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AMENDMENT #2
to the Clinical Trial Agreement

This Amendment #2 (hereinafter called
the “Amendment #2”) to the Clinical Trial Agreement
(“Agreement”) is executed on signature of contracting
parties and becomes effective on the day of its
publication in Register of Contracts in accordance with
Act. No. 340/2015 Coll. on the Register of Contracts
(the “Effective Date”)

and is made by and between:

ICON Clinical Research Czech Republic s.r.o., with
registered offices at Prague 4, V parku 2335/20,
Chodov, Postal Code 148 00, Czech Republic company
ID number: 27636852, TAX ID number: CZ27636852,
the limited liability company duly registered in the
Commercial Register of the Czech Republic maintained
by the Municipal Court in Prague, Section C, Entry
120574, formerly known as Pharmaceutical Research
Associates CZ, s.r.o.

represented by XXXXXXXXXXXX, authorised
representative based on power of attorney (“CRO”)
and

Janssen Research & Development LLC with registered
offices at: 920 Route 202 South Raritan, New Jersey
08869 USA,

represented by CRO (“Janssen”)

and

Nemocnice Pardubického kraje, a.s.

with registered offices at Kyjevska 44, Postal code: 532
03, Pardubice, Czech Republic,

represented by XXXXXXXXXXXX

ID No.: 27520536

Tax ID: CZ27520536

Account No.: XXXXXXXXXXXXIBAN: xxxxxxxxxxxxName of
the bank: XXXXXXXXXXXX

Bank address: xxxxXXXXXXXXSWIFT: XXXXXXXXXXXX
(“Institution”)

and

XXXXXXXXXXxxwith registered offices at Kyjevska 44,
Postal code: 532 03, Pardubice, Czech Republic
(“Principal Investigator”)

DODATEK C. 2
ke smlouvé o provedeni klinického
hodnoceni

Tento dodatek ¢. 2 (déle jen ,,dodatek ¢. 2“) ke smlouvé
o provedeni klinického hodnoceni (,smlouva“) je
uzaviena ke dni podpisu smluvnimi stranami a nabude
ucinnosti dnem uverejnéni v registru smluv v souladu se

zadkonem ¢. 340/2015 Sb., o registru smluv (,datum
ucinnosti“)

a uzavira se mezi:

ICON Clinical Research Czech Republic s.r.o. (,,CRO“), se
sidlem na adrese V parku 2335/20, Praha 4 Chodov, PSC
148 00, Ceska republika, IC: 27636852, DIC: CZ27636852,
spole¢nosti s ru¢enim omezenym fadné zapsanou v
obchodnim  rejstiiku  Ceské  republiky vedeném
Méstskym soudem v Praze, oddil C, vlozka 120574, dfive
znamou jako Pharmaceutical Research Associates CZ,
s.r.o.,

ktera je zastoupena xxxxxxxxxxxx, zastupkyni povérenou
na zakladé plné moci (“CRO”)

Janssen Research & Development LLC, spolecnosti se
sidlem na adrese 920 Route 202 South Raritan, New
Jersey 08869 USA,

ktera je zastoupena CRO (“Janssen”)

Nemocnici Pardubického kraje, a.s.

se sidlem na adrese Kyjevska 44, PSC: 532 03, Pardubice,
Ceska republika,

zastoupend XXXXXXXXXXXX

ICO.: 27520536

DIC: CZ27520536

Cislo Getu.: xxoxxxxxxxxIBAN: xxxxxxxxxxxxNazev banky:
XXXXXXXXXXXX

Adresa banky: xXXxXXXXXXXXXXSWIFT: XXXXXXXXXXXX
(“zdravotnické zafizeni”)

a
XXXXXXXXXXXX,
s pracovistém na adrese Kyjevskd 44, PSC: 532 03,
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Pardubice, Ceska republika (“hlavni zkousejici”)

Clinical Trial number: 80202135CDP3001
Study Product: Nipocalimab

Protocol title: Phase 2/3, Multistage, Multicenter,
Randomized, Double-Blind, Placebo-
Controlled Parallel Group Withdrawal Study
to Evaluate the Efficacy and Safety of
Nipocalimab Administered to Adults with
Chronic Inflammatory Demyelinating
Polyneuropathy (CIDP)

EUCT number: 2023-508425-28-00
Study Site: Neurology clinic of the Nemocnice

Pardubického kraje, a.s. at Kyjevska 44, 532
03, Pardubice, Czech Republic

Cislo klinického hodnoceni: 80202135CDP3001

Hodnoceny pfipravek: Nipokalimab

Ndzev  protokolu:  Vicestupnova, multicentricka,
randomizovana, dvojité zaslepend, placebem
kontrolovana studie vysazeni faze 2/3
s paralelnimi  skupinami  hodnotici  Gc¢innost
a bezpecnost nipokalimabu podavaného

dospélym s chronickou zanétlivou demyelinizacni
neuropatii (Chronic inflammatory demyelinating
polyneuropathy, CIDP)

Cislo EUCT: 2023-508425-28-00
Pracovisté studie: Neurologickd klinika Nemocnice

Pardubického kraje, a.s. na adrese Kyjevska 44,
532 03, Pardubice, Ceska republika

Whereas, Janssen, CRO,
Investigator (The “Parties”)
Agreement on 18 April 2023;

Institution and Principal
have executed the

Whereas, the parties have further expressed their
desire to amend certain terms of the Agreement, as
hereinafter set forth;

Whereas, the Protocol was amended with Protocol
Amendment 4 (“PA4”) dated 24 January 2024 and
Protocol Amendment 5 (“PA5”) dated 13 May 2024
and approved by Independent Ethics Committee (IEC)
on 27 January 2025 (“PA4 and PA5 Approval Date”);

Whereas, the Parties intend to amend the budget to
reflect changes made due to Protocol PA4 and PAS.

Now therefore, in consideration of the mutual
covenants set forth herein Amendment no. 2, the
parties hereto agree as follows:

1. Definitions
For the purpose of this Amendment no.2 all
capitalized terms used herein shall have the same

VZHLEDEM K TOMU, ZE spolecnost Janssen, CRO,
zdravotnické zafizeni a hlavni zkousejici (,smluvni
strany”) podepsali smlouvu dne 18.dubna 2023;

VZHLEDEM K TOMU, ZE smluvni strany dale vyjadfily
prani doplnit podminky této smlouvy, jak je stanoveno
dale;

VZHLEDEM K TOMU, ZE protokol byl dopInén dodatkem
4 k protokolu (,,PA4“) ze dne 24. ledna 2024 a dodatkem
5 k protokolu (,,PA5“) ze dne 13. kvétna 2024 a schviélen
nezavislou etickou komisi (NEK) dne 27-ledna 2025
(,datum schvaleni PA4 a PA5");

VZHLEDEM K TOMU, ZE smluvni strany maji v umyslu
upravit rozpocet tak, aby odrazel zmény provedené v
dusledku PA4 a PAS;

SE NYNi PROTO smluvni strany s ohledem na vzajemné
zavazky, jeZ jsou obsaZeny v tomto dodatku ¢.2, dohodly
na nize uvedeném.

1. Definice
Pro ucely tohoto dodatku ¢ 2 budou mit vSechny
terminy, které v anglickém textu zacinaji velkym
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meaning as set forth in the Agreement, except as
expressly stated otherwise herein.

pismenem, stejny vyznam jako ve smlouvé, pokud zde
neni vyslovné uvedeno jinak.

2. Budget and Payment Schedule

The parties agree that Annex B - Financial Provisions
of the Agreement (“Financial Provisions”) shall be
canceled and replaced by the Annex B - Financial
Provisions attached to this Amendment #1, effective
as of the PA4 and PA5 Approval Date, which reflects
the changes due to PA4 and PAS as listed below:

Section 2
e Updated the date to align with the
latest Protocol

e Stage A Milestone Table
e Removed Week 7, Week 9, and Week
11 Phone Visits

e Stage B Milestone Table —

e Added clarification as to when
the Additional QXW Visits
apply

e Updated Additional Q4W Visit
to remove Week 16, Week 32,
Week 40 and Week 44 and to
instead include Week 20,
Week 28 and Week 44

e OLE Milestone Table —

e Added clarification that Week
10 follows the pricing
structure of the Additional
Q2W Visit, and clarification
that the Week 12 Visit follows
the pricing structure as the
Additional Q12W Visits.

e Added clarification was noting
that the Additional Q4W Visits
are Q4W from Week 12,
Additional Q8W Visits are
from Q8W from Week 8,
Additional Q12W Visits are
Q12W from Week 12, and
Additional Q24W Visits are
Q24W from Week 8.

e Additional Q24W Visit
changed from Q24W from
Week 8 to Q24W from Day 1

2. Rozpocet a harmonogram plateb

Smluvni strany souhlasi s tim, Ze pfiloha B = Financni
ustanoveni smlouvy (,Financni ustanoveni”) bude
zrusena a nahrazena prilohou B = Financni ustanoveni,
ktera je pfipojena k tomuto dodatku ¢. 1 s ucinnosti od
data schvédleni PA4 a PA5 a kterd odrazi zmény v
dlsledku PA4 a PAS5, jak je uvedeno nize.

Cast 2
e Datum bylo aktualizovano tak, aby
odpovidalo nejnovéjsi verzi protokolu.

e Tabulka milnika stadia A
e Odstranény telefonické navstévy v 7.
tydnu, 9. tydnu a 11. tydnu.

e Tabulka milnika stadia B -

e Doplnéno vysvétleni, kdy plati
dalsi navstévy QXW.

e Aktualizovana dalSi navstéva
Q4W s cilem odstranit 16. tyden,
32. tyden, 40. tyden a 44. tyden
a misto toho zahrnout 20. tyden,
28. tyden a 44. tyden.

e Tabulka milnik(i OLE —

e Doplnéno vysvétleni, ze pro 10.
tyden plati cenova struktura
dodatecné navstévy Q2W, a
objasnéni toho, Ze pro navstévu
ve 12. tydnu plati cenova
struktura jako pro dodatecné
navstévy Q12W.

e Doplnéné vysvétleni uvadélo, ze
dodatecné navstévy Q4W jsou
Q4W od 12. tydne, dodatecné
navstévy Q8W jsou Q8W od 8.
tydne, dodatecné navstévy
Q12W jsou Q12W od 12. tydne a
dodatecné navstévy Q24W jsou
Q24W od 8. tydne.

e Dodatecna ndvstéva Q24W byla
zménéna z Q24W od 8. tydne na
Q24W od 1. dne.
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Gait Assessment Milestone Table —
Clarification was added as to when the
Stage B Additional Q8W Visit
milestone would apply.

Section 3

Added MACE Training and MACE
Event

Added new Accelerated Start-Up
language

Section 4

IVlg Rescue Medication Infusion-
Added clarification
that this will be paid if
not determined to be
Routine Care
Adjusted bullet point
# 2 language to align
with the protocol
Added the option indicating that
medication is considered to be
Routine Care, in the case the IVIG is
considered Routine Care.

Added Local Magnesium to the Local
Chemistry item to align with the
Protocol Amendment 4 changes
Added Local Reticulocyte to the Local
Hematology item to align with the
Protocol Amendment 4 changes.

Section 5
® Invoicing details updated due to organizational

changes in CRO.

Tabulka milniki hodnoceni chiize — Bylo
doplnéno vysvétleni toho, kdy by platil
milnik pro dodatec¢nou ndvstévu Q8W ve
stadiu B.

Doplnéno skoleni MACE a udalost
MACE.
Doplnén text pro zrychlené zahajeni.

Infuze zachranného Iéciva IVIg
Doplnéno vysvétleni, Ze
bude proplaceno, pokud
nebude stanoveno, Ze
se jednd o béZnou péci.
Upraven bod ¢. 2 tak,
aby odpovidal
protokolu.

Byla doplnéna moZnost uvadéjici, Ze
|écivo je povaZzovano za béZznou péci v
pripadé, Ze je podani IVIG povazovano
za béznou péci.

Do polozky mistni biochemické vysettreni
doplnéno mistni stanoveni horc¢iku, aby
bylo zajisténo sladéni se zménami v
dodatku 4 k protokolu.

Do polozky mistni hematologické
vySetfeni doplnéno mistni stanoveni
retikulocytd, aby bylo zajisténo sladéni
se zménami v dodatku 4 k protokolu.

Aktualizovany fakturacni udaje v
dlsledku organizacnich zmén CRO.

All above stated provisions shall be effective as from
the Effective Dates. Except as specifically provided
herein, all other terms and conditions in the
Agreement shall remain unchanged and in full force
and effect and this Amendment no.2 shall not be
construed to amend or waive any provisions of the
Agreement except as specifically set forth above.

IN WITNESS WHEREOF, the parties hereto have
caused this this Amendment no. 2 to be executed in
four original copies by their duly authorized
representatives as of the Effective Date, each party

Vsechna vyse uvedena ustanoveni budou uc¢inna od data
udinnosti. S vyjimkou pripadd vyslovné uvedenych
v tomto dokumentu zlstanou vSechny ostatni podminky
smlouvy beze zmény avplné platnosti a ucinnosti
a tento dodatek ¢.2 nebude vykladan tak, ze by ménil
jakakoli ustanoveni smlouvy nebo predstavoval jejich
prominuti s vyjimkou pripadd vyslovné uvedenych vyse.

NA DUKAZ €EHOZ smluvni strany podepsaly tento
dodatek ¢.2 ve Cctyrech origindlnich stejnopisech
prostfednictvim svych fadné zmocnénych zastupcl k
datu uUcinnosti a kazda smluvni strana potvrzuje obdrzeni
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acknowledging receipt of one original copy. jednoho origindlniho stejnopisu.
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ICON Clinical Research Czech Republic, s.r.o. On behalf of / jménem spoleénosti Janssen
Research & Development, LLC

Signature / Podpis Date / Datum 04 FEB 2025

Name / Jméno: MUDr. Jana Vlkova

ICON Clinical Research Czech Republic s.r.o. (formerly known as Pharmaceutical Research
Associates CZ, s.r.0.) / (dfive znama jako Pharmaceutical Research Associates CZ, s.r.o0.)

Signature/ Podpis Date/ Datum 04 FEB 2025

Jméno / Name: XXXXXXXXXXXX

Nemocnice Pardubického kraje, a.s.

Signature / Podpis Date/ Datum 24-02-2025

IJméno / Name: XXXXXXXXXXXX

Signature / Podpis Date/ Datum 24-02-2025

Jméno / Name: XXXXXXXXXXXX

Hlavni zkousejici/ Principal Investigator

Signature/Podpis Date/Datum 26.02.2025

Jméno / Name: Doc. XXXXXXXXXXXX
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Annex B- Financial Provisions

Priloha B- Rozpocet a rozvrh plateb

Protocol No. 80202135CDP3001: “Phase 2/3,
Multistage, Multicenter, Randomized, Double-
Blind, Placebo-Controlled Parallel Group
Withdrawal Study to Evaluate the Efficacy and
Safety of Nipocalimab Administered to Adults with
Chronic Inflammatory Demyelinating
Polyneuropathy (CIDP)”

Protokol €. 80202135CDP3001: ,Vicestupriova,
multicentricka, randomizovana, dvojité zaslepena,
placebem kontrolovana studie vysazeni faze 2/3

s paralelnimi skupinami hodnotici u¢innost

a bezpecnost nipokalimabu podavaného dospélym
s chronickou zanétlivou demyelinizaéni neuropatii
(CIDP)*

Section 1 _The “Per-Subject Fee”
represents all fixed and variable costs
associated with the Study, excluding those
items specified in Section 3 (Site Costs)
and Section 4 (Other Compensation)
below, provided that all visits described in
Section 2 are completed. The Per-Subject
Fee for this Study is:

Cast 1 wPoplatek za subjekt” pfedstavuje
vSechny fixni a variabilni naklady spojené
se studii s vyjimkou poloZek uvedenych
v Casti 3 (naklady pracovisté) a v ¢asti 4
(jiné nahrady) nize za prfedpokladu, ze jsou
dokonéeny vSechny navstévy popsané
v Casti 2. Poplatek za subjekt v této studii je:

XXXXXXXXXXXX XXXXXXXXXXXX
XXXXXXXXXXXX XXXXXXXXXXXX
XXXXXXXXXXXX XXXXXXXXXXXX
XXXXXXXXXXXX XXXXXXXXXXXX
Section 2 Payment Milestone Table(s): Cast 2 Tabulka(y) milnika Uhrad:

Milestone payments in the below table(s)
represent fair market value for
performance of research services detailed
in the Schedule of Activities of the Protocol
Amendments dated 24 January 2024 and
13 May 2024 provided herein by reference
in Exhibit A. Parties agree in the event
subsequent protocol amendments result in
a material change to the research
services, compensation will be adjusted to
reflect the new fair market value of the
research services through a written
amendment signed by all parties hereto.

Milniky uhrad v niZe uvedené tabulce
(tabulkach) predstavuji spravedlivou trzni
hodnotu poskytovani vyzkumnych sluzeb
podrobné popsanych v planu aktivit

v dodatku k protokolu ze dne 24. ledna 2024
a 13. kvétna 2024, ktery je zde zahrnut
formou odkazu v pfiloze A. VSechny smluvni
strany se podepsanim pisemného dodatku
k této smlouvé dohodly, Ze v pfipadé
naslednych dodatku protokolu k podstatné
zméné vyzkumnych sluZzeb bude odména
upravena tak, aby odrazela novou
spravedlivou trzni hodnotu vyzkumnych
sluzeb.
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RUN-IN MILESTONES /
. N : ) Visit A ¢/
MILNIKY UVODNIHO OBDOBI
- Céstka za navstévu
Screening XXXXXXXXXXXX
Screening
Baseline XXXXXXXXXXXX
Vychozi stav
Week 1 (Phone) XXXXXXXXXXXX
1. tyden (telefonicky)
Week 2 XXXXXXXXXXXX
2. tyden
Week 3 (Phone) XXXXXXXXXXXX
3. tyden (telefonicky)
Week 4 XXXXXXXXXXXX
4. tyden
Week 5 (Phone) XXXXXXXXXXXX
5. tyden (telefonicky)
Week 6 XXXXXXXXXXXX
6. tyden
Week 8 XXXXXXXXXXXX
8. tyden
Week 10 XXXXXXXXXXXX
10. tyden
EOP/EW (Week 12) XXXXXXXXXXXX
Konec obdobi (EOP) / predéasné ukonéeni (EW)
(12. tyden)
Per-Subject Fee XXXXXXXXXXXX

Poplatek za subjekt

Totals are VAT excluded. VAT will be
paid as outlined in Section 5 of this Exhibit.

Soucty jsou bez DPH. DPH bude uhrazena
tak, jak je uvedeno v ¢asti 5 této piilohy.

STAGE A MILESTONES Visit Amount
MILNIKY FAZE A Castka za navstévu
If Run-in was not completed XXXXXXXXXXXX
) Pokud nebyla dokonéena vstupni faze
Baseline f Runi oted
. . un-in was complete XXXXXXXXXXXX
Vychozi stav (Excludes Run-in EOP procedures that serve as
the baseline values for Stage A)
Pokud byla dokonéena vstupni faze
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STAGE A MILESTONES Visit Amount
(Nezahrnuje vykony EOP ve vstupni fazi, které
slouzi jako hodnoty pro fazi A ve vychozim stavu)
Week 1 (Phone) XXXXXXXXXXXX
1. tyden (telefonicky)
Week 2 XXXXXXXXXXXX
2. tyden
Week 3 (Phone) XXXXXXXXXXXX
3. tyden (telefonicky)
Week 4 XXXXXXXXXXXX
4. tyden
Week 5 (Phone) XXXXXXXXXXXX
5. tyden (telefonicky)
Week 6 XXXXXXXXXXXX
6. tyden
Week 8 XXXXXXXXXXXX
8. tyden
Week 10 (Phone) XXXXXXXXXXXX
10. tyden
EOP/EW (Week 12) XXXXXXXXXXXX
Konec obdobi (EOP) / predéasné ukonéeni (EW) (12. tyden)
Safety Follow-up XXXXXXXXXXXX XXXXXXXXXXXX
Bezpecnostni
nasledné XXXXXXXXXXXX 901 CZK/K&
sledovani
Per-Subject Fee XXXXXXXXXXXX
Excludes Baseline if Run-in was not completed, Safety Follow-up Onsite, and
Safety Follow-up Phone
Poplatek za subjekt
Nezahrnuje vychozi navstévu, pokud nebyla dokonéena vstupni faze,
bezpecnostni nasledné sledovani na pracovisti a bezpe¢nostni nasledné
sledovani telefonicky

Totals are VAT excluded. VAT will be paid
as outlined in Section 5 of this Exhibit.

Soucty jsou bez DPH. DPH bude uhrazena
tak, jak je uvedeno v Casti 5 této pfilohy.
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STAGE B MILESTONES

MILNIKY FAZE B

cr " z vIv

Baseline
(Excludes Stage A EOP procedures that serve as the baseline
values for Stage B)

Vychozi stav
(Nezahrnuje vykony EOP ve fazi A, které slouzi jako hodnoty pro
fazi B ve vychozim stavu)

XXXXXXXXXXXX

Week 1 (Phone)
1. tyden (telefonicky)

XXXXXXXXXXXX

Week 2
2. tyden

XXXXXXXXXXXX

Week 3 (Phone)
3. tyden (telefonicky)

XXXXXXXXXXXX

Week 4
4. tyden

XXXXXXXXXXXX

Week 5 (Phone)
5. tyden (telefonicky)

XXXXXXXXXXXX

Week 6
6. tyden

XXXXXXXXXXXX

Week 7 (Phone)
7. tyden (telefonicky)

XXXXXXXXXXXX

Week 8
8. tyden

XXXXXXXXXXXX

Additional Q2W Visit
(Visit may repeat)
(Applicable at Week 10, Week 14, Week 18, Week 22, Week 26,
Week 30, Week 34, Week 38, Week 42, Week 46 and Week 50)

Dodate¢na navstéva kazdé 2 tydny (Q2W)

(Navstéva se muze opakovat)

XXXXXXXXXXXX

Additional Q4W Visit

(Visit may repeat. Cost is inclusive of Q2W procedures.)
(Applicable at Week 20, Week 28 and Week 44)
Dodatec¢na navstéva kazdé 4 tydny (Q4W)

(Navstéva se muze opakovat. Naklady zahrnuji postupy Q2W.)

XXXXXXXXXXXX

Additional Q8W Visit
(Visit may repeat. Cost is inclusive of Q2W and Q4W
procedures.)

(Applicable at Week 16, Week 32 and Week 40)
Dodatecna navstéva kazdé 8 tydny (Q8W)

(Navstéva se muze opakovat. Naklady zahrnuji postupy Q2W
a Q4W.)

XXXXXXXXXXXX

Additional Q12W Visit
(Visit may repeat. Cost is inclusive of Q2W and Q4W
procedures.)

(Applicable at Week 12, Week 24, Week 36 and Week 48)_
Dodatec¢na navstéva kazdé 12 tydny (Q12W)

(Navstéva se mlze opakovat. Naklady zahrnuji postupy Q2W
a Q4Ww.)

XXXXXXXXXXXX
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STAGE B MILESTONES
MILNIKY FAZE B o o e
Casth SvEts
EOP/EW/Stage B Week 52 XXXXXXXXXXXX
EOP/EW/faze B, 52. tyden
Safety Follow-up XXXXXXXXXXXX XXXXXXXXXXXX
Bezpecnostni nasledné
sledovani XXXXXXXXXXXX XXXXXXXXXXXX
Per-Subject Fee XXXXXXXXXXXX
Excludes Safety Follow-up Onsite and Safety Follow-up Phone
Poplatek za subjekt
Nezahrnuje telefonni &islo pro sledovani bezpeénosti
na pracovisti a bezpecnostni nasledné sledovani

Totals are VAT excluded. VAT will be
paid as outlined in Section 5 of this Exhibit.

Soucty jsou bez DPH. DPH bude uhrazena
tak, jak je uvedeno v Casti 5 této pfilohy.

MILNIKY NEZASLEPENEHO PRODLOUZENI Castka za navstévu

If subject entered directly from Stage A XXXXXXXXXXXX
Pokud subjekt vstoupil pfimo z faze A

If subject relapsed in Stage B XXXXXXXXXXXX
Pokud u subjektu doslo k relapsu ve fazi B

Day 1 If Stage B was completed on study XXXXXXXXXXXX

1. den intervention
(Excludes Stage B EOP procedures that serve as the
baseline values for OLE)

Pokud byla pfi intervenci ve studii

dokonéena faze B
(Nezahrnuje vykony EOP ve fazi B, které slouzi jako
hodnoty pro OLE ve vychozim stavu)

Week 2
2. tyden

XXXXXXXXXXXX

Week 4
4. tyden

XXXXXXXXXXXX

Week 6
6. tyden

XXXXXXXXXXXX

Week 8
8. tyden

XXXXXXXXXXXX

Week 10 and Additional Q2W Visit
(Visit may repeat)

Dodatecna navstéva kazdé 2 tydny (Q2W)

(Navstéva se muze opakovat)

XXXXXXXXXXXX

Amendment to EMEA Clinical Trial Agreement, template version December 2016

Protocol 80202135CDP3001_XXXXXXXXXXXX

Page 11 of 30




(| CON

c, " 3 vlv

Additional Q4W Visit

(Visit may repeat. Cost is inclusive of Q2W procedures.)
(Q4W from Week 12)

Dodatecna navstéva kazdé 4 tydny (Q4W)

(Navstéva se muze opakovat. Naklady zahrnuji postupy Q2W.)

XXXXXXXXXXXX

Additional Q8W Visit
(Visit may repeat. Cost is inclusive of Q2W and Q4W procedures.)

(Q8W from Week 8)

Dodate¢na navstéva kazdé 8 tydny (Q8W)
(Navstéva se muze opakovat. Naklady zahrnuji postupy Q2W a Q4W.)

XXXXXXXXXXXX

Week 12 and Additional Q12W Visit
(Visit may repeat. Cost is inclusive of Q2W and Q4W procedures.)

(Q12W from Week 12)

Dodate¢na navstéva kazdé 12 tydny (Q12W)
(Navstéva se muze opakovat. Naklady zahrnuji postupy Q2W a Q4W.)

XXXXXXXXXXXX

Additional Q24W Visit
(Visit may repeat. Cost is inclusive of Q2W, Q4W, Q8W, and Q12W
procedures.)

(Q24W from Day 1)
Dodatecna navstéva kazdé 24 tydny (Q24W)

(Navstéva se muze opakovat. Naklady zahrnuji postupy Q2W, Q4W, Q8W
a Q12W.)

XXXXXXXXXXXX

EOP/EW
EOP/EW

XXXXXXXXXXXX

Safety XXXXXXXXXXXX

XXXXXXXXXXXX

Follow-up

Bezpecnostni Phone
nasledné

g Telefon
sledovani

XXXXXXXXXXXX

Per-Subject Fee
Excludes Day 1 if subject entered directly from Stage A, Day 1 if participant
relapsed in Stage B, and Safety Follow-up Phone

Poplatek za subjekt
Nezahrnuje 1. den, pokud byl subjekt zafazen pfimo z faze A, 1. den, pokud
u Ucastnika doslo k relapsu ve fazi B, a pokud se jedna o bezpecénostni
kontrolni telefonat

XXXXXXXXXXXX

Totals are VAT excluded. VAT will be paid Soucty jsou bez DPH. DPH bude uhrazena
as outlined in Section 5 of this Exhibit. tak, jak je uvedeno v Casti 5 této pfilohy.
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COVID-19 MILESTONES Visit Amount
MILNIKY PRO COVID-19 Castka za navitévu
Telemedicine Visit
(Paid in lieu of onsite milestones above if visit is conducted by phone or other

Vlr,tu?l Cont,aCt), e XXXXXXXXXXXXCZK/KE

Telemedicinska navstéva

(Plati se misto milnikd na pracovisti uvedenych vyse, pokud se navstéva
provadi telefonicky nebo jinym virtualnim kontaktem)

Totals are VAT excluded. VAT will be paid
as outlined in Section 5 of this Exhibit.

Soucty jsou bez DPH. DPH bude uhrazena
tak, jak je uvedeno v ¢asti 5 této prilohy.

Section 3 _Site Costs

Cast 3 Naklady pracovisté

] MACE Training:

Institution will be reimbursed
xx0axxxxxxxx for initial and refresher (as
required) MACE system orientation
training including review of user
manual, attending and reviewing
vendor system training videos and
slides. Payment will be paid to
Institution upon receipt of invoice in
accordance with Section 5 below and
approval of the CRO.

m Skoleni MACE:

Zdravotnické zafizeni obdrzi uhradu ve
vySi x000aaaaxxx KE za  dvodni a
opakovaci (dle potfeby) Skoleni
zaméfené na orientaci v systému
MACE, vC€etné pfezkoumani uzivatelské
pfirucky, dochazky a prezkoumani
Skolicich videi a slidd dodavatele.
Platba ve prospéch zdravotnického
zafizeni bude provedena po obdrzeni
faktury vsouladu sbodem 5 nize
po schvaleni ze strany CRO.

| MACE Event:

Institution will be reimbursed
XXXXXXXXXXXXCZK/KE  for  document
collection, upload and query resolution
related to a MACE event. Payment will
be paid to Institution upon receipt of
invoice in accordance with Section 5
below and approval of the CRO.

m  Udalost MACE:

Zdravotnické zafizeni obdrzi uhradu
ve  vySi o oxooxxxxxxxx K& za
shromazdovani  dokumentl, jejich
odeslani a vyreseni dotazu/pfipominek
souvisejicich s udalosti MACE. Platba
ve prospéch zdravotnického zafizeni
bude provedena po obdrzeni faktury
v souladu s bodem 5 nize po schvaleni
ze strany CRO.

m  Screen Failure Payments:

m  Platby za neuspéch
ve screeningu:

A cap of 3 screen failure payments
will be made, regardless of
enroliment, in the order the subjects
are screened. After the initial cap of

Bez ohledu na zafazeni budou
provedeny platby za 3 netspésné
screeningy v pofadi, v jakém
subjekty podstoupi screening. Poté,

Amendment to EMEA Clinical Trial Agreement, template version December 2016
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3 Screen failures has been
achieved, additional screen failure
payments will be made at a ratio of
3 screen failure payments per site
for every 1 subject enrolled.
Janssen shall reimburse Institution
for screen failures at a rate listed
for Screening in the milestone table
in Section 2 above per screen
failure. Processing of payment shall
begin upon receipt of invoice
detailing subject number and date
of screen failure and in accordance
with Section 5 below and upon
approval by the CRO.

co bude uhrazen pocatecni limit

3 plateb za neuspéch

ve screeningu, dalsi platby

za neuspéch ve screeningu budou
provedeny v poméru 3 platby

za neuspéch ve screeningu

na jedno pracovisté za kazdy

1 zafazeny subjekt. Spoleénost
Janssen uhradi zdravotnickému
zafizeni neuspésny screening

ve vySi uvedené pro screening

v tabulce milnika v ¢asti 2 vySe

za neuspésny screening.
Zpracovani platby za¢ne pfijetim
faktury s uvedenym Cislem subjektu
hodnoceni a datem neuspéchu

ve screeningu, v souladu s nize
uvedenou ¢&asti 5 a po schvaleni
CRO.

In the case of screening failures
above the maximum number set
which cannot be refunded to the
Institution, the remuneration will be
paid to the study subjects at the
amount specified in the Subject
Reimbursement line below to
compensate them for travel and
meal expenses that may be
incurred as a result of participation
in the study and will be specified in
the informed consent form provided
to the study subjects. Payment
processing will begin upon receipt
of an invoice with the trial subject
number and date of the screening
failure, in accordance with Section
5 below, and following approval by
the CRO.

V pfipadé nelspésnych screeningl
nad stanoveny maximaini pocet,
které zdravotnickému zafizeni
nelze proplatit, bude vyplacena
odména subjektlim studie ve vysi
uvedené na radku Uhrada
subjektliim nize, aby byly
kompenzovany naklady subjektd
studie spojené s cestovnimi vydaiji
a stravou, které pfipadné vzniknou
v dUsledku Ucasti ve studii, a bude
uvedena v informovaném souhlasu,
ktery bude poskytnut subjektu
studie. Zpracovani platby za¢ne
pfijetim faktury s uvedenym Cislem
subjektu hodnoceni a datem
neuspéchu ve screeningu,

v souladu s niZze uvedenou &asti 5
a po schvaleni CRO.

Subject Reimbursement:
Janssen shall reimburse Institution
upon receipt of invoice, with
adequate documentation, for the
costs associated with a Study
subject reimbursement up to a
maximum amount of
XXXXXXxxxxxxCZK per subject visit.
This allowance per visit is intended
to offset the Study subject’s costs
associated with travel expenses
and meals, where appropriate,
incurred as a result of Study
participation. This reimbursement
shall be reflected in the Informed
Consent Form as it will be provided

Uhrada provadéna subjektu:
Spole€nost Janssen uhradi
zdravotnickému zafizeni po pfijeti
faktury s odpovidajici dokumentaci
naklady spojené s uhradou
studijnim subjektim do maximalni
vyse xxxxxxxxxxxxKé za navstévu
subjektu. Tento pfispévek

na navstévu je uréen k pokryti
nakladu studijniho subjektu
souvisejicich s cestovnimi vydaiji

a stravou, které pfipadné vzniknou
v disledku Uc€asti ve studii. Tato
Uhrada bude uvedena ve formulafi
informovaného souhlasu tak, jak
bude poskytnuta subjektu studie.

Amendment to EMEA Clinical Trial Agreement, template version December 2016
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to the Study subject. Processing of
payment will begin upon receipt of
Institution invoice with third party
invoice detail.

Zpracovani platby za¢ne po pfijeti
faktury zdravotnického zafizeni
s podrobnostmi faktury tfeti strany.

as applicable for the reasonable
and necessary costs incurred for
the immediate treatment of an
adverse event to the subject if it is
determined that the adverse event
was directly related to
administration of the Study Product
or a procedure required solely for
the purpose of the conduct of the
Protocol; provided, however, that:
(i) such costs are not routinely
covered by medical or hospital
insurance or other governmental
program providing such coverage;
(ii) the adverse event is not
attributable to the negligence or
misconduct of the Institution,

Recruitment Activities: The m  Naborové aktivity:
Institution will be reimbursed for a Zdravotnickému zafizeni bude
per diem resource at XXXXXXXXXXXX proplacena denni ¢astka ve vysi
CZK per hour up to a maximum of Xxxxxxxxxxxx K€ za hodinu
XXXxxxxxxxxxCZK (including but not do maximalni vySe xxxxxxxxxxxxK¢é
limited to chart review, completion (mimo jiné v€etné kontroly
of the pre-screening log, etc.) for zdravotni dokumentace, vyplnéni
the evaluation of potential subjects. protokolu o pfedbézném
Processing of payment will begin screeningu atd.) pro hodnoceni
upon receipt of invoice detailing the potencialnich subjektl. Zpracovani
work performed: i.e., tasks platby za¢ne po pfijeti faktury
performed, and hours spent signed s uvedenim vykonané prace: {j.
by the Principal Investigator in vykonanych ukonu a hodin, které
accordance with Section 5 below hlavni zkousejici podepise
and approval by the CRO. This v souladu s bodem 5 nize a schvali
allowance may be discontinued at CRO. Tento prispévek miize byt dle
the discretion of Janssen without an uvazeni spole€nosti Janssen
amendment to the agreement. zruen, aniz by byl vyzadovan
Janssen will notify the Institution of dodatek ke smlouvé. Spole€nost
the discontinuation or increase in Janssen bude pisemné informovat
writing. Costs incurred for this task zdravotnické zafizeni o zruSeni €i
prior to the date of notice of zvySeni. Naklady vzniklé
discontinuation will be paid per the v souvislosti s timto ukolem pred
invoice process documented datem oznameni o zruseni budou
above. uhrazeny podle fakturaéniho
postupu uvedeného vyse.

Section 4 Other Compensation: Cast 4 Jiné nahrady:

Janssen or its designee shall pay m  Spolecnost Janssen nebo jeji

povéfena osoba uhradi pfiméfené
a nezbytné naklady vzniklé pfi
okamzité |écbé nezadouci pfihody
subjektu, pokud se zjisti, ze
nezadouci pfihoda pfimo souvisela
s podanim hodnoceného pfipravku
nebo s postupem vyzadovanym
vyhradné pro ucely provadéni
protokolu; avSak za podminky, Ze:
(i) tyto néklady nejsou b&zné kryty
zdravotnim nebo nemocni¢nim
pojisténim nebo jinym viadnim
programem poskytujicim takové
kryti; (ii) nezadouci pfihodu nelze
pfipsat nedbalosti nebo pochybeni
zdravotnického zafizeni, hlavniho
zkouSejiciho nebo jakéhokoli

Amendment to EMEA Clinical Trial Agreement, template version December 2016
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Principal Investigator, or any sub-
investigator, employee or agent of
Institution or Principal Investigator;
(iii) the adverse event is not
attributable to any underlying
medical condition or iliness,
whether previously diagnosed or
not; and (iv) the Study Product or
such Protocol procedure was
administered in accordance with
the Protocol.

spoluzkousejiciho, zaméstnance
nebo zastupce zdravotnického
zarizeni nebo hlavniho
zkousejiciho; (iii) nezadouci
pfihoda neni pfi¢itana zadnému
zakladnimu zdravotnimu stavu
nebo onemocnéni, at uz byla dfive
diagnostikovana &i nikoli;

a (iv) hodnoceny pfipravek nebo
takovy protokol byl proveden

v souladu s protokolem.

Such reasonable and necessary
costs incurred as permitted in the
aforementioned paragraph must be
itemized and submitted in a
separate invoice to CRO for
evaluation and approval through
Janssen'’s internal Medical Expense
Reimbursement (MER) Program.
Eligible costs pursuant to this
section will be processed through
the payment process outlined in
this Agreement or Janssen’s clinical
trial insurance as appropriate per
Janssen’s internal approval process
and local regulations.

Takové pfiméfené a nezbytné
naklady, které vzniknou v souladu
s vySe uvedenym odstavcem, musi
byt rozepsany do polozek

a predloZzeny na samostatné fakture
CRO k posouzeni a schvaleni
prostfednictvim interniho programu
spole¢nosti Janssen pro proplaceni
IékaFskych vydaj (Medical
Expense Reimbursement, MER).
ZpuUsobilé naklady podle této Casti
budou zpracovany prostfednictvim
platebniho procesu popsaného

v této smlouvé nebo pojisténim
klinického hodnoceni spolecnosti
Janssen podle toho, jak to bude
vhodné podle interniho
schvalovaciho procesu spole¢nosti
Janssen a mistnich pfedpisu.

Processing of payment for Other
Compensation will begin upon
receipt of invoice in accordance
with Section 5 below and approval
by the CRO. Each cost listed in
the table below is a per item cost
unless otherwise specified in the
Additional Information column.

Zpracovani platby za jiné nadhrady
zaéne po obdrzeni faktury

v souladu a &asti 5 nize

a po schvaleni CRO. VSechny
naklady uvedené v tabulce nize
jsou naklady na polozku, pokud
neni ve sloupci Dalsi informace
uvedeno jinak.

Start-up Payment: A non-
refundable payment of CZK
30,000 for start-up related
activities (e.g. preparation of
regulatory documents, study
preparation, administration) will be
processed upon receipt of invoice
in accordance with Section 5
below and CRO approval. This
item will not be part of the CRO
calculation.

Start — up poplatek: Nevratna
platba ve vysi 30,000 K¢ za start-
up aktivity (napf. pfiprava
regulac¢nich dokumentu, pfiprava
studie, administrativni ¢innosti)
bude proplacena na zakladé
obdrzeni faktury v souladu s ¢asti
5 nize a schvaleni CRO. Tato
poloZzka nebude soucasti
kalkulace pfipravené CRO.
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Additional
Item Informatior Amount
nformation "
Polozka Dalsi i Castka
alSi informace
Re-Consenting of a Subject XXXXXXXXXX
at a regularly scheduled XX
study visit
Opétovny souhlas subjektu
pfi pravidelné planované
studijni navétéve Janssen pre-approved
) ) Pfedem schvaleno
Re-C_onsentmg of a Subject spole&nosti Janssen XXXXXXXXXX
outside a regularly XX
scheduled study visit
Opakovany souhlas mimo
pravidelnou planovanou
navstévu
If a subject is lost to XXXXXXXXXX
follow-up, a maximum XX
of 3 attempts per
Lost to Follow-up Telephone subject will be
Contact reimbursed.
Telefonicky kontakt pfi Pokud dojde ke ztraté
ztraté kontaktu pro nasledné kontaktu se subjektem
sledovani pro nasledné
sledovani, budou
uhrazeny maximalné
3 pokusy na subjekt.
1. Visit cost to be paid in XXXXXXXXXX
conjunction with any XX
other assessments
listed below when
conducted outside of a
regularly scheduled
visit.
Naklady na navstévu
budou uhrazeny
Unscheduled Visits ve spojeni s jakymikoli
Neplanované navstévy dalSimi vysSetrenimi
uvedenymi niZe, pokud
budou provedeny
mimo béznou
planovanou navstévu.
2. This fee covers the
cost of Staff time.
Tento poplatek
pokryva naklady
na ¢as zaméstnancu.
Repeat/Additional Vitals 1. Vitals are included in
(if performed outside of Physical the visit totals in the
Exam) milestone tables in
Opakovana/dodateéna Section 2 above R
vysetieni zakladnich according to the
Fivotnich funkei Schedule of Activities XX
(pokud se provadi mimo fyzikaini of the Protocol.
vysetfeni) Vysetfeni zakladnich
zivotnich funkci jsou
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Item
Polozka

Additional
Information

DalSi informace

Amount
Castka

zahrnuta do celkovych
poctl navstév
v tabulce milniki
v Casti 2 vySe podle
planu aktivit protokolu.
2. If the subject reports
any symptoms
Pokud subjekt hlasi
jakékoli pfiznaky
3. Atunscheduled visits
Pfi neplanovanych
navstévach

Repeat/Additional Physical
Exam

(includes Vital Signs)
Opakované/dodatecné
fyzikalni vySetreni
(zahrnuje vysetreni zakladnich
Zivotnich funkci)

1. Physical Exams are
included in the visit
totals in the milestone
tables in Section 2
above according to the
Schedule of Activities
of the Protocol.
Fyzikalni vySetfeni
jsou zahrnuta
do celkovych pocti
navstév v tabulce
milnika v ¢asti 2 vySe
podle planu aktivit
protokolu.

2. Atunscheduled visits
Pfi neplanovanych
navstévach

XXXXXXXXXX
XX

Repeat/Additional INCAT

Opakovany/dodatecny
INCAT

Repeat/Additional Grip
Strength Assessment

Opakované/dodatecné
hodnoceni sily uchopu

Repeat/Additional MRC
Opakované/dodateéné MRC

1. Efficacy Assessments
are included in the visit
totals in the milestone
tables in Section 2
above according to the
Schedule of Activities
of the Protocol.

Vyhodnoceni ucinnosti
jsou zahrnuta

do celkovych pocti
navstév v tabulce
milnik{ v ¢asti 2 vySe
podle planu aktivit
protokolu.

2. Atunscheduled visits
Pfi neplanovanych
navstévach

XXXXXXXXXX
XX

XXXXXXXXXX
XX

XXXXXXXXXX
XX

Repeat/Additional Blood
Sample for Clinical
Laboratory Tests

(collection and central lab shipment)
Opakovany/dodateény
vzorek krve pro klinické

1. Blood Samples for
Clinical Laboratory
Tests are included in
the visit totals in the
milestone tables in
Section 2 above

XXXXXXXXXX
XX
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Item
Polozka

Additional
Information

DalSi informace

Amount
Castka

laboratorni testy

(odbér a odeslani do centralni
laboratore)

according to the
Schedule of Activities
of the Protocol.

Vzorky krve pro
klinické laboratorni
testy jsou zahrnuty
do celkovych pocti
navstév v tabulce
milnik{ v ¢asti 2 vySe
podle planu aktivit
protokolu.

2. For safety reasons or
for technical issues
with the samples

Z bezpeclnostnich
ddvodu nebo kvuli
bezpeénostnim
problémum se vzorky

3. Hematology/Chemistry
sample at OLE
Additional Q4W and
Additional Q8W Visits
through Week 24

Vzorek pro
hematologii/biochemii
pfi dodateCnych
navstévach Q4w

a Q8W v ramci OLE az
do 24. tydne

Urine Samples for
Clinical Laboratory
Tests are included in
the visit totals in the
milestone tables in
Section 2 above
according to the
Schedule of Activities
of the Protocol.

Vzorky moci pro
klinické laboratorni
testy jsou zahrnuty
do celkovych pocta
navstév v tabulce XX
milnik( v ¢asti 2 vyse
podle planu aktivit
protokolu.

2. For safety reasons or
for technical issues
with the samples
Z bezpecnostnich
dlvodl nebo kvl
bezpecnostnim
problémim se vzorky

3. At OLE Additional

Repeat/Additional Urine 1.
Sample for Clinical
Laboratory Tests

(collection and central lab shipment)
Opakovany/dodateény
vzorek mo¢i pro klinické
laboratorni testy

(odbér a odeslani do centralni
laboratore)

XXXXXXXXXX
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Item
Polozka

Additional
Information

DalSi informace

Amount
Castka

Q4W and Additional
Q8W Visits through
Week 24

Pfi dodate¢nych
navstévach Q4W

a Q8W v ramci OLE az
do 24. tydne

Repeat/Additional Blood
Sample for Clinical
Pharmacology,
Pharmacodynamics, and
Biomarkers

(collection and central lab shipment)

Opakovany/dodatecny
vzorek krve pro klinickou
farmakologii,
farmakodynamiku

a biomarkery

(odbér a odeslani do centralni
laboratore)

1. Blood Samples for
Clinical Pharmacology,
Pharmacodynamics,
and Biomarkers are
included in the visit
totals in the milestone
tables in Section 2
above according to the
Schedule of Activities
of the Protocol.

Vzorky krve pro

klinickou farmakologii,

farmakodynamiku

a biomarkery jsou

zahrnuty do celkovych

poctlu navstév

v tabulce milniki

v Casti 2 vySe podle

planu aktivit protokolu.
2. For safety reasons or

for technical issues

with the samples

Z bezpecnostnich
ddvodu nebo kvuli
bezpecnostnim
problémum se vzorky

3. PKsample if required
in the event of an
overdose

Vzorek na FK, pokud
je poZzadovan
v pfipadé
prfedavkovani

4. Serum for Ig Types
sample at Run-in
Week 2 for subjects
who discontinued IVIg
or SClg at Run-in
Baseline

Vzorek séra pro typ Ig
ve 2. tydnu vstupni
faze pro subjekty, které
vysadily 1VIg nebo
SClg ve vychozim
stavu ve vstupni fazi

5. Random serum sample
for nipocalimab

XXXXXXXXXX
XX
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Item
Polozka

Additional
Information

DalSi informace

Amount
Castka

concentration any time
between 3 to 7 days
after the Stage A Week
0 or Week 2 visit other
than at scheduled
sampling timepoints
Néahodny vzorek séra
pro stanoveni
koncentrace
nipokalimabu kdykoliv
mezi 3 az 7 dny

po navstéve ve fazi A
v 0. tydnu nebo

v 2. tydnu kromé
naplanovanych
¢asovych bodu odbéru
vzork

Repeat/Additional Urine
Pregnancy Test

Opakovany/dodate¢ny
téhotensky test z moci

Repeat/Additional Serum
Pregnancy Sample

(collection and central lab shipment)
Opakovany/dodateény
vzorek pro téhotenské testy

(odbér a odeslani do centralni
laboratore)

1. Pregnancy Testing is
included in the visit
totals in the milestone
tables in Section 2
above according to the
Schedule of Activities
of the Protocol.

Téhotenskeé testy jsou

zahrnuty do celkovych

poctl navstév

v tabulce milniki

v Casti 2 vySe podle

planu aktivit protokolu.
2. As determined

necessary by the

investigator or required

by local regulation

Dle rozhodnuti
zkouSejiciho 1ékare
nebo podle pozadavki
mistnich predpis(

XXXXXXXXXX
XX

XXXXXXXXXX
XX

Local Serum Pregnancy
Test

Téhotensky test ze séra,
mistni

As determined
necessary by the
investigator or required
by local regulation

Dle rozhodnuti
zkouSejiciho 1ékare
nebo podle pozadavki
mistnich predpis(

XXXXXXXXXX
XX

Repeat/Additional ECG
Opakované/dodateéné ECG

1. ECGs are included in
the visit totals in the
milestone tables in
Section 2 above
according to the
Schedule of Activities
of the Protocol.

XXXXXXXXXX
XX
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Additional
Item — Amount
— Information -
Polozka . Castka
DalSi informace
EKG jsou zahrnuta
do celkovych pocti
navstév v tabulce
milnik{ v ¢asti 2 vySe
podle planu aktivit
protokolu.
2. At OLE Additional
Q12W Visits through
Week 24
Pfi dodate¢nych
navstévach Q12W
v ramci OLE az
do 24. tydne
Local Hematology XXXXXXXXXX
Mistni hematologické If central laboratory XX
vysetieni tests cannot be
- performed at time
Local Chemistry points indicated in the XXXXXXXXXX
Mistni biochemie Schedule of Activities XX
of the Protocol
Local Lipid Panel Pokud testy v centralni XXXXXXXXXX
Lokalni lipidovy panel laboratori nelze XX
provést v Casovych
bodech uvedenych
Local Urinalysis v planu aktivit XXXXXXXXXX
Rozbor mogi, mistni protokolu XX
Local HBV DNA XXXXXXXXXX
Mistni HBV DNA XX
At Screening if needed
Local HCV RNA to determine eligibility XXXXXXXXXX
Mistni HCV RNA Pfi screeningu, pokud XX
je to nutné pro
stanoveni zpUsobilosti
IVIg Rescue Medication 1. If not determined to be XXXXXXXXXX
Infusion Routine Care. XX
(includes pharmacy preparation and
i
I'S:ense) sch i dik 2. If subject shows no
I:\lluze zachranné medikace evidence of
g improvement by Week
(vCetné pfipravy lékarny a vydeje) 6, clinically
deteriorates at any
time, or is a non-
responder at Week 12
in Stage A, or at any
pther time if deemed
necessary as per the
clinical judgment of the
investigator
Pokud subjekt
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Amount
Castka

Additional
Information
DalSi informace

nevykazal Zadny
dlikaz zlepseni
do 6. tydne, klinicky se
zhor8uje nebo je non-
respondérem
ve 12. tydnu ve fazi A
podle klinického
usudku zkousejiciho
lékare

3. If subject demonstrates
lack of efficacy
requiring a switch to
IVIg as assessed by
the investigator or
relapse as defined by
the adjusted INCAT in
Stage B

Pokud se u subjektu
projevi nedostatecna
ucinnost vyzadujici
prechod na IVIg podle
hodnoceni
zkouS$ejiciho nebo
relaps podle definice
upraveného INCAT
ve fazi B

4. If subject relapses in
the OLE

Pokud u subjektu
dojde k relapsu
v ramci OLE

Item
Polozka

Repeat/Additional Daily 1. Daily Facility Fees are
Facility Fee included in the visit

Opakovany/dodateény denni totals in the milestone

poplatek zdravotnickému tables in Section 2
zarizeni above according to the

Schedule of Activities
of the Protocol.

Denni poplatky
zdravotnickému
zafizeni jsou zahrnuty
do celkovych pocti
navstév v tabulce
milnik{ v ¢asti 2 vySe
podle planu aktivit
protokolu.

2. If required for IVIg
Rescue Medication
Infusion outside of a
regularly scheduled
infusion visit
Pokud je to
poZzadovano pro infuzi
zachranné medikace

XXXXXXXXXX
XX
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Item
Polozka

Information
DalSi informace

Additional Amount

Castka

IVIg mimo pravidelnou
planovanou navstévu
s podanim infuze

Urine Sediment

Sediment v moci

If urinalysis dipstick
result is abnormal
Pokud je vysledek XXXXXXXXXX
vySetfeni mogi XX
testovacim prouzkem
abnormalni

Totals are VAT excluded. VAT will be paid
as outlined in Section 5 of this Exhibit.

Soucty jsou bez DPH. DPH bude uhrazena
tak, jak je uvedeno v Casti 5 této pfilohy.

Medication Reimbursement:
Institution shall be reimbursed
actual costs without mark-up to a
maximum of 2g/kg loading dose
followed by 1 g/kg every 3 weeks,
up to 2 maintenance doses per
subject for IVIg rescue medication
required per the Protocol during the
study. Processing of payment will
begin upon receipt of invoice in
accordance with Section 5 below
and approval by the CRO.

Uhrada lékii: Zdravotnickému
zarizeni budou proplaceny
skute€né néklady bez pfirazky

za maximalni sytici davku 2 g/kg
nasledovanou 1 g/kg kazdé

3 tydny, az 2 udrzovaci davky

na subjekt pro zachrannou
medikaci 1VIg vyZadovanou podle
protokolu béhem studie.
Zpracovani platby zacne

po obdrzeni faktury v souladu

a ¢asti 5 nize a po schvaleni CRO.

Section 5 Payment Terms:

Cast 5 Platebni podminky:

a) This EXHIBIT B is for completed
records for up to 3 valid subjects. A
valid subject is defined as a subject
who meets eligibility requirements
to enroll in the Study and does not
have significant Protocol violations
that would exclude his/her Data
from analysis. This Study is being
conducted under a policy of
competitive enrollment. Janssen
anticipates closure of enroliment
upon randomization of a total of
approximately 121 valid subjects.

In the event enroliment is closed
prior to a site’s reaching its valid
subject goal of 3, further
recruitment will be suspended.
Subjects not completing the trial will
be paid for on a prorated basis

a) Tato PRILOHA B je urena pro
vypIinéné zaznamy az 3 platnych
subjektll. Platny subjekt je
definovan jako subjekt, ktery
spliiuje poZzadavky zpUsobilosti pro
zarazeni do studie, pficemz
nedochazi k vyznamnym
narusenim protokolu, ktera by
vyloucila jeho udaje z analyzy. Tato
studie je provadéna s vyuzitim
kompetitivniho zafazovani.
Spole¢nost Janssen predpoklada
uzavieni naboru pfi randomizaci
celkem 121 platnych subjekt(.

V pfipadé, Ze bude nabor ukon¢en
dfive, nez pracovisté dosahne
svého platného cile 3 subjektd,
bude dalsi nabor pozastaven.
Subijekty, které nedokonéi klinické
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above.

according to confirmed completed
visits and CRFs received by
Janssen. All payments will be
made for subject visits according to
the milestone table in Section 2
above. No payment will be made
for any subject excluded from
analysis because of Protocol
violations within the Study
personnel’s control.
Reimbursement for expenses
related to screen failures will be
made as outlined in Section 3

hodnoceni, budou placeny
pomérnym dilem podle potvrzenych
dokoncenych navstév a formulari
CRF obdrzenych spole¢nosti
Janssen. VSechny platby budou
provadény za navstévy subjektd
podle tabulky milnikd v €asti 2 vyse.
Za subjekt vylou€eny z analyzy

z davodu poruseni protokolu, které
bylo pod kontrolou personalu
studie, nebude provedena zadna
platba. Uhrada vydaju souvisejicich
s neuspéchem ve screeningu bude
provedena tak, jak je uvedeno

v ¢asti 3 vyse.

Study subjects.

b) Institution acknowledges this is a
multicenter Study designed to
evaluate a defined number of Study
subjects. It is anticipated each
institution participating in the Study
will enroll the number of Study
subjects provided for under their
agreement for this Study. If
required as the Study progresses,
Janssen may invite an institution to
enroll more Study subjects than
reflected in the original agreement.
In such a circumstance, Janssen
may notify Institution via written
request to allow for the enroliment
of additional Study subjects.
Conversely, Institution may not
have the opportunity to enroll the
number of Study subjects set forth
above. When enrollment of the
target number of Study subjects in
the Study is complete, those sites
that have not enrolled the
contracted number of Study
subjects will be notified and
instructed to discontinue enrolling

b) Zdravotnické zafizeni bere

na védomi, zZe se jedna

o multicentrickou studii navrzenou
k vyhodnoceni definovaného poctu
subjektl studie. Ocekava se, ze
kazdé zdravotnické zafizeni, které
se studie u€astni, zafadi poCet
subjektd studie stanoveny

na zékladé jejich smlouvy pro tuto
studii. Bude-li to v prabéhu studie
vyzadovano, mize spole¢nost
Janssen vyzvat zdravotnické
zarizeni, aby zaradilo vice subjektd
studie, nez je uvedeno v pavodni
smlouvé. Za takovych okolnosti
muze spole¢nost Janssen
informovat zdravotnické zafizeni
pisemné s zadosti o zarazeni
dalSich subjektl studie. Naopak
zdravotnické zafizeni nemusi mit
moznost zafadit vySe uvedeny
pocet subjektll studie. Ta
zdravotnicka zafizeni, ktera
nezaradila smluvni pocet subjektt
studie, budou po dokonc&eni naboru
cilového poctu subjektd studie,
informovana a instruovana k tomu,
aby ukongila nabor subjektd studie.

instructions.

¢) Janssen will provide the equipment
below, through a third party vendor,
for use as called for in the Protocol.
Upon termination of the Study at
Institution, the equipment will be
returned in accordance with
Janssen’s or designee’s

¢) Spole¢nost Janssen poskytne nize

uvedené vybaveni prostfednictvim
dodavatele treti strany pro pouziti
podle pozadavkul protokolu.

Po ukoné&eni studie

ve zdravotnickém zafizeni bude
zafizeni vraceno v souladu

s pokyny spole€nosti Janssen nebo
povérfené osoby.
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Item Quantity Value Per Item
Polozka Mnozstvi Hodnota za polozku

eCOA Tablet -

Tablet eCOA 1 16,703 CZK/K¢é

ECG .

EKG 1 79,791 CZK/Ké

Martin Vigorimeter .

Martin Vigorimeter ) 7,508 CZK/Ke
Infusion Pump 1 65,094 CZK/KE

Infuzni pumpa

Physilog 6S with fixation clips and USB cable -
Physilog 6S s fixanimi svorkami a kabelem USB 4 42,502 CZKIKe
Tablet .

Tablet 1 6,375 CZK/K¢

d) Equipment Calibration: Institution
shall be responsible for ensuring
Institution-owned equipment utilized
by Institution in accordance with this
Agreement, is serviced and/or
calibrated as per manufacturer’s
recommendation or more frequently
as required by Janssen. Records
verifying the equipment calibration
and maintenance shall be provided
to Janssen upon request. For
calibrations that are performed
solely at the request of Janssen, and
that are not part of the
recommended scheduled
maintenance suggested by
manufacturer, Janssen will
reimburse Institution for the actual
cost without mark-up for each
calibration. Processing of payment
will begin upon receipt of invoice and
supporting documentation in
accordance with paragraph (f)
below.

d) Kalibrace zafizeni: Zdravotnické
zafizeni bude odpovidat za zajisténi
oprav a/nebo kalibrace zafizeni
ve vlastnictvi zdravotnického
zafizeni pouzivaného v souladu
s touto smlouvou podle doporuceni
vyrobce nebo €astéji podle
pozadavku spolecnosti Janssen.
Zaznamy oveéfujici kalibraci a udrzbu
zarizeni musi byt na pozadani
poskytnuty spole¢nosti Janssen.

U kalibraci, které se provadéji
vyhradné na Zzadost spole¢nosti
Janssen a které nejsou souc&asti
doporuc¢ené planované udrzby
navrzené vyrobcem, uhradi
spole¢nost Janssen zdravotnickému
zarizeni skute¢né naklady bez
pfirazky za kazdou kalibraci.
Zpracovani platby za¢ne po pfijeti
faktury a podplrné dokumentace
v souladu s odstavcem (f) nize.

e) Investigator Meetings: Janssen may
recommend or require the Principal
Investigator, or a Janssen-approved
Sub-Investigator designee, and a
Study nurse/coordinator to attend
meetings, including but not limited to
an Investigator’s Meeting. Janssen
shall provide and pay all reasonable
and appropriate travel expenses in
accordance with Janssen’s travel
policy, including modest lodging and
meals associated with such
meetings. The parties agree that
attending such meetings is
reasonable and necessary to ensure
all parties engaged in the Study

e) Schlizky zkouS$ejicich: Spole¢nost
Janssen muze doporucit nebo
pozadovat, aby se hlavni zkousSejici
nebo ji schvéleny spoluzkousejici
a zdravotni sestra/koordinator studie
Ucastnili schizek, mimo jiné véetné
schuzky zkousejiciho. Spole¢nost
Janssen poskytne a uhradi veskeré
pfiméfené a pfislusné cestovni
vydaje v souladu se zasadami pro
cestovani spole¢nosti Janssen,
vCetné nenarocného ubytovani
a stravovani souvisejicich
s takovymi schlizkami. Strany
souhlasi s tim, Ze ucast na takovych
schuzkach je pfiméfena a nezbytna
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have a clear understanding of the
Protocol and its requirements.
Processing of payment will begin
upon receipt of invoice and
supporting documentation in
accordance with paragraph (f)
below.

k zajisténi toho, aby vSechny strany
zapojené do studie jasné
porozumely protokolu a jeho
pozadavkum. Zpracovani platby
zacne po prijeti faktury a podplrné
dokumentace v souladu

s odstavcem (f) nize.

f)

To be eligible for any payment, the
procedures must be performed in full
compliance with the Protocol and
this Agreement, and Data submitted
must be complete, correct and
entered into the Electronic Data
Capture (EDC), Interactive Web
Response System (IWRS), and
Electronic Patient Reported
Outcomes (ePRO) in accordance
with Janssen’s instructions and this
Agreement. Payments will be made,
at a minimum, on a quarterly basis.
These payments will include
milestone payments, as well as, all
invoiced and approved costs from
the prior payment cycle. Ongoing
reconciliations will be performed
during the course of the Study. Any
payments made in error will be
applied to any pending or future
payments due. No payments will be
made until all erroneous payments
have been offset. If no pending or
future payments exist, Institution will
promptly refund overpayment,
according to Janssen’s instructions.

f)

Pro zpuUsobilost k jakékoli platbé
musi byt postupy provadény v plném
souladu s protokolem a touto
smlouvou a odeslana data musi byt
Uplna, spravna a zadana

do elektronického zaznamu dat
(Electronic Data Capture, EDC),
interaktivniho webového
odpovédniho systému (Interactive
Web Response System, IWRS)

a elektronickych vysledk( hlasenych
pacientem (Electronic Patient
Reported Outcomes, ePRO)

v souladu s pokyny spole€nosti
Janssen a touto smlouvou. Platby
budou provadény minimainé
Ctvrtletné. Tyto platby budou
zahrnovat platby za milniky a také
vSechny fakturované a schvalené
naklady z pfedchoziho platebniho
cyklu. V pribéhu studie bude
provadéno prubézné sesouhlaseni.
Veskeré platby provedené omylem
budou uplatnény proti jakymkoli
nevyfizenym nebo budoucim
platbdm. Dokud nebudou vyrovnany
vSechny nevyfizené platby, nebudou
provedeny Zzadné dalsi platby.
Pokud neexistuji Zadné nevyfizené
nebo budouci platby, zdravotnické
zafizeni neprodlené vrati preplatek
podle pokynU spole¢nosti Janssen.

Invoices shall be addressed to:

Faktury vystavujte na adresu:

XXXXXXXXXXXX

XXXXXXXXXXXX

Invoices should be submitted by e-
mail to the address below:

Faktury je nutné zasilat e-mailem na
nize uvedenou adresu:

XXXXXXXXXXXX

XXXXXXXXXXXX

Failure to send invoices to this
address and failure to include the
details listed above may result in
delayed payment.

Pokud nebudou faktury zaslany na
tuto adresu a nebudou obsahovat
vy$e uvedené udaje, muze dojit ke
zpozdéni platby.
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Reference: PROTOCOL NUMBER,
Investigator last name.

Referenéni udaje: CiSLO PROTOKOLU,
pfijmeni zkousejiciho.

Please note that invoices must contain
the following information or they will be
returned, delaying payment:

Vezmeéte prosim na védomi, ze faktury
musi obsahovat nasledujici informace,
jinak budou vraceny, coz zpusobi
zpozdéni platby:

e [nstitution name

e Nazev zdravotnického zarizeni

Principal Investigator name

e Jméno hlavniho zkouS$ejiciho

Protocol number

« Cislo protokolu

Invoice number and date

o Cislo faktury a datum

Date & description of services provided

o Datum a popis poskytnutych sluzeb

Supporting documentation (i.e. third party
invoices, receipts)

¢ Podplrnou dokumentaci (tj. faktury tfetich
stran, stvrzenky)

¢ Any claims for reimbursement of adverse
events must be submitted in a separate
invoice

o Veskeré naroky na proplaceni nezadoucich
pfihod musi byt pfedloZzeny v samostatné
faktufe

dg) This agreement reflects all fixed
and variable costs related to Study
activities. Items not specifically
referenced in Section 3 or Section 4
above, which might include, for
example, staff costs, training costs,
laboratory fees, x-rays, scales and
questionnaires, data coordinator
fees and travel fees, are reflected in
the Per-Subject Fee as detailed in
the milestone tables in Section 2
above. No additional
reimbursement for these costs is
otherwise provided.

g) Tato smlouva odrazi vsechny fixni
a variabilni naklady souvisejici
s Cinnostmi ve studii. Polozky, které
nejsou konkrétné& zminény v &asti 3
nebo 4 vySe a které mohou
zahrnovat napfiklad naklady
na personal, naklady na Skoleni,
laboratorni poplatky, rentgeny,
Skaly a dotazniky, poplatky
koordinatorovi udaju a cestovni
poplatky, jsou uvedeny v ramci
poplatku za subjekt, jak je
podrobné popsano v tabulkach
milnik( v ¢asti 2 vySe. Jinak se
neposkytuje zadna dalsi uhrada
téchto nakladd.

Taxes: Any consideration payable
under this Agreement will be
exclusive of VAT. Where any
services or goods are subject to
VAT, a valid VAT invoice must be
issued by the Institution/Principal
Investigator to CRO in respect of the
transaction covered by the
consideration. If VAT is charged in
error, the Institution/Principal
Investigator will issue a credit note. If
VAT is not charged but subsequently
it is found that it should have been
charged or VAT is assessed by the

Dané: Veskera protiplnéni splatna
podle této smlouvy budou bez DPH.
Pokud jakékoli sluzby nebo zbozi
podléhaji DPH, musi zdravotnické
zarizeni / hlavni zkou3ejici

v souvislosti s transakci vystavit
smluvni vyzkumné organizaci
platnou fakturu s DPH, na kterou se
protiplnéni vztahuje. Pokud bude
DPH uctovana omylem, vystavi
zdravotnické zafizeni / hlavni
zkousejici dobropis. Pokud DPH
neni uc¢tovana, ale nasledné bude
zjisténo, Ze méla byt uctovana nebo
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relevant tax authorities as being due
on the consideration, the VAT due
upon said consideration will be paid
upon presentation of a valid VAT
invoice.

DPH je pfislusnym danovym ufadem
vyhodnocena jako splatna

na zékladé protiplnéni, bude
splatnost provedena po pfedlozeni
platné faktury s DPH.

h

For the avoidance of doubt, the
Principal Investigator and/or the
Institution are responsible for
providing any and all compensation,
benefits and/or insurance to the
investigational staff. It is also
understood and expressly
acknowledged that the Investigator
and the investigational staff are not
eligible to participate in, nor are they
eligible for coverage under, any of
the Janssen’s benefit plans,
programs, employment policies,
procedures or workers
compensation insurance.

~—

h) Aby se predeslo pochybnostem,
hlavni zkousejici a/nebo
zdravotnické zafizeni jsou
odpovédni za poskytovani
veSkerych odmén, vyhod a/nebo
pojisténi zaméstnancim
vyzkumného pracovisté. Také se
bere na védomi a vyslovné uznava,
Ze zkouS$ejici IékaF a vyzkumny
persondl nemaji narok na ucast
v jakémkoli planu zaméstnaneckych
vyhod, programech,
zaméstnaneckych zasadach,
postupech nebo pojisténi
odpovédnosti pracovniki
spole€nosti Janssen, ani nemaji
narok na zadné kryti nakladu
souvisejicich s vy8e uvedenym.

The parties agree this EXHIBIT B is
part of the Agreement and clarifies
the payment schedule associated
with this Agreement. Payments shall
be made in accordance with the
provisions set forth in this EXHIBIT
B, with the last payment being made
after the site completes all of its
obligations under the Agreement
and any exhibits thereto. The
Principal Investigator acknowledges
and agrees his or her judgment with
respect to his or her advice to and
care of each subject is not affected
by the compensation the site
receives hereunder. The parties
agree the payee designated below is
the proper payee for this Agreement
and payments under this Agreement
will be made only to the following
payee:

Smluvni strany souhlasi, Ze tato
PRILOHA B je sougasti smlouvy

a objasnuje harmonogram plateb
souvisejici s touto smlouvou. Platby
budou provadény v souladu

s ustanovenimi uvedenymi v této
PRILOZE B, pfi¢emz posledni platba
bude provedena poté, co pracovisté
dokongi vSechny své zavazky podle
této smlouvy a jakychkoli jejich
priloh. Hlavni zkousSejici bere

na védomi a souhlasi s tim, Ze jeho
usudek tykajici se rady a péce

0 kazdy subjekt, nebude ovlivnén
odménou, kterou pracovisté obdrzi
podle této smlouvy. Smluvni strany
souhlasi s tim, Ze pfijemce plateb
uvedeny nize je pro ucely této
smlouvy fadnym pfijemcem plateb
a Ze platby podle této smlouvy
budou hrazeny vyhradné
nasledujicimu pFijemci plateb:

PAYEE NAME:
JMENO PRIJEMCE PLATEB:

Nemocnice Pardubického kraje, a.s.
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TAX ID NUMBER:

L s CZ27520536
DANOVE IDENTIFIKACNI CiSLO:
XXXXXXXXXXXX
CONTACT INFORMATION:
KONTAKTNI UDAJE: XXXXXXXXXXXX
XXXXXXXXXXXX
Kyjevska 44
PAYEE ADDRESS: 532 03
ADRESA PRIJEMCE PLATEB:
Pardubice

Czech Republic

Institution will have thirty (30) days from the Last Subject Out (LSO) date of the Study to resolve
any payment discrepancies, which have arisen during the course of the Study.

Zdravotnické zafizeni bude mit tficet (30) dnG od data ukonéeni studie poslednim subjektem
(Last Subject Out, LSO), aby vyresilo vesSkeré nesrovnalosti v platbach, které se v priibéhu studie

vyskytly.
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