PRV-031-003

AMENDMENT #2 TO CLINICAL STUDY
AGREEMENT

This Amendment (the "Amendment") to the Clinical
Study Agreement, dated 23 July 2021 (the
“Agreement”’), as amended by Amendment No. 1
dated 15 October 2024, for the clinical study (the
“Study”) sponsored by Provention Bio, Inc., 55
Corporate Drive, Bridgewater, NJ 08807, USA (the
"Sponsor"), conducted in accordance with the
protocol PRV-031-003, entitled, “A Multicenter,
Multinational Extension of Study PRV-031-001 to
Evaluate the Long-Term Safety of Teplizumab
(PRV-031), a Humanized, FcR Non-Binding,
AntiCD3 Monoclonal Antibody, in Children and
Adolescents with Recent-Onset Type 1 Diabetes
Mellitus” and any amendments thereto (the *
Protocol”), is made by and between:
Fakultni nemocnice

statefunded institution
Motol and Homolka),

V Uvalu 84, 150 00 Praha 5, Czech Republic, ID
00064203, TIN CZ00064203, established by the
Ministry of Healthcare with no obligation of
registration with the Business Register, registered
with the Trade Register, responsible office: Ufad
méstské ¢asti Praha 5 (Prague 5 City District Office),

represented [INEEEEEEEG -y

And
an authorization (the “Institution”) (The Agreement

was concluded under the former name Faculty

Hospital in Motol.)
PSI CRO Czech Repubilic 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, represented by

e
I by Power of

Attorney (“PSI’)

WHEREAS, the parties wish to revise the Annex to
PREAMBLE:
the Financial Arrangements, Exhibit B to the

VZHLEDEM K TOMU, ZE si strany pieji revidovat

Pfilohu k Finan¢nim ujednanim, které tvofi PFilohu
Agreement (the “Annex to
the Financial

PSI Template, General, 18NOV2020
Czech Republic, 4SEP2025

Motol a Homolka,
(University Hospital

University Hospital Motol and Homolka

DODATEK #2 KE SMLOUVE O KLINICKEM
HODNOCENI
Tento Dodatek (dale jen ,Dodatek”) ke Smlouvé o
klinickém hodnoceni ze dne 23. Cervence 2021,
ménénou dodatkem €. 1 ze dne 15. 10. 2024 (dale
jen ,Smlouva“) ke klinické studii (dale jen ,Studie®)
zadané spoleCnosti Provention Bio, Inc., 55
Corporate Drive, Bridgewater, NJ 08807, USA (dale
jen ,Zadavatel”) provadéné v souladu s Protokolem

PRV-031-003 S nazvem: ~Multicentricka
mezinarodni  studie  hodnotici  dlouhodobou
bezpecnost Teplizumabu (PRV-031),

humanizované monoklonalni protilatky Anti-CD3
nevazajici se na FcR, u déti a mladistvych s
nedavnym nastupem diabetes mellitus 1. typu
navazujici na studii PRV-031-001“ a vSemi jeho
dodatky (dale jen ,Protokol“) se uzavira mezi:

Fakultni nemocnice Motol a Homolka, statni
prispévkova organizace, se sidlem V Uvalu 84,150
00 Praha 5, Ceska republika, ICO: 00064203, DIC:
CZ00064203, statni pfispévkova organizace zfizena
Ministerstvem zdravotnictvi, bez povinnosti zapisu
do obchodniho rejstiiku, zapsana do
Zivnostenského rejstfiku, pfislusny Gfad: Ufad
méstské &asti Praha 5, zastoupena | EGzGNG

. - z:kladé povéteni (dale

jen ,Poskytovatel zdravotnich sluzeb®)

A
(Smlouva byla uzavfena pod dfivéjSim ndzvem

Fakultni nemocnice v Motole)

PSI CRO Czech Republic s.r.o., V Parku 2343/24,
148 00 Praha 4 - Chodov, Ceska republika, IC:
28196775, DIC:CZ28196775, zapsana v
obchodnim rejstfiku u Méstského soudu v Praze,

oddil C, viozka 132148, zastoupena | GczNR
|
. - zckiadé piné
moci (dale jen ,PSI”)

Arrangements”) in order to introduce the updates
PREAMBULE:
to the budget due to changes as per Protocol

Amendment v.6.0 dd. 28 October 2024 (the

“Protocol Amendment");
B ke Smlouvé (déle jen ,Pfiloha k finanénim

ujednanim®) za ucelem aktualizace Rozpoctu studie

171

CONFIDENTIAL



PRV-031-003

v souladu s Dodatkem k protokolu &. 6.0 ze dne 28.

fijna 2024 (dale jen ,Dodatek

3. The parties acknowledge that Act No. 340/2015
Coll., on the Contract Register, as amended, obliges
the Institution to publish the Amendment. PSI shall
prepare a machine-readable electronic format of the
which  will  blind
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 Amendment, the

Institution shall inform PSI of the publication via the
PSI data box with identifier: gw5Svnbb and by email
sent to info.prague@psi-cro.com. The Act on the
Contract Register also obliges the Institution to
publish the estimated value of the Amendment. The
parties agree that this amount shall be defined as
40 882,00 CZK.

3. Strany berou na védomi, ze dle zakona ¢.
340/2015 Sb. o registru smluv ma Poskytovatel
zdravotnich sluzeb povinnost zvefejnit tento
Dodatek. PSI je povinna pfipravit strojové Citelny
5. This Amendment shall be made part of the
Agreement and attached thereto. Except as
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;

Amendment out sensitive

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:

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.

This Amendment shall be considered valid as of the
Protocol Amendment approval by the regulatory
authority/IRB/ethics committee, as applicable, and
shall become effective as of its disclosure in the
Contract Register in accordance with Act No.

University Hospital Motol and Homolka

k protokolu®);

elektronicky format tohoto Dodatku, v némz budou
citlivé informace znecitelnény v souladu s Oddilem
3 odst. 1 zakona o registru smluv, a zaslat jej
Poskytovateli zdravotnich sluzeb ke zvefejnéni.
Jakmile Poskytovatel zdravotnich sluzeb Dodatek
zvefejni, informuje o tom PSI prostfednictvim
datové schranky s identifikaénim znakem: gw5vnbb
a emailem zaslanym na
info.prague@psicro.com. Dle zakona o registru
smluv ma Poskytovatel zdravotnich sluzeb dale
povinnost zvefejnit odhadovanou hodnotu tohoto
Dodatku. Strany se shodly, ze tato ¢astka bude
definovana jako 40 882,00 K&.

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

adresu:

4. Pojmy uvedené s velkym pocateCnim
pismenem, které v8ak tento Dodatek neredefinuje,
maji stejny vyznam jako ve Smiouvé.

provided herein, all other terms of the Agreement
shall remain in full force and effect.

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

VZHLEDEM K TOMU, ZE Strany souhlasi s
uzavienim tohoto Dodatku za ucelem nahrazeni
obsahu Pfilohy k Finan¢nim ujednanim;

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

Pfiloha k Finanénim ujednanim bude zcela
nahrazena revidovanou Pfilohou k Finan€nim
ujednanim v takovém znéni, v jakém je pfipojena k
tomuto Dodatku.

Tento Dodatek bude povaZovan za platny k datu
schvéleni Dodatku k protokolu regulaénim
Uradem/IRB/etickou komisi dle situace. Uginny
bude k datu uvefejnéni v registru smluv v souladu
se zakonem €. 340/2015 Sb. o registru smluv v

psi TemfR2UR L9l sRBB®SoNtract

Czech Register ssramended.

platném znéni.
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5. Tento Dodatek je soucasti Smlouvy jako jeji zUstavaji v pIné platnosti veskeré podminky
pfiloha. S vyjimkou ustanoveni tohoto Dodatku stanovené Smlouvou.
[SIGNATURE PAGE TO FOLLOW] [NASLEDUJE PODPISOVA STRANA]
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By signing below, each party hereby accepts and Svym podpisem niZe jednotlivé strany pfijimaji

agrees to the above terms and conditions. vySe uvedené podminky a zavazuji se je dodrzovat.

The Institution | Poskytovatel zdraovtnich sluzeb: Fakultni nemocnice

Motol a Homolka, statni prispévkova organizace (University
Hospital Motol and Homolka, state-funded institution)

Name | Jméno: [N
Title | Pozice: | N

Dated | Datum:

Read
and acknowledged | Pfecetl/a a vzal/a na védomi:
Name
| ymeno: I
Title | Pozice: [ INEEG—
Dated | Datum: PSI:

PSI CRO Czech Republic s.r.o.

Name | Jméno: [N

Title | Pozice: |

Dated | Datum:

Name | Jméno: N

Title | Pozice: [

Dated | Datum:

PSI Template, General, 18NOV2020
Czech Republic, 4SEP2025
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ANNEX TO THE FINANCIAL ARRANGEMENT

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

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

1. Study Visit Fees

Study Visit fees shall be calculated in accordance with the below table
based on (i) the number of Study subjects and (ii) the number of
procedures performed and completed CRF sections ready for
verification by PSI monitor with respect to these Study subjects in
compliance with the Agreement. Ninety percent (90%) of each Study
procedure payment due will be made based upon data, which was
entered into CRFs and ready for verification by PSI monitor. The
balance of monies earned, up to ten percent (10%), will be pro-rated
upon verification by PSI monitor of actual Study subject visit sets, and
will be paid upon final acceptance by PSI of all CRF pages, all data
clarifications request resolution and closeout visit at the Institution.

PSI Template, General, 18NOV2020
Czech Republic, 4SEP2025

University Hospital Motol and Homolka

PRILOHA K FINANCNiIM UJEDNANIM

Tato pfiloha definuje odménu, kterd ma byt vyplacena dle Smiouvy.

Sloupec s nazvem "Fakturu vystavil" naznacuje, zda platbu daného
poplatku iniciuje PSI prostfednictvim Ctvrtletnich pfehled, nebo
Zdravotnické zafizeni prostfednictvim faktury.

1. Poplatky za Studijni navstévy

Poplatky za Studijni navstévy budou vypocitavany v souladu s tabulkou
nize na zakladé: (i) poctu Subjektt hodnoceni a (ii) po¢tu provedenych
procedur a vyplnénych oddilil CRF pfipravenych pro ovéfeni monitorem
PSI s ohledem na tyto Subjekty hodnoceni dle Smlouvy. Devadesat
procent (90%) splatné Castky za kazdou Studijni proceduru bude
vyplaceno na zakladé udaju zaznamenanych do CRF a pfipravenych pro
ovéfeni monitorem PSI. Zbyvajici &astka, maximalné deset procent
(10%) bude po ovéfeni udaju monitorem PSI vypocitana pomérné z
aktualnich navstév absolvovanych Subjektem hodnoceni a bude
vyplacena po zavére¢ném akceptovani vSech stran CRF ze strany PSI,
vyfeSeni vSech pozadavkl na vysvétleni udajl a vykonani zavérecné
navstévy ve Zdravotnickém zafizeni.
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2. Additional Procedural Fees 2. Poplatky za dodate¢né procedury

Further to the fees above, the following unscheduled and/or additional Navic k vy$e uvedenym poplatkim budou hrazeny nize uvedené
procedures will be compensated only if they fall under Condition(s) neplanované a/nebo dodate¢né procedury, a to pouze v pfipadé, Ze provided
in the corresponding column of the below table. splfuji Podminky uvedené v odpovidajicim sloupci tabulky nize.

PSI Template, General, 18NOV2020
Czech Republic, 4SEP2025 8/11
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3. Patient Travel Reimbursement

Study subjects will be reimbursed for all reasonable expenses in
connection with their participation in the Study in the amount ||l
Il for each visit (including travel and meal expenses). If the amount
is exceeded, or there are additional expenses required (e.g. hotel
accomodation), all extra cost related to the Study subject participation
in the Study will be reimbursed upon prior sponsor approval, which is
required before the reimbursement and upon submitting the supportive
evidence of such costs.

4, Administrative Fees
PSI Template, General, 18NOV2020
Czech Republic, 4SEP2025

3. Nahrada cestovnich vydaja pacientiim

Subjektim hodnoceni budou uhrazeny vSechny odpovidajici vydaje v
souvislosti s jejich ugasti ve Studii, a to ve vysi || llllza kazdou
navstévu (vCetné cestovnich vydaji a vydaju za jidlo). V pfipadé
prekroceni této ¢astky nebo v pfipadé potfeby dalSich vydaji (napf. za
hotelové ubytovani) budou vS8echny naklady navic souvisejici s ucasti
Subjektu hodnoceni ve Studii uhrazeny po schvaleni Zadavatelem, ktery
je vyzadovan pfed uhrazenim naklad po pfedlozeni dokladu k témto
nakladim.

4. Administrativni poplatky
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