promptly with any complaints it receives from a data subject.

Clause 12

Liability
(a) Each Party shall be liable to the other Party/ies for any damages it causes the other Party/ies
by any breach of these Clauses.

(b)  Each Party shall be liable to the data subject, and the data subject shall be entitled to receive
compensation, for any material or non-material damages that the Party causes the data subject by
breaching the third-party beneficiary rights under these Clauses. This is without prejudice to the
liability of the data exporter under Regulation (EU) 2016/679.

(c)  Where more than one Party is responsible for any damage caused to the data subject as a
result of a breach of these Clauses, all responsible Parties shall be jointly and severally liable and
the data subject is entitled to bring an action in court against any of these Parties.

(d)  The Parties agree that if one Party is held liable under paragraph (c), it shall be entitled to
claim back from the other Party/ies that part of the compensation corresponding to its/their
responsibility for the damage

(e) The data importer may not invoke the conduct of a processor or sub-processor to avoid its
own liability.

Clause 13
Supervision

[not applicable]

SECTION Il = LOCAL LAWS AND OBLIGATIONS IN CASE OF ACCESS BY PUBLIC AUTHORITIES

Clause 14
Local laws and practices affecting compliance with the Clauses

(@)  The Parties warrant that they have no reason to believe that the laws and practices in the third
country of destination applicable to the processing of the personal data by the data importer, including
any requirements to disclose personal data or measures authorising access by public authorities,
prevent the data importer from fulfilling its obligations under these Clauses. This is based on the
understanding that laws and practices that respect the essence of the fundamental rights and
freedoms and do not exceed what is necessary and proportionate in a democratic society to
safeguard one of the objectives listed in Article 23(1) of Regulation (EU) 2016/679, are not in
contradiction with these Clauses.

(b)  The Parties declare that in providing the warranty in paragraph (a), they have taken due
account in particular of the following elements:

(i the specific circumstances of the transfer, including the length of the processing chain, the
number of actors involved and the transmission channels used; intended onward transfers; the
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type of recipient; the purpose of processing; the categories and format of the transferred
personal data; the economic sector in which the transfer occurs; the storage location of the
data transferred;

(i) the laws and practices of the third country of destination— including those requiring the
disclosure of data to public authorities or authorising access by such authorities — relevant in
light of the specific circumstances of the transfer, and the applicable limitations and
safeguards;

(i)  any relevant contractual, technical or organisational safeguards put in place to supplement the
safeguards under these Clauses, including measures applied during transmission and to the
processing of the personal data in the country of destination.

(c)  The data importer warrants that, in carrying out the assessment under paragraph (b), it has
made its best efforts to provide the data exporter with relevant information and agrees that it will
continue to cooperate with the data exporter in ensuring compliance with these Clauses.

(d)  The Parties agree to document the assessment under paragraph (b) and make it available to
the competent supervisory authority on request.

(e)  The data importer agrees to notify the data exporter promptly if, after having agreed to these
Clauses and for the duration of the contract, it has reason to believe that it is or has become subject
to laws or practices not in line with the requirements under paragraph (a), including following a
change in the laws of the third country or a measure (such as a disclosure request) indicating an
application of such laws in practice that is not in line with the requirements in paragraph (a).

(f) Following a notification pursuant to paragraph (e), or if the data exporter otherwise has reason
to believe that the data importer can no longer fulfil its obligations under these Clauses, the data
exporter shall promptly identify appropriate measures (e.g. technical or organisational measures to
ensure security and confidentiality) to be adopted by the data exporter and/or data importer to
address the situation. The data exporter shall suspend the data transfer if it considers that no
appropriate safeguards for such transfer can be ensured, or if instructed by the competent
supervisory authority to do so. In this case, the data exporter shall be entitled to terminate the
contract, insofar as it concerns the processing of personal data under these Clauses. If the contract
involves more than two Parties, the data exporter may exercise this right to termination only with
respect to the relevant Party, unless the Parties have agreed otherwise. Where the contract is
terminated pursuant to this Clause, Clause 16(d) and (e) shall apply.

Clause 15
Obligations of the data importer in case of access by public authorities

15.1. Notification

(@) The data importer agrees to notify the data exporter and, where possible, the data subject
promptly (if necessary with the help of the data exporter) if it:

(i) receives a legally binding request from a public authority, including judicial authorities, under
the laws of the country of destination for the disclosure of personal data transferred pursuant
to these Clauses; such notification shall include information about the personal data requested,
the requesting authority, the legal basis for the request and the response provided; or

(i)  becomes aware of any direct access by public authorities to personal data transferred pursuant
to these Clauses in accordance with the laws of the country of destination; such notification
shall include all information available to the importer.

(b)  Ifthe data importer is prohibited from notifying the data exporter and/or the data subject under
the laws of the country of destination, the data importer agrees to use its best efforts to obtain a
waiver of the prohibition, with a view to communicating as much information as possible, as soon as
possible. The data importer agrees to document its best efforts in order to be able to demonstrate
them on request of the data exporter.

CTA Template, Czech Republic, Sponsor, 05-MAY-2021
Approved, 07-APR-2022
CONFIDENTIAL

54/59



CELC-G-301

Motol University Hospital

(c)  Where permissible under the laws of the country of destination, the data importer agrees to
provide the data exporter, at regular intervals for the duration of the contract, with as much relevant
information as possible on the requests received (in particular, number of requests, type of data
requested, requesting authority/ies, whether requests have been challenged and the outcome of such
challenges, etc.).

(d)  The data importer agrees to preserve the information pursuant to paragraphs (a) to (c) for the
duration of the contract and make it available to the competent supervisory authority on request.

(e) Paragraphs (a) to (c) are without prejudice to the obligation of the data importer pursuant to
Clause 14(e) and Clause 16 to inform the data exporter promptly where it is unable to comply with
these Clauses.

15.2. Review of legality and data minimisation

(@) The data importer agrees to review the legality of the request for disclosure, in particular
whether it remains within the powers granted to the requesting public authority, and to challenge the
request if, after careful assessment, it concludes that there are reasonable grounds to consider that
the request is unlawful under the laws of the country of destination, applicable obligations under
international law and principles of international comity. The data importer shall, under the same
conditions, pursue possibilities of appeal. When challenging a request, the data importer shall seek
interim measures with a view to suspending the effects of the request until the competent judicial
authority has decided on its merits. It shall not disclose the personal data requested until required to
do so under the applicable procedural rules. These requirements are without prejudice to the
obligations of the data importer under Clause 14(e).

(b)  The data importer agrees to document its legal assessment and any challenge to the request
for disclosure and, to the extent permissible under the laws of the country of destination, make the
documentation available to the data exporter. It shall also make it available to the competent
supervisory authority on request.

(c) The data importer agrees to provide the minimum amount of information permissible when
responding to a request for disclosure, based on a reasonable interpretation of the request.

SECTION IV - FINAL PROVISIONS

Clause 16
Non-compliance with the Clauses and termination

(@)  The data importer shall promptly inform the data exporter if it is unable to comply with these
Clauses, for whatever reason.

(b) Inthe event that the data importer is in breach of these Clauses or unable to comply with these
Clauses, the data exporter shall suspend the transfer of personal data to the data importer until
compliance is again ensured or the contract is terminated. This is without prejudice to Clause 14(f).

(c) The data exporter shall be entitled to terminate the contract, insofar as it concerns the
processing of personal data under these Clauses, where:

(i) the data exporter has suspended the transfer of personal data to the data importer pursuant
to paragraph (b) and compliance with these Clauses is not restored within a reasonable time
and in any event within one month of suspension;

(i)  the data importer is in substantial or persistent breach of these Clauses; or

(i)  the data importer fails to comply with a binding decision of a competent court or supervisory
authority regarding its obligations under these Clauses.

In these cases, it shall inform the competent supervisory authority of such non-compliance. Where
the contract involves more than two Parties, the data exporter may exercise this right to termination
only with respect to the relevant Party, unless the Parties have agreed otherwise.
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(d)  Personal data collected by the data exporter in the EU that has been transferred prior to the
termination of the contract pursuant to paragraph (c) shall immediately be deleted in its entirety,
including any copy thereof. The data importer shall certify the deletion of the data to the data exporter.
Until the data is deleted or returned, the data importer shall continue to ensure compliance with these
Clauses. In case of local laws applicable to the data importer that prohibit the return or deletion of
the transferred personal data, the data importer warrants that it will continue to ensure compliance
with these Clauses and will only process the data to the extent and for as long as required under that
local law.

(e)  Either Party may revoke its agreement to be bound by these Clauses where (i) the European
Commission adopts a decision pursuant to Article 45(3) of Regulation (EU) 2016/679 that covers the
transfer of personal data to which these Clauses apply; or (ii) Regulation (EU) 2016/679 becomes
part of the legal framework of the country to which the personal data is transferred. This is without
prejudice to other obligations applying to the processing in question under Regulation (EU) 2016/679.

Clause 17
Governing law

These Clauses shall be governed by the law of a country allowing for third-party beneficiary rights.
The Parties agree that this shall be the law of the Czech Republic.

Clause 18
Choice of forum and jurisdiction

Any dispute arising from these Clauses shall be resolved by the courts of the Czech Republic.
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APPENDIX to the Attachment 3

ANNEX |

A. LIST OF PARTIES

Data exporter(s):

Name: Fakultni nemocnice v Motole (Motol University Hospital), state-funded institution
Address: V Uvalu 84/1, 150 06 Praha 5, Czech Republic

Activities relevant to the data transferred under these Clauses:

- Reporting on the results and progress of the clinical trial (including through case report forms (CRFs)

- Performing safety reporting on serious adverse events (SAEs) and notification on SAEs to the
regulatory authorities

- Archiving the clinical trials master file

- Allocating qualified and adequately trained personnel for the conduct the study

- Obtaining of research-related payments and reimbursement of administrative expenses

Signature and date: Fakultni nemocnice v Motole (Motol University Hospital), state-funded
institution

Role (controller/processor): Processor

Data importer(s):

Name: Celcuity, Inc.
Address: 16305 36th Avenue North, Suite 100, Minneapolis, MN 55446, USA

Madrid, Spain, [N

Activities relevant to the data transferred under these Clauses:

- Global sponsor of the clinical trial

- Reporting on the results and progress of the clinical trial (including through case report forms (CRFs)

- Performing safety reporting on serious adverse events (SAEs) and notification on SAEs to the
regulatory authorities

- Carrying out other activities as set forth in the clinical trial protocol
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- Archiving the clinical trials master file
- Allocating qualified and adequately trained personnel for the conduct the study
- Providing of research-related payments and reimbursement of administrative expenses

Signature and date: Celcuity, Inc. (signed by PSI CRO Czech Republic s.r.o. in the name of Celcuity,
Inc., based on power of attorney)

Name: [......] Name: [......]
Position: [......] Position: [......]
Date: [...... ] Date: [...... ]

Role (controller/processor): Controller

B. DESCRIPTION OF TRANSFER

1. Study Subjects
Categories of data subjects whose personal data is transferred: Study subjects, pregnant partners
Categories of personal data transferred: Subject identification code (SIC), age/year of birth

Sensitive data transferred (if applicable) and applied restrictions or safeguards :

- Categories of personal data: race/ethnicity; consumption of tobacco, alcohol and recreational
drugs, assistance, physical exercise, diet and eating habits, leisure; lifestyle; Information derived
from the testing or examination of a body part or bodily substance, including from genetic data
and biological samples; disease, disability, disease risk, medical history, clinical treatment or the
physiological or biomedical state of the data subject independent of its source; vaccination plans,
vital signs, vital status; contraception, data on ongoing and outcome of pregnancy.

- Restrictions or safeguards: pseudonymization, data minimisation, purpose limitation, restricted
access, no unauthorized onward transfers, limited retention.

The frequency of the transfer: Continuous

Nature of the processing: Collection/obtainment, storage, alternation, transfer/transmission, de-
identification (pseudonymisation, anonymisation, aggregation, masking, removal of data elements),
deletion/destruction

Purpose(s) of the data transfer and further processing:

- Conduct and oversight of the clinical trial as set forth in the protocol

- Reporting on the results and progress of the clinical trial (including through case report forms
(CRFs)

- Performing safety reporting on serious adverse events (SAEs) and notification on SAEs to the
regulatory authorities

- Archiving the clinical trials master file

- Additional scientific research to the extent permitted by the informed consent form

The period for which the personal data will be retained, or, if that is not possible, the criteria used to
determine that period: From enrollment of the study subject into the study to end of data retention
obligations under applicable laws
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For transfers to (sub-)processors, also specify subject matter, nature and duration of the processing:
N/A

2. Healthcare professionals (site personnel)
Categories of data subjects whose personal data is transferred: Healthcare professionals

Categories of personal data transferred: Name, surname, sex, work address, work phone number,
signature, work fax number, work email address, work mobile phone number, office e-mail address,
office phone number, company phone number, work address/location, professional trainings and
licenses, education, work experience, language skills, professional membership, awards,
publications, position, function in the study, obligations, bank details, amount of grants and
compensations.

Sensitive data transferred: None
The frequency of the transfer: Repetitive

Nature of the processing: Collection/obtainment, storage, alternation, transfer/transmission, de-
identification (pseudonymisation, anonymisation, aggregation, masking, removal of data elements),
deletion/destruction

Purpose(s) of the data transfer and further processing: Administration of the Study achieved through
the following processing activities

- Allocating qualified and adequately trained personnel for the conduct the study

- Obtaining of research-related payments and reimbursement of administrative expenses.

The period for which the personal data will be retained, or, if that is not possible, the criteria used to
determine that period: From the site identification to end of financial obligations to end of study
data retention obligations under applicable laws.

For transfers to (sub-)processors, also specify subject matter, nature and duration of the processing:
N/A
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