CELC-G-301

AMENDMENT #2 TO CLINICAL STUDY
AGREEMENT

This Amendment (the "Amendment") to the Clinical
Study Agreement, dated 30" May 2023 (the
“Agreement”), for the clinical study (the “Study”)
sponsored by Celcuity, Inc. having its registered
place of business at 16305 36th Avenue North,
Suite 100, Minneapolis, MN 55446, USA (the
"Sponsor"), conducted in accordance with the
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
CDKA4/6 Inhibitor in Combination with Non-Steroidal
Aromatase Inhibitor Therapy (VIKTORIA-1)" and
any amendments thereto (the “Protocol”), is made
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. 200064203, | EEGcGcINGzNG

and

Celcuity, Inc., 16305 36™ Avenue North, Suite 100,
Minneapolis, MN 55446, USA (“Sponsor”),

PREAMBLE:

WHEREAS, the parties wish to revise the Annex to
the Financial Arrangements, Attachment 1 to the
Agreement (the “Annex to the Financial
Arrangements”) in order to reflect Protocol version
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DODATEK #2 KE SMLOUVE
O KLINICKEM HODNOCENI

Tento Dodatek (dale jen ,Dodatek) ke Smlouvé o
klinickém hodnoceni uzaviené dne 30.kvétna 2023
(dale jen ,Smlouva“) ke klinické studii (dale jen
.Studie*) zadané spolec¢nosti Celcuity, Inc. se
sidlem 16305 36th Avenue North, Suite 100,
Minneapolis, MN 55446, USA (dale jen “Zadavatel”)
a provadéné v souladu s Protokolem 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 pacientt s HR pozitivnim,
HER2-negativnim pokroCilym karcinomem prsu
dfive IéCenych inhibitorem CDK4/6 v kombinaci s
terapii  nesteroidnim  inhibitorem  aromatazy
(VIKTORIA-1)* avSemi jeho dodatky (dale jen
.Protokol®) se uzavira mezi:

Fakultni nemocnice v Motole, statni prispévkova
organizace, se sidem VvV Uvalu 84/1
150 06 Praha 5, Ceska republika, ICO: 00064203,

DIC: cZ00064203

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

PREAMBULE:

VZHLEDEM K TOMU, ZE si strany preji zrevidovat
PFilohu k Finanénim ujednanim, Pfilohu 1 Smlouvy
(dale jen ,Priloha k Finanénim ujednanim®) za
UCelem zavedeni zmén vyplyvajicich z Protokolu,
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4.1 dated April 06, 2023, mainly, to update the list of
additional procedures, as detailed in the Protocol;

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

WHEREAS, in order to so replace the contents of
the Annex to the Financial Arrangements, the
parties have agreed to enter into this Amendment;

NOW, THEREFORE, in consideration of the terms
and conditions set forth herein, the parties agree as
follows:

1. The Annex to the Financial Arrangements shall
be replaced in its entirety by the revised Annex to
the Financial Arrangements as attached to this
Amendment.

2. This Amendment shall be considered effective
as of the date of its publication in the Contract
Register.

3. The parties agree that all services performed
after the date of the country regulatory and ethics
approval of Protocol Version #4.1, which is 4" May
2023, shall follow the revised Annex to the Financial
Arrangement as attached to this Amendment.

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

5. The parties acknowledge that Act No. 340/2015
Coll,, on the Contract Register, as amended,
obliges the parties to publish this Amendment in the
Contract Register. In order to fulfil this legal
obligation by the Institution, PSI shall prepare a
this
Agreement which will blind out all information
excluded from publication and send it to the
Institution for publication, not later than as of the
date of the signing of this Amendment. Once the
Institution publishes the Agreement, the Institution
shall inform PSI of the publication via the PSI data

machine-readable electronic format of
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verze 4.1 ze dne 6. dubna 2023,
aktualizovat dodate¢nych
uvedenych v Protokolu;

zejména

seznam procedur

VZHLEDEM K TOMU, ZE strany souhlasi s tim, aby
obsah Pfilohy k finanénim ujednanim byl zcela
nahrazen relevantnim aktualizovanym obsahem za
ucelem efektivni uhrady plateb;

VZHLEDEM K TOMU, ZE strany souhlasi
s uzavienim tohoto Dodatku za udelem nahrazeni
obsahu P¥ilohy k finanénim ujednanim;

SE NYNi PROTO strany pfi zvazeni podminek
stanovenych timto Dodatkem dohodly nasledovné:

1. Pfiloha k finanénim ujednanim je zcela
nahrazena revidovanym znénim Pfilohy k finanénim
ujednanim pfipojenym k tomuto Dodatku.

2. Tento Dodatek nabyva ucinnosti k datu
svého uvefejnéni v Registru smluv.

3. Strany souhlasi s tim, Ze vesSkeré sluzby
poskytované po datu vydani schvéleni Verze 4.1
Protokolu narodnim regulaénim Gfadem, cozZ je
4 kvétna 2023, se budou Fidit podminkami
revidované PFilohy k finanénim ujednanim pfipojené
k tomuto Dodatku.

4, Vyrazy s velkym poc¢atecnim pismenem
pouzité vtomto Dodatku, které vSak nejsou
redefinovany, maji stejny vyznam jako ve Smlouvé.

5. Strany berou na védomi, Ze jsou v souladu
se zakonem ¢&. 340/2015 Sb., o registru smluv
v platném znéni povinny uvefejnit tento Dodatek
v Registru smluv. Za ucelem splnéni této povinnosti
ze strany Zdravotnického zafizeni PSI pfipravi
strojové Citelnou elektronickou verzi Dodatku se
znecCitelnénymi citlivymi Udaji a nejpozdéji k datu
podpisu tohoto Dodatku ji zasle Zdravotnickému
zarizeni k uverejnéni. Jakmile Zdravotnické zafizeni
Dodatek uvefejni, bude PSI informovat o uvefejnéni
Dodatku prostfednictvim datové schranky PSI s

identifikatorem: |
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box with identifier: |
I

6. This Amendment shall be made part of the
Agreement and attached thereto. This Amendment
replaces fully Amendment No. 1 concluded between
the Parties and effective from 5% of September
2023. Except as provided herein, all other terms of
the Agreement shall remain in full force and effect.
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6. Tento Dodatek je sou€asti Smlouvy jako jeji
pfiloha. Tento Dodatek pIné nahrazuje Dodatek €. 1,
ktery Strany uzavrely a ktery nabyl ucinnosti 5. zaFi

2023. Svyjimkou ustanoveni tohoto Dodatku
zUstavaji v plné platnosti vesSkeré podminky
stanovené Smiouvou.
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[ ]

By signing below, each party hereby accepts and Podpisem tohoto Dodatku niZze jednotlivé strany
agrees to the above terms and conditions. pfijimaji vySe uvedené podminky a vyjadfuji s
nimi souhlas.
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ANNEX TO THE FINANCIAL ARRANGEMENT

PRILOHA K FINANCNiIMU UJEDNANI

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

Tato Priloha 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
prostrednictvim pololetniho prehledu 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
Subjekti hodnoceni a (i) poctu 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 mésicti ( nebo 8 cykli), PIK3CA Wild Type, Gedatolisib + Palbociclib + Fulvestrant
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Rameno B: 6 mésici (nebo 6 cykli), PIK3CA Wild Type, Gedatolisib + Fulvestrant
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1
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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 E: 8 months (or 8 cycles), 2PIK3CA Mutated, Alpelisib + Fulvestrant
Rameno E: 8 mésicu (nebo 8 cykld), 2PIK3CA Mutated, Alpelisib + Fulvestrant

NI

FIIIII 1 LI

il

Arm F: 6 months (or 6 cycles), PIK3CA Mutated, Gedatolisib + Fulvestrant
Rameno F: 6 mésicl (nebo 6 cykll), PIK3CA Mutated, Gedatolisib + Fulvestrant
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i
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2. Additional Procedural Fees | 2. Dodateéné 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 zafazen do Studie podle kritérii pro zarazeni/vylou¢eni nebo z jinych
davodu. Neuspésny screening bude hrazen naklady na screeningovou navstévu podle tabulek oddilu 1
(,Poplatky za navstévu*) a oddilu 2 (,Dodatecné proceduralni poplatky*) této pfilohy. Instituce/zkouSejici
obdrZi platbu aZ za pocatecni 2 neuspésné screeningy a poté obdrzi platbu za dalsi 2 netispésné
screeningy za kazdy zafazeny subjekt studie aZ do celkového poctu 6 uplnych netspésnych
screeningl. Dal§i netspésné screeningy mohou byt instituci/zkou$ejicimu 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 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 pfipadé, Ze 1) divod selhani screeningu ¢asem
pozbude platnosti (napf. vyfesi se laboratorni hodnoty mimo rozsah) a 2) re-screening je schvélen
sponzorem. Opakované screeningy budou hrazeny néklady na screeningovou navstévu a prislusné
dodateéné procedury, pokud budou provedeny.
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5. Patient Travel Reimbursement | 5. Nahrady pacientim

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 NN < visit 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 || GcGcNINGNGNGNGGGEGEGEGEGE < 2 biopsy

procedure.

Primérené cestovni vydaje, které vzniknou subjektim studie, tam, kde Ize uplatnit dle ICF a dle mistnich
predpisu, budou uhrazeny. Celkova vySe Ghrady cestovnich vydaji je pevna éastka _
Bl 22 navstévu na zékladé vypinéného zaznamu néhrad. Pokud skuteéné vydaje prekrodi tuto
Castku, budou kompenzovany na zakladé prislusnych poskytnutych tctenek a po pfedchozim schvaleni
sponzorem.

PSI uhradi pacientim potize zplsobené odbérem biopsie nadoru podle formulare informovaného

souhlasu. Celkova vyse uhrady je | | I 2= \y\on biopsie.

6. Administrative/ Pharmacy Fees | 7. Administrativni poplatky
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7. Pharmacy Fees | 7. Poplatky

pro lékarnu
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