CSL

CLINICAL TRIAL RESEARCH AGREEM ENT

SVILOUVA O PROVEDENi VYZKUMNEHO
KLINICKEHO HODNOCENI

Soonsor: CSLBehring LLC, First Avenue, King of
Prussia, PA 19406, USA

Principal Investigator: i}

Protocol Number: CSL.300_2301
EU CT number: 2022-500273-14-00
Sudy Title:

A Phase 2b / 3, Multicenter, Randomized, Double-
blind, Placebo-controlled, Combined Dose-Finding and
Cardiovascular Outcome Sudy to Investigate the
Efficacy and Safety of CS.300 (Clazakizumab) in
Qubjects with End Sage Kidney Disease Undergoing
Dialysis

Sudy Drug: CSL300

Effective Date: See Section 11, “Term, Suspension,
and Termination”

Contracting Parties:

e  Sonsor’slocal representative and
contracting entity: CSL Innovation GmbH,
Emil-von-Behring-SrafBe 76
D-35041 Marburg, Germany as agent for
Sonsor.

e |Institution: Fakultni nemocnice Hradec
Krélové, a clinical Sudy site with its principal
office at Sokolska 581, 500 05 Hradec Kralové
—Novy Hradec Krélove, Czech Republic, ID:
00179906, VAT ID: CZ00179906

e Principal Investigator: - Fakultni
nemocnice Hradec Kralové, Sokolska 581, 500

Zadavatel: CS_Behring LLC
First Avenue, King of Prussia, PA 19406, USA

Hlavni zkousejici: i}

Cislo protokolu: CSL300_2301
EU CT number: 2022-500273-14-00
Nazev studie:

Multicentrickd, randomizovana, dvojité zaslepena,
placebem kontrolovana, kombinovand studie faze

2b/ 3 ke stanoveni davky a kardiovaskularnich vysledkd
hodnotici G¢innost a bezpecnost pripravku CSL300
(clazakizumab) u dialyzovanych pacient( s terminalnim
selhanim ledvin

Hodnoceny |écivy pripravek: CSL300

Datum G¢éinnosti: Viz oddil 11: ,Doba trvani, preruseni
a ukonceni*

Smluvni strany:

e Mistni zastupce zadavatele a smluvni
subjekt: CSL Innovation GmbH, Emil-von-
Behring-Sral3e 76
D-35041 Marburg, Némecko jakozto zastupce
Zadavatele.

e Poskytovatel: Fakultni nemocnice Hradec
Krélové, pracovisté, kde se klinické hodnoceni
provadi, s hlavnim sidlem na adrese Sokolska
581, 500 05 Hradec Kralové — Novy Hradec
Kréalové, Ceské republika, ICO: 00179906, DIC:
CZ200179906

e Hlavni zZkouSej ici:-NefroIogické Klinika
Fakultni nemocnice Hradec Krélové, Sokolska
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CSL

05 Hradec Kralové — Novy Hradec Kralové,
Czech Republic

Addresses for Notices:

e Institution: Fakultni nemocnice Hradec
Kralové — pravni odbor, Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Kralové, Czech
Republic, Il

e  Sonsor: CSLBehring LLC, 1020 First Avenue,
King of Prussia, PA 19406, USA

e  Principal Investigator: . Nefrologicka klinika
Fakultni nemocnice Hradec Kralové, Sokolska
581, 500 05 Hradec Kralové — Novy Hradec
Kralové, Czech Republic,

581, 500 05 Hradec Krélové — Novy Hradec
Krélové, Ceska republika

Adresy pro zasilani oznameni:

e Poskytovatel: Fakultni nemocnice Hradec
Kralové — pravni odbor, Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Kralové, Ceska
republika, i}

e Zadavatel: CSLBehring LLC, 1020 First
Avenue, King of Prussia, PA 19406, USA

e Hlavni zkouSejici: -Nefrologické klinika,
Fakultni nemocnice Hradec Kralové, Sokolska
581, 500 05 Hradec Kralové — Novy Hradec
Krélové, Ceska republika,

1) CAPITALZED TERMS

1) POMY PSANESVEKYM PISVIENEM

In this Agreement, capitalized terms have the meaning
described in the text or in section 14, Definitions.

V této Smlouvé maji pojmy s velkym pismenem
vyznam popsany v textu nebo v oddilu 14: Vymezeni
pojmda.

2) INSTITUTION’'SAND PRINCIPAL
INVESTIGATOR SOBLIGATIONS

2) ZAVAZKY POSKYTOVATHEE A HLAVNIHO
ZKOUSEIGHO

Institution and Principal Investigator must each:

Poskytovatel a Hlavni zkouSejici maji kazdy tyto
povinnosti:

e  Sudy Conduct and Supervision

e Provadéni Sudie a dohled nad Sudii

i)  Conduct and oversee the Sudy pursuant
to this Agreement, the Protocol,
Applicable Law, and Sponsor’s written
instructions.

i) Provadét Sudii adohled nad Sudii podle
této Smlouvy, Protokolu, Platnych zakon(
a pisemnych pokynt Zadavatele.

e Facilities

e Prostory
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Only conduct the Sudy at Sponsor pre-
approved Facilities.

Sudii provadét pouze v Zadavatelem
predem schvalenych Prostoréach .

Maintain Facilities in approved condition
and obtain all necessary licenses related
to the operation of such Facilities.

UdrZovat Prostory ve schvaleném stavu a
ziskat vSechny potfebné licence
souvisejici s provozem téchto Prostor.

o  Sudy Saff

Personal studie

Supervise and ensure all Sudy Saff are
qualified to conduct the Sudy and
compliant with the Protocol and this
Agreement.

Dohlizet na provadéni Sudie a zajistit,
aby byl veskery Persondl studie
kvalifikovan k provadéni Sudie a aby
dodrzoval Protokol i tuto Smlouvu.

Collaborate with, and supervise, where
applicable, Sudy Support Vendors
assisting with Protocol-required
activities.

Solupracovat s Dodavateli podporujicimi
Sudii a pfipadné na né dohlizet pfi
¢innostech vyzadovanych podle
Protokolu.

ii)

By its signature, affirm that it hasthe
authority to bind all Sudy Saff to the
terms of this Agreement.

ii)

Podpisem stvrdit, Ze je
opravnéno/opravnén zavazat veskery
Persondl studie podminkami této
Smlouvy.

e  Sudy Participants

Ugastnici studie

Obtain signed ICFs from Sudy
Participants prior to enrolling them into
the Sudy.

Pred zarazenim do Sudie ziskat
podepsané formulare informovaného
souhlasu od Ugastnikd studie.

Assure the ICFs allow Sponsor use of the
Sudy Data as required by the Protocol.

Zajistit, aby formulare informovaného
souhlasu umozniovaly Zadavateli pouzivat
Udaje ze studie, jak to vyzaduje Protokol.

ii)

Inform Sudy Participants of new
information that may change their
decision to continue in the Sudy.

ii)

Informovat Ucastniky studie o novych
informacich, které mohou zménit jejich
rozhodnuti pokracovat ve Sudii.

iv) Re-consent Sudy Participants as iv) Podle potieby znovu ziskat souhlas od
required. Ucastnikd studie.
v) Estimated number of Sudy Participants — v) Predpokladany pocet Utastnik( studie —

five (5)

pét (5)
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CSL

e Data Privacy

Ochrana osobnich udaja

i)  Provide a Privacy Notice to all Sudy Saff
and handle all Personal Data pursuant to
Applicable Law and ICF, as applicable.

i) PredloZit Oznameni o ochrané osobnich
Udaju veskerému Personalu studie a
zachazet se véemi Osobnimi Gdaji v
souladu s Platnymi z&kony a pfipadné
formularem ICF.

i) Treat Personal Data as Confidential
Information.

i) SOsobnimi Udaji nakladat jako s
Davérnymi informacemi.

iii) Follow data protection lawswhen
handling Personal Data.

iii) Pri nakladani s Osobnimi daji dodrzovat
zdkony o ochrané osobnich udajh.

iv) Implement measuresto prevent a Data
Breach.

iv) Zavést opatfeni, aby nedochézelo k
Naruseni zabezpeceni Udaja.

v) Inform Sponsor in writingimmediately if
a Data Breach occurs, detailing the
nature of the breach, the type and
number of people and records affected,
and help Sponsor investigate. Fix the
Data Breach promptly.

v) Pokud dojde k Naru$eni zabezpeceni
Udaju, okamzité o tom pisemné
informovat Zadavatele, podrobné uvést
povahu naruseni, typ a pocet dotéenych
osob a zaznam( a poskytnout soucinnost
Zadavateli pfi provadéni Setieni.
Naruseni zabezpeceni Udaji neprodlené
napravit.

vi) Work with Sponsor to address requests
from Sudy Participants.

vi) Soolupracovat se Zadavatelem na feseni
pozadavkd Ugastnikd studie.

vii) Do not keep Personal Data longer than
necessary to comply with legal
requirements and Sponsor’sinstructions.

vii) Neuchovavat Osobni udaje déle, nez je
nezbytné pro dodrzeni zékonnych
pozadavkl a pokynl Zadavatele.

e  Sudy Drug

Hodnoceny ptipravek

i) Handle and store the Sudy Drug securely
at all times according to Sponsor’s
written instructions, the Protocol and
Applicable Law.

i)  SHodnocenym pfipravkem vzdy zachéazet
auchovavat jej bezpecné v souladu s
pisemnymi pokyny Zadavatele,
Protokolem a Platnymi zakony.

i) Keep Sudy Drug locked and secure and
maintain accurate recordsrelated to
Sudy Drug inventory and dispensation.

i) Hodnoceny pfipravek uchovavat
uzamceny a zabezpedeny a vést presné
zaznamy tykajici se zasob a vydeje
Hodnoceného pfipravku.

e  Sudy Equipment

Vybaveni pro Sudii
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i)  Use and maintain Soonsor Equipment as
per the Protocol and Sponsor’s written
instructions.

i) Pouzivat a udrzovat Vybaveni zadavatele
podle Protokolu a pissmnych pokyn
Zadavatele.

i) Not use Sponsor Equipment for any
purpose other than in connection with
the Sudy.

i) Nepouzivat Vybaveni zadavatele k
z&dnému jinému Ucelu nez v souvislosti
se Sudii.

iii) Return or destroy Sponsor Equipment in
accordance with Soonsor’sinstructions.

The Sponsor undertakes not to supply the
Institution with any equipment for the
purposes of conducting the Sudy without a
separate loan agreement.

iii) Vratit nebo znic¢it Vybaveni zadavatele v
souladu s pokyny Zadavatele.

Zadavatel se  zavazuje, ze nedoda
poskytovateli zadné vybaveni pro Ucely
provadéni Sudie aniz by byla uzaviena
separatni smlouva o vypujcce.

Reports and Sudy Conduct

Hi48eni a provadéni Sudie

i)  Submit Sudy Datato Soonsor in atimely
manner and take all reasonable actions
necessary to keep Sudy-related records
secure at all times.

i)  Predkladat Udaje ze studie Zadavateli
vcas a prijmout veskera pfimérena
opatfeni nezbytna k tomu, aby byly
Zaznamy souvisejici se studii vzdy
zabezpecené.

Shall maintain all Sudy-related records for a
period of thirty (30) years, at Sponsor’s
expense. Institution ensures that Sudy-
related records are not destroyed or deleted
before the end of the archiving period without
Sponsor’s prior written approval.

An invoice for archiving fee will be issued after
signing the Agreement.

i) Bude uchovéavat vSechny zdznamy
souvisejici se studii po dobu tficeti (30)
let na néklady zadavatele. . Poskytovatel
zajisti, aby Zaznamy souvisejici se studii
nebyly zni¢eny nebo vymazany pred
koncem archivacni doby bez predchoziho
pisemného souhlasu Zadavatele.

Faktura za archivaci bude vystavena po
podpisu smlouvy.

iii) Ensurethat no artificial intelligence is
used in the Sudy without Sponsor’s prior
written permission (which will only be
denied in circumstancesin which
Sponsor, acting reasonably, considers
there to be inadequate protectionsfor
Soonsor’s Confidential Information and
IP).

iii) Zajistit, aby ve Studii nebyla pouzita
umélainteligence bez pfedchoziho
pisemného souhlasu Zadavatele (takovy
souhlas bude zamitnut pouze za
okolnosti, za kterych Zadavatel
primérené povazuje ochranu Davérnych
informaci a DuSevniho vlastnictvi
zadavatele za nedostatecnou).

Adverse Events and Protocol Deviations

Nezadouci pfihody a Odchylky od protokolu
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Notify Sponsor and the ECof all adverse
eventsin accordance with the Protocol,
Applicable Law, and all ECtimelines, or
immediately if the adverse event is
serious, unexpected, or requires action
by Sponsor to prevent an unreasonable
risk of substantial harm to public health.

i)

Informovat Zadavatele a BK o v8ech
nezadoucich pfihodach v souladu s
Protokolem, Platnymi zékony a véemi
Ihatami EK pripadné okamzité, pokud je
nezadouci ptihoda zavazna, neoc¢ekavana
nebo vyzaduje opatreni ze strany
Zadavatele, aby se zabranilo
nepfimérenému riziku vyznamné Gjmy na
zdravi verejnosti.

Record all Protocol deviationson a
protocol deviation log and notify Soonsor
and ECpromptly of any such deviations,
and within five (5) working days of a
major deviation.

Zaznamenavat vSechny Odchylky od
protokolu do deniku odchylek od
protokolu a neprodlené informovat
Zadavatele a EK o jakychkoli takovych
odchylkach, a to do péti (5) pracovnich
dnd od zavazné odchylky.

ii)

Protocol deviations made out of medical
necessity to preserve Sudy Participant
safety will not be considered a Protocol
deviation or a breach of this Agreement
provided that Soonsor is notified within
twenty-four (24) hours and all supporting
documentation is provided promptly.

i)

Odchylky od protokolu, které jsou z
Iékarského hlediska nezbytné pro
bezpetnost Utastnika studie, nebudou
povazovany za Odchylku od protokolu ani
poruseni této Smlouvy za predpokladu, ze
Zadavatel je informovan do dvaceti ¢tyr
(24) hodin a veskera souvisejici
dokumentace je ihned poskytnuta.

Soonsor Audits

Audity ze strany Zadavatele

Cooperate with Soonsor audits during
and after the Sudy provided, in the case
of post Sudy audits, such audits are
required for Sponsor to comply with its
obligations under Applicable Law.

Solupracovat na auditech ze strany
Zadavatele béhem Sudie a po jejim
skonceni za predpokladu, Ze v pfipadé
audit po Sudii jsou tyto audity
vyzadovany, aby Zadavatel splnil své
povinnosti podle Platnych zakond.

Provide access to the Facilities and all
information, records, and systems used
or generated in connection with the
Sudy.

Poskytnout pristup do Prostor a ke véem
informacim, z&znamdm a systémdm
pouZzivanym nebo vytvorenym v
souvislosti se Sudii.

ii)

Address audit findings promptly and in
accordance with Sponsor’sinstructions.

ii)

Zjisténi auditu resdit neprodiené av
souladu s pokyny Zadavatele.

Payments

Platby
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i)  Refrain from seeking reimbursement
from any third-party payers for any
activities paid for or reimbursed under
this Agreement.

i) Nepozadovat Uhradu od platct tretich
stran za jakékoli ¢innosti hrazené nebo
proplacené podle této Smlouvy.

i) Acknowledge that Soonsor will disclose
any payments or transfers of value under
this Agreement as required by Applicable
Law.

ii) Vzit navédomi, ze Zadavatel zverejni
veskeré platby nebo prevody hodnot
podle této Smlouvy, jak to vyzaduji Platné
zakony.

INSTITUTION’SOBLIGATIONS

3) ZAVAZKY POSKYTOVATHE

Sudy Conduct and Supervision

Provadéni Sudie a dohled nad Sudii

i) Ensureit hassufficient resources and
capacity to conduct the Study.

i) Zajistit, aby mélo dostatecné zdroje a
kapacitu k provadéni Sudie.

Monitoring

Monitorovani

Allow Sponsor and any third-party designees
appointed by Sponsor accessto the Facilities,
Sudy Data and Source Records for
monitoring and audits.

Umoznit Zadavateli a povérenym osobam
tretich stran jmenovanym Zadavatelem
pristup do Prostor, k Udajtim ze studie a
Zdrojovym zaznamUm pro monitorovani a
audity.

Financial Disclosures

Finanéni pfiznani

Ensure Principal Investigator and Sub
Investigators provide accurate financial
disclosures during and for one year after
Study completion.

Zajistit, aby Hlavni zZkouSejici a Sooluzkousejici
odevzdavali pfesna finanéni pfiznani béhem
Sudie a po dobu jednoho roku po jejim
skonéeni.

Agency Inspections

Inspekce ze strany Uradu

i)  Notify Soonsor without undue delay of
learning about an Agency inspection
related to the Sudy.

i) Informovat Zadavatele bez zbyte¢ného
odkladu od okamziku, kdy se dozvi o
inspekei ze strany Ufadu souvisejici se
Sudii.

i) Coordinate with Soonsor to facilitate
Sponsor’s attendance unless Sponsor’s
attendance is prohibited by such Agency.

i) Spolupracovat se Zadavatelem na
usnadnéni Ucasti Zadavatele, pokud tento
Ufad G¢ast zadavatele nezakazuje.
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iii) Provide Soonsor with all relevant Agency
documents and communications.

iii) Poskytnout Zadavateli veskeré relevantni
dokumenty a sdéleni Uradu.

iv) Disclose only required information to
Agency.

iv) Zptistupnit Uradu pouze poZzadované
informace.

v) Inform Soonsor of inspection outcomes
and review responses.

v) Informovat Zadavatele o vysledcich
inspekce a zkontrolovat odpovédi.

vi) Addressinspection findings promptly and
in accordance with Sponsor’s
instructions.

vi) Zisténiinspekce fesit neprodlené av
souladu s pokyny Zadavatele.

PRINCIPAL INVESTIGATOR SOBLIGATIONS

ZAVAZKY HLAVNiHO ZKOUSEIICIHO

Maintain oversight of the Sudy and Sudy
Saff at all times;

Neustale dohlizet na Sudii a Persondl studie;

Train Sudy Saff on the Protocol and assure
their compliance with the Protocol;

Proskolit Personal studie ohledné Protokolu
a zajistit dodrzovéani Protokolu ze strany
Personalu studie;

Delegate responsibilities appropriately to
Sudy Saff and document such delegations;

Vhodnym zptsobem predat povinnosti
Persondlu studie a takova predani
zdokumentovat;

Provide Soonsor with required up-to-date
information about Principal Investigator and
any Qub Investigators (e.g. CV, license,
financial disclosures);

Poskytnout Zadavateli pozadované aktualni
informace o Hlavnim zkouS$ejicim a vSech
Soluzkousejicich (napf. zivotopis, licence,
finanéni pfiznani);

Disclose any actual or perceived conflicts of
interest or any government relationships;

Oznamit jakékoli skutecné nebo domnélé
strety zajm( nebo jakékoli vzt ahy se statnimi
Urady;

Inform Sponsor promptly if the Principal
Investigator cannot continue the Sudy and
reasonably assistsin finding a replacement.

Informovat Zadavatele, pokud Hlavni
ZkousSejici nemuze pokracovat ve Sudii a
pfimérené napomahat pfi hledani nahrady za
sebe.
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5) SPONSOR OBLIGATIONS

5) POVINNOSTI ZADAVATH.E

Sponsor must:

Zadavatel ma tyto povinnosti:

e  Paythe amountsset forth in the Budget
(Schedule B) to Payee(s) (as defined in
Schedule B), which the Parties acknowledge
are directly related to the costs of carrying
out the Sudy; Compensation to the Principal
Investigator and Collaborators will be paid
according to the Institution’s internal
guidelines. Sponsor hereby agrees that it will
not enter into any other agreement with any
Institution employee in connection with the
Sudy.

e \Vyplatit ¢astky stanovené v Rozpoctu (Pfiloha
B) Prijemci plateb (jak je definovano v Pfiloze
B), 0 nichz Smluvni strany potvrdi, Ze pfimo
souviseji s néklady na provadéni Sudie;
Odména Hlavnimu Zkousejicimu a
spolupracujicim osobam bude vyplacena dle
vnitfni smérnice poskytovatele. Zadavatel se
timto zavazuje, ze vsouvislosti se Sudii
neuzaviou zadnou jinou smlouvu s Zadnym
zaméstnancem poskytovatele.

e Design the Sudy and Protocol according to
Applicable Law;

e Sestavit Studii a Protokol podle Platnych
zakon(;

e Obtain all licenses, permits, and permissions
necessary required for Institution’s use of
Equipment in the Sudy

e  Ziskat v8echny licence, povoleni a opravnéni
nezbytna pro pouzivani Vybaveni ve Sudii ze
strany Poskytovatele

o  Supply the Sudy Drug as necessary for the
conduct of the Sudy and as required by
Applicable Law; The Sudy Drug will be
supplied to the Institution Pharmacy, always
in properly packaged containers intended for
the Sudy Drug and labeled in accordance
with Article 66 of Regulation No. 536/2014,
on clinical trials of medicinal products for
human use. Delivery of the Investigational
Product will take place in Mon-Fri from 7:00
a.m. to 2:00 p.m. to the building of the
hospital pharmacy No. 20.

e Dodéavat Hodnoceny pfipravek podle potieby
pro provadéni Sudie a podle pozadavki
Platnych zakon(; Hodnoceny pripravek bude
dodéavan do nemocnic¢ni |ékarny, vzdy v fadné
zabalenych obalech uréenych pro hodnoceny
IéCivy pripravek a oznaceny v souladu s¢l. 66
narizeni Evropského parlamentu a Rady ¢.
536/2014, o] klinickych hodnocenich
humannich Iécivych pripravka.

Dodavky Hodnoceného pfipravku se budou
uskutecnovat v Po-Pa od 7.00 h do 14.00 h do
budovy nemocniéni Iékérny €. 20.

e  (Obtain Agency approval to conduct the Sudy;

e  Ziskat od Utadu souhlas s provadénim Sudie;

e Comply with itsdata privacy obligationsin the

e DodrZovat své povinnosti tykajici se ochrany

signed ICFs; and osobnich Udajd v podepsanych formularich
ICF; a
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e Register the Sudy asrequired by Applicable
Law on applicable registries (such as
CinicalTrials.gov).

e  Zaregistrovat Sudii podle pozadavkl Platnych
zakon v pfisludnych rejstricich (napf. na
CinicalTrials.gov).

e The Sonsor undertakes to process reports on
the progress of the clinical trial to the extent
specified by legal regulations and to submit
these within the deadlines specified by legal
regulationsto the relevant Bthics Committee
of UKL, the Provider (email at i}, or other
authorized entities.

Zadavatel se zavazuje zpracovavat zpravy o pribéhu
klinického hodnoceni v rozsahu stanoveném pravnimi
predpisy a tyto v terminech stanovenych pravnimi
predpisy predkladat prislusné Etické komisi SUKL,
Poskytovateli (e-mailem na |l pfip. dal$im
opravnénym subjektdm.

6) MUTUAL OBLIGATIONS

6) VZAJBMINE ZAVAZKY

Each Party must:

Kazda Smluvni strana matyto povinnosti:

e Comply with all Applicable Law, this
Agreement and the Protocol;

e Dodrzovat véechny Platné zékony, tuto
Smlouvu a Protokol;

e Cooperate in scheduling monitoring visits and
Sponsor auditsin advance;

e Soolupracovat predem pti planovani
monitorovacich navétév a auditl ze strany
Zadavatele;

e  Refrain from using other Party’s name
without consent, except as required by
Applicable Law; and

e NepouZivat ndzev druhé Smluvni strany bez
souhlasu, s vyjimkou pfipadt, kdy to vyzaduji
Platné zakony; a

o Negotiate the Budget in good faith and at
arm’slength, and not request, provide, or
seek any promise of favorable treatment or
advantage from the other Party.

e Jednat o Rozpoctu v dobré vife a nestranné, a
nepozadovat ani neposkytovat zadny pfislib
vyhodného zachazeni nebo vyhody od druhé
Smluvni strany.

7) DEBARMENT

7) ZAKAZ EINNOSTI

Institution and Principial Investigator certify that
to the best of their knowledge after reasonable
inquiry neither they nor any Sudy S aff (a) have
violated any clinical investigation laws; (b) have
received any regulatory warnings; (c) are involved
in debarment actions; (d) are disqualified as

Poskytovatel a Hlavni zkousSejici potvrzuiji, Ze podle
jejich nejlepsiho védomi a po pfiméreném Setreni
ani oni, ani Personal studie (a) neporusili zadné
zakony o klinickém hodnoceni; (b) neobdrzeli
zadnd varovani ze strany regulacnich dradi; (c)
nejsou Ucastniky zadného Fizeni o vylouceni ze
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clinical investigators; (e) have been terminated for
misconduct; or (f) are subject to medical board
proceedings which would disqualify them to
conduct the Sudy. Institution and Principal
Investigator must notify the Sponsor within five
(5) days of any changes.

zpusobilosti k provadéni klinickych hodnocenti; (d)
nejsou diskvalifikovani jako klinicti zkouSejici; (e)
nebyli propusténi z divodu profesniho pochybenti;
ani (f) nejsou stranou disciplinarniho fizeni pred
Iékar'skou komorou ¢i jinym odbornym organem,
které by je ¢inilo nezplsobilymi k provadéni
Sudie. Poskytovatel a Hlavni zkouSejici musi
informovat Zadavatele do péti (5) dnl o jakychkoli
zménach.

8) PUBLICATIONS

8) PUBLIKACE

e |Institution and Principal Investigator must
submit all publications and public disclosures
to Soonsor for review 30 days before
submission.

e Poskytovatel a Hlavni zZkouSejici musi predloZit
vSechny publikace a sdéleni Zadavateli ke
kontrole 30 dni pred jejich odeslanim.

e  Sonsor has 30 daysto review a proposed
publication and request removal of
Confidential Information or delay publication
for 60 daysto seek intellectual property
protection.

e Zadavatel ma 30 dni na prezkoumani
navrhované publikace a na zadost o
odstranéni Davérnych informaci nebo
odloZeni publikace o 60 dni, aby zajistil
ochranu duSevniho vlastnictvi.

e  For multi-center studies, Institution and/or
Principal Investigator must not publish
independently until the multi-center
publication is released. If the multi-center
publication is not released within 12 months
after Sudy completion, Institution and/or
Principal Investigator may publish results.

e U multicentrickych studii nesmi Poskytovatel
a/nebo Hlavni zkousejici publikovat nezavisle,
dokud nebude vydana multicentricka
publikace. Pokud multicentricka publikace
nebude vydana do 12 mésicl po skonceni
Sudie, mGze Poskytovatel a/ nebo Hlavni
Zkousejici zverejnit vysledky.

9) OONFIDENTIALINFORMATION

9) DUVERNEINFORMACE

Recipient must:

Pfijemce matyto povinnosti:

e  Keep Disclosing Party’s Confidential
Information confidential and use only for the
purposes of conducting the Study;

e  Zachovévat ddvérnost Davérnych informaci
sdélujici strany a pouzivat je pouze pro Ucely
provadéni Sudie;
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e Limit dissemination to those with aneed to
know;

e Omezit zvefejnéni na osoby, které je potiebuji
Znat;

e Take reasonable measuresto protect
Disclosing Party’s Confidential Information
from unauthorized use and disclosure; and

e  Pfijmout pfimérena opatfeni k ochrané
Divérnych informaci sdélujici strany pred
neopravnénym pouzitim a zpfistupnénim; a

¢ Notify Disclosing Party promptly if compelled
by Applicable Law to disclose Disclosing
Party’s Confidential Information and allow
Disclosing Party to seek appropriate
protective measures.

e Neprodlené informovat sdélujici stranu,
pokud jej Platné zakony donuti zvefejnit
Davérné informace sdélujici strany a umozni
sdélujici strané usilovat o pfislusna ochranna
opatfeni.

10) INTELLECTUAL PROPERTY

10) DUSEVNI VLASTNICTVi

e Pre-existing IP: Each Party retains ownership
of its pre-existing Intellectual Property.

e  Dosavadni dusevni vlastnictvi: Kazda Smluvni
strana si zachovava vlastnictvi svého
Dosavadniho dusevniho vlastnictvi.

e Soonsor IP: Soonsor owns all IP generated in
connection with the Sudy, including the
Sudy Data and any IPthat relatesto the
Sudy Drug, but excluding any Institution IP or
Principal Investigator IP. Institution and
Principal Investigator shall disclose and assign
all Soonsor IPto Soonsor.

e Dusevni vlastnictvi zadavatele: Zadavatel
vlastni veskeré DuSevni vlastnictvi vytvorené v
souvislosti se Sudif, véetné Udajt ze studie a
veskerého DuSevniho vlastnictvi, které souvisi
s Hodnocenym pfipravkem, av8ak s vyjimkou
Dus8evniho vlastnictvi Poskytovatele nebo
Dusevniho vlastnictvi Hlavniho zkou$ejiciho.
Poskytovatel a Hlavni zkouSejici zpfistupni a
postoupi Zadavateli veskeré Dusevni
vlastnictvi zadavatele.

e Institution IP and Principal Investigator IP:
Institution ownsthe IPin Source Records and
Institution and Principal Investigator
respectively own any IPthey generate
independently of the Sudy and this
Agreement.

e Dusevni vlastnictvi Poskytovatele a Dusevni
vlastnictvi Hlavniho zkousejiciho:
Poskytovatel vlastni DuSevni viastnictvi ve
Zdrojovych zdznamech a Poskytovatel a
pfipadné Hlavni zkousejici vlastni veskeré
Dusevni vlastnictvi vytvorené nezavisle na
Sudii a této Smlouvé.

e Use of Sudy Data: Institution and Principal
Investigator can use Sudy Data for non-
commercial internal research, teaching, and
publications as per the Agreement.

e Pouzti Udaji ze studie: Poskytovatel a Hlavni
zkousejici mohou pouzit Udaje ze studie pro
nekomer¢ni interni vyzkum, vyuku a publikace
podle této Smiouvy.
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No Rightsto Sudy Drug and Freedom to
Operate: Institution and Sudy Saff do not
acquire any rightsto the Sudy Drug,
Soonsor’s Confidential Information, Sponsor’s
Pre-existing IP or Sponsor IP by virtue of
participation in the Sudy. Nothing in this
Agreement restricts Soonsor in the use, sale,
or manufacture of the Sudy Drug.

Neexistence prav k Hodnocenému ptipravku
avolnost pfi provadéni Sudie: Poskytovatel
ani Personal studie neziskdvaji U¢asti na Sudii
z&dna prava k Hodnocenému pfipravku,
Davérnym informacim Zadavatele,
Dosavadnimu duSevnimu vlastnictvi
zadavatele ani k DuSevnimu vlastnictvi
zadavatele vzniklému v dlisledku Géasti ve
Sudii. Z4dn& ustanoveni této Smlouvy
neomezuji Zadavatele v pouZziti, vyrobé ani
prodeji Hodnoceného pfipravku.

11) TERM, SUSPENSION, AND TERMINATION

11) DOBA TRVANI, PRERUSENI A UKONCENI

Term

Doba trvani

This Agreement starts on the Hfective Date
and continues until all obligations are
completed, unless terminated earlier in
accordance with this Agreement.

Tato Smlouva nabyva ucinnosti k Datu
uc¢innosti atrva do spinéni vdech povinnosti,
pokud nebude ukonéena dfive v souladu s
touto Smlouvou.

i)  Thevalidity of this Agreement isin
accordance with Act No 340/2015 Coll.,
the Czech Contract Register Act (“the
Act”), as amended.

i) Platnost této Smlouvy je v souladu se
zékonem ¢. 340/2015 So. o registru smluv
(dale jen ,Zakon“), v platném znéni.

ii) If this Agreement is exempt from
publication in the Register of Contracts
(“the Register”), then the Effective Date
of this Agreement will be the date of last
signature of a Party to this Agreement.

i) Pokud jetato Smlouva osvobozena od
povinnosti uverejnéni v registru smluv
(dale jen , Registr”), pak Datum ucinnosti
této Smlouvy bude den posledniho
podpisu Smluvni strany této Smlouvy.

iii) If this Agreement isrequired by the Act
to be published in the Register, then the
Effective Date of this Agreement will be
the date it is published in accordance

with the Act.

Je-li zAkonem poZadovéano uverejnéni
této Smlouvy v Registru, pak Datum
ucinnosti této Smlouvy bude den
uverejnéni v souladu se Zdkonem.

ii)

(1)

The Parties agree that this Agreement must
not be published in the Register until the
Sonsor approves the version of this
Agreement to be published and has a chance
to redact any Confidential Information. The

Smluvni strany souhlasi stim, ze tato Smlouva
nesmi byt v Registru uverejnéna, dokud
Zadavatel neschvali verzi této Smlouvy, ktera
méa byt uverejnéna, a dokud nebude mit
moznost upravit jakékoli Davérné informace.

Poskytovatel vyzaduje zaslat Zadavatelem
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Institution requiresthat the final version of the
Agreement be sent by the Sponsor, revised and
approved in writing, in a machine-readable
format with coloured (redacted) text, which
the Soonsor considers to be a business secret
pursuant to the provisions of Section 504 of
Act No. 89/2012 Coll., the Gvil Code or
personal data that is protected under data
privacy law which shall include information is
normally unavailable to the public or in
relevant business circles and is competitively
significant to the Soonsor. The disclosure of
such personal data and business secrets could
thus harm the interests of the Sonsor. The
Institution is obligated to obtain the Soonsor’s
consent before publishing the redacted
Agreement beyond the scope of the colored
text by the Soonsor.

revidovanou a pisemné odsouhlasenou finalni
verzi smlouvy ve strojové citelném formatu
spodbarvenym (redigovanym) textem, ktery
Zadavatel povazuje za obchodni tajemstvi dle
ust. § 504 zakona ¢. 89/2012 Sb., obcanského
zakoniku nebo osobni data, ktera jsou
chranéna na zékladé zakona o ochrané dat, coz

zahrnuje informace, které jsou bézné
nedostupné  verejné & vpfislusnych
obchodnich  kruzich a pro Zadavatele

konkurenéné vyznamné. Uverejnéni takovych
osobnich Gdajli a obchodnich tajemstvi by tak
mohlo poskodit zajmy Zadavatele.
Poskytovatel je povinen ziskat souhlas
Zadavatele pred uvefejnénim redigované
smlouvy nad rdmec podbarveného textu ze
strany Zadavatele.

Institution will notify Sponsor immediately of
the date the Agreement is published in the
Register by emailing
CzechRepublicNotifications@cslbehring.com,
including notice and proof of publication.

The Parties acknowledge that there will be no
initiation visit and delivery of the Investigational
Product until the time of publication of the final
document in the Register of Contracts.

Poskytovatel bude Zadavatele neprodlené
informovat o datu, kdy bude Smlouva v
Registru uverejnéna, a to e-mailem na adrese
CzechRepublicNotifications@cslbehring.com,
véetné oznameni o uverejnéni ajeho
dolozeni.

Smluvni strany berou na védomi, Zze nedojde k iniciacni
navstéveé adodavce Hodnoceného pripravku do okamZiku
uverejnéni kone¢ného dokumentu v registru smluv.

iv) Institution represents and warrantsthat:

iv) Poskytovatel prohlasuje a zarucuje
nasledujici:

This Agreement isrequired by the Act to
be published. Therefore, the Efective
Date will be the date it is published in
accordance with the Act.

Uverejnéni této Smlouvy je Z&konem
vyzadovano. Datum Gcinnosti tedy bude
den uverejnéni v souladu se Zakonem.
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Suspension by Institution or Principal
Investigator

PreruSeni Sudie Poskytovatelem nebo
Hlavnim zkousejicim

Institution or Principal Investigator can
suspend the Sudy immediately for health or
safety concerns but must notify Soonsor
immediately and provide a detailed written
explanation.

Poskytovatel nebo Hlavni zkousejici mlize
Sudii okamZzité prerusit v pfipadé obav o
zdravi nebo bezpecnost, ale musi o tom
neprodlené informovat Zadavatele a
poskytnout podrobné pisemné vysvétleni.

Termination by Institution

Ukonéeni smlouvy Poskytovatelem

Institution or Principal Investigator may
terminate the Agreement if:

Poskytovatel nebo Hlavni zkousSejici mohou
ukoncit Smlouvu, pokud:

i)  Sponsor materially breachesthe
Agreement and does not cure the breach
within 30 days of written notice;

i) Zadavatel zavaznym zplsobem porusi
Smlouvu a nenapravi porudeni do 30 dnt
od pisemného oznameni;

i) The ECwithdraws Sudy approval;

i) EKodvolasouhlas se Sudii;

iii) Sponsor goes bankrupt or is otherwise
prohibited from doing business; or

iii) Zadavatel zkrachuje nebo je mu jinak
zakazano podnikat; nebo

iv) Principal Investigator is unable or
unwilling to continue the Sudy and a
successor acceptable to the Partiesis not
found within 30 days.

iv) Hlavni zZkouSejici neni schopen nebo
ochoten pokracovat ve Studii ado 30 dnt
nebude nalezen nastupce pfijatelny pro
Smluvni strany.

Termination and Suspension by Sponsor

Ukonéeni a preruseni Sudie Zadavatelem

Sponsor can terminate or suspend the Sudy
at any time with immediate effect upon
written notice to Institution and Principal
Investigator.

Zadavatel mize Sudii kdykoli ukoncit nebo
prerusit s okamzitou platnosti na zakladé
pisemného oznameni Poskytovateli a
Hlavnimu zkousejicimu.

Obligations upon Termination

Povinnosti pfi ukonéeni

Upon termination of this Agreement,
Institution and Principal Investigator must:

Po ukonéeni této Smlouvy musi Poskytovatel a
Hlavni zkouSejici:

i) Sop enrolling Sudy Participants and
cease procedures on enrolled Sudy
Participants, unless medically necessary

i) Ukoncit zarazovani Ucastnika studie a
prerusit provadéni postupt u jiz
zatazenych Ugastnikl studie, pokud jejich
pokracovani neni nezbytné ze zdravotnich
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to continue and minimize incurring
additional Sudy-related costs; and

ddvodu, a zaroveri minimalizovat dalsi
néklady souvisejici se Sudii; a

i) Continue required follow-up and data
collection for enrolled Sudy Participants
unlessinstructed otherwise.

i) Pokracovat v poZzadovaném nasledném
sledovéani a shromazdovani tdaj u
zatazenych Ugastnik studie, pokud
nebude uvedeno jinak.

Upon termination of this Agreement, Sponsor
shall:

Po ukonéeni této Smlouvy ma Zadavatel tyto
povinnosti:

i)  Reimburse Payeefor work performed
through the date of termination, per the
Budget and the terms of this Agreement.

i) Zaplatit Prijemci plateb za préaci
provedenou do data ukonéeni podle
Rozpoctu a podminek této Smlouvy.

e Obligations upon Expiration or Termination

e Povinnosti po uplynuti platnosti nebo
ukonéeni Smlouvy

Upon expiration or termination of this
Agreement, Institution and Principal
Investigator must:

Po uplynuti platnosti nebo ukonéeni této
Smlouvy musi Poskytovatel a Hlavni
ZkousSejici:

i)  Return Sudy Drug, Soonsor Equipment,
and Sponsor’s Confidential Information
asinstructed; and

i) Vrétit Hodnoceny pfipravek, Vybaveni
zadavatele a Davérné informace
zadavatele podle pokyn(; a

ii) Return any excess payment to Soonsor.

ii) Vratit veskeré preplatky Zadavateli.

12) INDEMNITY & LIMITATION OF LIABILITY

12) ODSKODNENI A OM EZENi ODPOVEDNOSTI

e  Soonsor Indemnity

e  (Odskodnéni ze strany Zadavatele

Soonsor will indemnify, defend, and hold
harmless the Indemnitees for any Lossto the
extent caused by:

Zadavatel odskodni, obhdji a zbavi
odpovédnosti Odskodriované osoby za
jakoukoli Ztratu v rozsahu zpGsobeném:

i)  The Sudy Drug;

i) Hodnocenym pfipravkem;

i) A Sudy Procedure;

ii) Postupem ve Studii;
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iii) Soonsor’sinfringement of third-party
intellectual property rightsin relation to
the Sudy;

iii) PoruSenim prav dusevniho vlastnictvi
tretich stran ve vztahu ke Sudii ze strany
Zadavatele;

iv) Sponsor’sbreach of its obligations under
this Agreement; and

iv) Poru8enim povinnosti Zadavatele podle
této Smlouvy; a

v) Sponsor’s use or commercialization of
Soonsor IP,

v) PouZivanim nebo zpenézenim Dusevniho
vlastnictvi zadavatele ze strany
Zadavatele,

except to the extent the Lossis caused or
contributed to by a factor for which Soonsor’s
liability is excluded pursuant to the “Exclusion
of Liability” section of this Cause 12) .

s vyjimkou pripadl, kdy je Ztrata zplsobena
nebo k ni pfispiva faktor, za ktery je
vylou¢ena odpovédnost Zadavatele podle
oddilu , Vylouéeni odpovédnosti“ tohoto
¢lanku 12).

Conditions of Indemnity

Podminky odskodnéni

To avail itself of Soonsor’s Indemnity, the
relevant Indemnitee must:

Aby bylo mozné vyuZit Odskodnéni ze strany
Zadavatele, musi pfislusna Odskodrovana
osoba:

i)  Provide prompt notice to Soonsor of its
claim (no later than 15 days of becoming
aware of the existence of the claim),
provided that a failure to notify shall not
waive the right to indemnification except
to the extent that Soonsor’s rights or
defense are materially prejudiced; and

i) neprodlené informovat Zadavatele o
svém naroku (nejpozdéji do 15 dnl od
okamziku, kdy se dozvi o existenci
naroku), za predpokladu, ze neoznameni
nepredstavuje neuplatnéni prava na
odskodnéni, s vyjimkou pripadd, kdy jsou
podstatné dotéena prava nebo obhajoba
Zadavatele; a

i) Permit Soonsor to control the defense
and settlement of the relevant claim.

ii) umoznit Zadavateli kontrolovat obhajobu
a vyporadani prislusného naroku.

Exclusion of Liability

Vylouéeni odpovédnosti

Soonsor and its Affiliates are not liable for any
loss caused by the Indemnitee’s:

Zadavatel a jeho pridruzené spolec¢nosti
nenesou odpovédnost za zadné ztraty
zpusobené tim, ze OdSkodriovana osoba:

i)  Negligence, recklessness, or willful
misconduct in the performance of the
Sudy;

i) sedopusti nedbalosti, nezodpovédnosti
nebo umysiného pochybeni pfi provadéni
Sudie;
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i) Administration or use of Sudy Drug
other than in strict accordance with the
Protocaol;

ii) poda nebo pouzije Hodnoceny pripravek
jinak nez v pfisném souladu s
Protokolem;

iii) Conduct of a Sudy Procedure other than
in strict accordance with the Protocol
except for Protocol deviations conducted
out of medical necessity in accordance
with the terms of this Agreement;

iii) provadi Postupy ve Sudii jinak nezv
pfisném souladu s Protokolem, s
vyjimkou Odchylek od protokolu
provedenych z Iékarského hlediska v
souladu s podminkami této Smlouvy;

iv) Failure to follow Applicable Law or
industry accepted clinical practices;

iv) nedodrzi platné zdkony nebo oborovou
klinickou praxi;

v) Failure to follow the Protocol or
Sonsor’swritten instructions; or

v) nedodrzi Protokol nebo pisemné pokyny
Zadavatele; nebo

vi) Breach of privacy or data security
obligations under this Agreement.

vi) porusi povinnosti v oblasti ochrany
osobnich Udaji nebo zabezpedeni idajd
podle této Smiouvy.

13) INSURANCE & STUDY PARTICIPANT INJURY

13) POJSTENi A UMA NA ZDRAVi UCASTNIKA
STUDIE

Sponsor Insurance

e Pojisténi Zadavatele

Sponsor must maintain clinical trials liability
insurance or a program of self-insurance
sufficient to cover its potential liability in
connection with the Sudy, in accordance with
applicable law. Proof to be provided to
Institution upon request.

Zadavatel musi mit uzavieno pojisténi
odpovédnosti za klinicka hodnoceni nebo
program samopojisténi ve vysi postacujici k
pokryti jeho pFipadné odpovédnosti v
souvislosti se Sudii, ato v souladu s platnou
legislativou. Na zadost bude Poskytovateli
predlozen doklad.

Institution and Principal Investigator
Insurance

o Pojisténi Poskytovatele a Hlavniho
zkouSejiciho

Institution and Principal Investigator must
each maintain a normal and customary
insurance program with limits appropriate to
cover its liability for any bodily injury which
may be caused to Sudy Participantsasa
result of fault or negligence of any Sudy Saff
in the delivery of routine medical care.

Poskytovatel a Hlavni zZkouSejici musi mit
kazdy jednotlivé sjednan bézny a obvykly
pojistny program s limity odpovidajicimi jejich
odpovédnosti za jakoukoli Ujmu na zdravi,
ktera miiZe byt zptisobena Ucastnikam studie
v dlisledku zavinéni nebo nedbalosti
jakéhokoli ¢lena Persondlu studie pfi
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Institution and Investigator acknowledge and
agree that Soonsor will not be insuring for
malpractice and not accepting responsibility
for such. Proof to be provided to Soonsor
upon request.

poskytovani bézné zdravotni péce.
Poskytovatel a zZkousejici berou na védomi a
souhlasi stim, Ze zadavatel nebude pojistovat
zanedbani povinné péce a nepfijme za néj
odpovédnost. Na vyzadani bude Zadavateli
predlozen doklad.

e  Sudy Participant Injury

¢ Ujma G&astnika studie

Sponsor shall reimburse Payee(s) for
necessary medical care to treat Sudy
Participant Injuries, except to the extent such
injuries are caused by Institution’s or Sudy
Saff’s failure to comply with Applicable Law,
negligence, misconduct, failure to follow the
Protocol, or from any pre-existing conditions
of the Sudy Participant, except to the extent
such pre-existing conditions are exacerbated
by the Sudy Drug or Sudy Procedures

administered in accordance with the Protocol.

Zadavatel proplati Pfijemci plateb nezbytnou
lékarskou péci k 16¢bé Ujmy Utastnika studie,
s vyjimkou pripadd, kdy je tato Gjma
zplisobena nedodrzenim Platnych zékon( ze
strany Poskytovatele nebo Personalu studie,
nedbalosti, pochybenim, nedodrzenim
protokolu nebo dfive existujicim stavem
Utastnika studie, s vyjimkou pfipadd, kdy jsou
takové dfive existujici stavy zhor8eny v
disledku podavani Hodnoceného pripravku
nebo Postupu ve Sudii podavanymi nebo
provadénymi v souladu s Protokolem.

14) DEFINITIONS

14) VYMEZENI POMU

e Agency: All government or regulatory
agencies overseeing the Sudy, including the
Food and Drug Administration.

o Urad: Vechny statni nebo regulaéni tfady
dohlizZejici na Sudii, véetné Satniho tradu
pro kontrolu léciv.

e Agreement: Thisclinical trial research
agreement and its appendices, as amended
by the Parties from time to time in writing.

e  Smlouva: Tato smlouva o provedeni
vyzkumného klinického hodnoceni a jeji
dodatky, ve znéni ob¢asnych pisemnych zmén
Smluvnich stran.

e Applicable Law: All laws, regulations and
GxPs that apply to the Sudy and each Party,
including but not limited to Act No. 378/2007
Coll., on Pharmaceuticals, as amended,
Regulation (EU) No. 536/2014 dated 16/ April
2014 on clinical trials on medicinal products
for human use, Act No. 372/2011 Coll., on
Health Services, and Decree No. 463/2021
Coll., on detailed conditions for the conduct
of clinical trials on medicinal productsfor
human use, as well as all national legislation,

e Platné zakony: V8echny zakony, predpisy a
normy GxP, které se vztahuji na Sudii a
kazdou Smluvni stranu, mimo jiné véetné
zékona ¢. 378/2007 ., o léCivech, ve znéni
pozdéjSich predpist, nafizeni Evropského
parlamentu a Rady (EU) ¢. 536/2014 ze dne
16. dubna 2014 o klinickych hodnocenich
humannich Iécivych pripravkil, zakona ¢.
372/2011 ., o zdravotnich sluzbéach, a
vyhlaskou ¢. 463/2021 Sb., o blizsich
podminkach provadéni klinického hodnoceni
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European regulations and regulations on the
protection of personal data, asimplemented
at national level by Act No. 110/2019 Coll., on
the Processing of Personal Data, in particular
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 and
repealing Directive 95/46/ EC (GDPR).

humannich Iécivych pripravka, jakoz i
veskerou narodni legislativu, evropska
narizeni a predpisy ohledné ochrany osobnich
Gdajl, jak byly implementovany na narodni
Urovni zakonem €. 110/2019 So., o zpracovani
osobnich Udajl, zejména Natizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27.
dubna 2016 o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich Gdaji a o
volném pohybu téchto (dajd a o zruseni
smérnice 95/46/ES (GDPR).

Confidential Information: All proprietary or
confidential information of a Party (the
“Disclosing Party”), including a Party’s IP,
disclosed to the other (“Recipient”) and the
terms of this Agreement, including, in the
case of Sponsor, the Sudy Data and all
information related to the Sudy, but
excluding any information that is or becomes
public without breach of this Agreement,
received from a third party without
confidentiality obligations, or independently
developed by the Recipient.

Divérné informace: VeSkeré chranéné nebo
davérné informace Smluvni strany (déle jen
»Sdélujici strana“), véetné Dusevniho
vlastnictvi Smluvni strany, predané druhé
Smluvni strané (déle jen , Pfijemce”) a
podminky této Smlouvy, véetné (v pfipadé
Zadavatele) Udaji ze studie a véech informaci
souvisejicich se Sudii, avsak s vyjimkou
informaci, které jsou nebo se stanou
vefejnymi bez poruseni této Smlouvy,
obdrZené od tfeti osoby bez povinnosti
zachovéavat davérnost nebo nezavisle
vyvinuté Prijemcem.

Data Breach: Accidental or illegal destruction,
loss, alteration, unauthorized disclosure, or
access to Personal Data

PoruSeni zabezpeéeni idaja: Nahodné nebo
nezdkonné zniceni, ztrata, pozménéni,
neopravnéné zpfistupnéni nebo pristup k
Osobnim Gdajim

EC: The ethics committee that ensuresthe
rights and welfare of Sudy Participants and
has the authority to review, approve, modify,
or disapprove of the Sudy at Institution.

EK: Etick& komise, kterd zajistuje prava
ablaho Utastnikd studie a ma pravomoc
kontrolovat, schvalovat, upravovat nebo
zamitat Sudii provadénou u Poskytovatele.

Facilities: The location(s) where Sudy
activities are conducted.

Prostory: Misto (mista), kde se provadé;ji
¢innosti ve Sudii.

Force Majeure: Any event or circumstance
beyond the reasonable control of the affected
Party, including natural disasters, acts of war,
terrorism, strikes, governmental actions, or
other significant disruptionsthat prevent the
Party from fulfilling its contractual
obligations.

Vy&3i moc: Jakakoli uddlost nebo okolnosti
mimo pfimérenou kontrolu dotéené Smluvni
strany, véetné prirodnich katastrof, valecnych
¢ind, terorismu, stavek, vladnich opatreni
nebo jinych vyznamnych naruseni, ktera brani
Smluvni strané v pInéni jejich smluvnich
zavazk.
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GxPs: All internationally recognized ethical
and scientific quality standards for designing,
conducting, recording, and reporting clinical
trials, including Good Clinical Practices, Good
Manufacturing Practices, and Good
Documentation Practices.

Normy GxP: VSechny mezinarodné uznavané
etické a védecké standardy kvality pro
navrhovani, provadéni, zaznamenavani a
hlaseni klinickych hodnoceni, véetné spravné
klinické praxe, spravné vyrobni praxe a
sprévné dokumentacni praxe.

ICFs: An electronic or physical form
documenting a potential Sudy Subject’s
consent to join or continue participation in
the Sudy and share their Personal Data.

Formulare informovaného souhlasu:
Hektronicky nebo fyzicky formular
dokumentuijici souhlas potencialniho Subjektu
hodnoceni s Gcasti ve Sudii nebo s
pokracovanim v Ucasti ve Sudii a sdilenim
jeho Osobnich udaja.

Indemnitees: Institution, EC, Principal
Investigator, Sudy Saff, and their respective
trustees, officers, directors, employees,
contractors, and agents.

Odskodrnované osoby: Poskytovatel, EK
Hlavni zkous$ejici, Personal studie a jejich
prislusni spravci, vedouci pracovnici, ¢lenové
statutarnich organd, zaméstnanci, smluvni
pracovnici a zastupci.

Intellectual Property or IP: All inventions,
discoveries, processes, formulations, data,
trade secrets, know-how, and other
proprietary information, whether patentable
or not, that are conceived, developed, or
created in connection with the Sudy, and are
subject to protection under applicable
intellectual property laws.

Dusevni vlastnictvi: VSechny vynalezy,
objevy, procesy, slozeni, data, obchodni
tajemstvi, know-how a dalsi chranéné
informace, at jiz patentovatelné ¢&i nikoli,
které byly vymysleny, vyvinuty nebo
vytvoreny v souvislosti se Sudii a podléhaji
ochrané podle platnych zakond o dusevnim
vlastnictvi.

Loss: means losses, damages, liabilities,
deficiencies, claims, actions, judgments,
settlements, interest, awards, penalties, fines,
costs, or expenses, including reasonable
attorneys' fees.

Zrata: Ztréaty, Skody, odpovédnosti,
nedostatky, naroky, zaloby, rozhodnuti,
vyrovnani, roky, nahrady skody, sankce,
pokuty, néklady nebo vydaje, véetné
primérenych nakladli a vydajd na pravni
zastoupeni.

Personal Data: Any information that relates
to an identified or identifiable natural person,
including coded information where details are
replaced with a code that can be traced back
to the person.

Osobni tdaje: Veskeré informace, které se
tykaji identifikované nebo identifikovatelné
fyzické osoby, véetné kddovanych informaci, v
nichz jsou podrobnosti nahrazeny k6dem,
ktery Ize vysledovat zpét k dané osobé.

Pre-existing IP: Intellectual Property owned
or controlled by a Party and generated before
the Effective Date.

Dosavadni dusevni vlastnictvi: Dusevni
vlastnictvi vlastnéné nebo kontrolované
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Smluvni stranou a vytvorené pred Datem
acinnosti.

Principal Investigator IP: Principal
Investigator’s Pre-existing IP and any
improvementsto it generated during the
course of the Sudy, excluding Sponsor IP.

Dusevni vlastnictvi Hlavniho zkou$ejiciho:
Dosavadni dusevni vlastnictvi Hlavniho
zkousejiciho a jakakoli jeho vylepseni
vytvorena v pribéhu Sudie, s vyjimkou
Dusevniho vlastnictvi Zadavatele.

Privacy Notice: The Soonsor approved privacy
notice related to the use and processing of
Sudy Saff Personal Data.

Oznameni o ochrané osobnich Udaja:
Oznémeni o ochrané osobnich udaju
souvisejici s pouzivanim a zpracovanim
Osobnich Gdajt Personélu studie schvélené
Zadavatelem.

Protocol: As set forth in Schedule A.

Protokol: Jak je uveden v Priloze A.

Source Records: Primary documentation
generated by the Institution in the conduct of
the Sudy such as medical records of Study
Participants.

Zdrojové zaznamy: Priméarni dokumentace
vytvorena Poskytovatelem pfi provadéni
Sudie, jako jsou Iékarské zaznamy Ugastnik
studie.

Spoonsor Equipment: Any equipment,
materials, or software supplied by Soonsor
for use in connection with the Sudy.

Vybaveni zadavatele: Veskeré vybaveni,
materidly nebo software dodané Zadavatelem
k pouziti v souvislosti se Sudii.

Sudy: The study referred to above by the
Sudy Title to test the Sudy Drug.

Sudie: Sudie, na kterou se odkazuje vyse v
nazvu Sudie za Ucelem testovani
Hodnoceného pfipravku.

Sudy Participant: A person enrolled in the
Sudy.

Ugastnik studie: Osoba zafazena do Sudie.

Sudy Participant Injury: An unexpected,
immediate physical injury to a Sudy
Participant), as reasonably determined by the
Sponsor, caused directly by the Sudy Drug or
a Study Procedure. The Soonsor shall be
obligated to compensate the Provider and the
Investigator for the damage to the extent that
the trial subject or other persons successfully
claim compensation for personal injury
(including death) arising from the use of the
Investigational Medicinal Product or any
procedure performed on the trial subject

Ujma G&astnika studie: Neotekavana,
okamita fyzicka Gjma na zdravi U¢astnika
studie, jak je pfimérené stanoveno
Zadavatelem, zpdsobena pfimo Hodnocenym
pfipravkem nebo Postupem ve studii.
Zadavatel je povinen Poskytovateli a
Zkousejicimu nahradit Ujmu v rozsahu,

v jakém je vici nim u prislusného soudu
subjektem hodnoceni nebo jinymi k tomu
podle platnych pravnich predpist
opravnénymi osobami Uspésné uplatnén
zejména narok na nahradu Gjmy na zdravi
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pursuant to the requirements of the Protocol,
in accordance with applicable legal
regulations

(v€etné smrti) vzniklé zdlvodu pouziti
Hodnoceného Iécivého pfipravku nebo
jakéhokoli vykonu nebo postupu vykonaného
na subjektu hodnoceni dle pozadavkii
Protokolu.

Sudy Data: Data produced in connection
with the Sudy other than Source Records.

Udaje ze studie: Udaje vytvoiené v souvislosti
se Sudii jiné nez Zdrojové zaznamy.

Sudy Drug: The study drug identified on the
first page of this Agreement, together with
the placebo and comparator required by the
Protocol.

Hodnoceny pfipravek: Hodnoceny lécivy
pfipravek uvedeny na prvni strané této
Smlouvy spolu s placebem a srovnavacim
pfipravkem, které pozaduje Protokol.

Sudy Procedures: Procedures required to be
performed by Sudy Saff in connection with
the Study, as described in the Protocol.

Postupy ve studii: Postupy, které musi
provadét Personal studie v souvislosti se
Sudii, jak je popsano v Protokolu.

Sudy Saff: Institution’s or Principal
Investigator’s employees, agents, contractors,
staff and personnel assisting with the Sudy,
Principal Investigator and Sub Investigators.

Personal studie: Zaméstnanci, zastupci,
dodavatelé, persondl a pracovnici
Poskytovatele nebo Hlavniho zkouSejiciho,
ktefi pomahaji se Sudii, Hlavni zkousejici a
Sooluzkousejici.

Sudy Support Vendors: Vendors hired by
Sponsor to assist with certain Sudy-related
activities (e.g. home visits, travel-related
services).

Dodavatelé podporujici studii: Dodavatelé
najati Zadavatelem na pomoc s urcitymi
¢innostmi souvisejicimi se Sudii (napf.
domaci navstévy, sluzby souvisejici s
cestovanim).

Sub Investigator: Any collaborating physician
involved in the Sudy with Principal
Investigator.

Soluzkousejici: Jakykoli spolupracujici [ékar
zapojeny do Sudie spolu s Hlavnim
ZkouSejicim.

15) MISCHLANEOUS

15) ROZNA USTANOVENI

Notices

Oznamovani

All notices, demands and other
communications required or permitted under
this Agreement must be in writing and sent
by registered or certified mail (deemed
delivered upon receipt) or sent by email

Veskera ozndmeni, pozadavky a dalsi sdéleni
vyzadovana nebo povolena podle této
Smlouvy musi byt pisemna a zasilana
doporucenou postou (povazovana za
dorucena po pfijeti) nebo zasilana e-mailem
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(deemed delivered when successfully sent to
the recipient's designated email address,
unless the sender receives a delivery failure
notification within 24 hours of sending).

(povazovana za dorucend po Uspésném
odeslani na e-mailovou adresu uréenou
prijemcem, pokud odesilatel neobdrzi
oznameni o selhani doruceni do 24 hodin od
odeslani).

Soonsor’s Agent

Zastupce Zadavatele

Spoonsor’s local representative and contracting
entity has the authority to sign this
Agreement on behalf of Sponsor.

Mistni zastupce Zadavatele a smluvni subjekt
jsou opravnéni podepsat tuto Smlouvu
jménem Zadavatele.

Independent Contractors

Nezavisli dodavatelé

The Parties are independent contractors and

have no authority to bind each other.

nejsou opravnény se vzajemné zavazovat.

Smluvni strany jsou nezavislymi dodavateli a

SQubcontractors

Qubdodavatelé

Institution and Principal Investigator require
Sponsor’s consent to hire subcontractors, not
to be unreasonably withheld, and remain
liable for the acts, omissions, and
performance of any subcontractors engaged
in connection with this Agreement asif they
were the acts, omissions, and performance of
Institution or Principal Investigator,
respectively.

Poskytovatel a Hlavni zkousejici jsou povinni
opatfit si souhlas Zadavatele stim, Ze najmou
subdodavatele, stim, Ze tento souhlas jim
nebude bezd(ivodné odpiran, a zlistavaji
odpovédni za jednani, opomenuti a plnéni
vSech subdodavatell najatych v souvislosti s
touto Smlouvou, jako by se jednalo o jednani,
opomenuti a plnéni Poskytovatele, pfipadné
Hlavniho zkou$ejiciho.

Force Majeure

Vyssi moc

No Party shall have liability for delays or
failures due to a Force Majeure event if the
effected Party notifies the other Party
promptly and uses reasonable effortsto
minimize the consequences.

Z4dna ze Smluvnich stran nenese
odpovédnost za zpozdéni nebo selhani v
dlsledku udalosti vy$si moci, pokud dotéena
Smluvni strana neprodlené informuje druhou
Smluvni stranu a vynaloZi pfiméfené usili k
minimalizaci nasledkd.

Conflicting Terms

Kolize podminek

If there is a disagreement between the
Protocol and the Agreement, the Protocol
controls scientific aspects and Agreement
controls all other aspects. This Agreement is
drawn up in Czech and English, and the

V pfipadé rozporu mezi Protokolem a
Smlouvou plati, ze Protokolem se fidi védecké
aspekty a Smlouva upravuje vSechny ostatni
aspekty. Tato Smlouva je sepsanav ¢eském a
anglickém jazyce a smluvni strany povazuji
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Parties consider both language versionsto be
equivalent, but in the event of interpretation
discrepancies between the different versions,
the Parties agree that the Czech version of
the Agreement shall prevail.

obé jazykové verze za rovnocenné, aviak pro
pfipad vykladovych nesrovnalosti mezi
jednotlivymi verzemi se smluvni strany
dohodly, ze prednost ma ¢eska verze
Smiouvy.

Dispute Resolution

Reseni spord

The Parties will consider settling disputes
through negotiation or mediation, prior to
resorting to litigation.

Smluvni strany zvazi feSeni sporf
prostiednictvim vyjednavani nebo mediace
pred uchylenim se k soudnimu sporu.

Severability

Oddélitelnost ustanoveni

If any part of this Agreement is
unenforceable, the rest remainsin effect. No
Party waivestheir rights by not enforcing
them.

Pokud je néktera ¢ast této Smlouvy
nevymahatelna, ostatni ¢asti zastavaji v
platnosti. Zadna ze Smluvnich stran se
nevzdava svych prav tim, Ze je neuplatiiuje.

Assignment

Postoupeni

This Agreement cannot be assigned without
written consent, except Soonsor may assign
to its Affiliates without consent. Any
unauthorized assignments are void.

Tuto Smlouvu nelze postoupit bez pisemného
souhlasu, s vyjimkou pripadt, kdy Zadavatel
muze postoupit tuto Smlouvu svym
pfidruzenym spole¢nostem bez souhlasu.
Jakékoli neopravnéné postoupeni je absolutné
neplatné.

Applicable Law

Platné zakony

This Agreement shall be governed by and
construed in accordance with the laws of the
Czech Republic, with any disputes relating to
this Agreement to be resolved exclusively in
the courtslocated in Czech Republic.

Tato Smlouva se bude fidit a bude vykladana v
souladu se zakony Ceské republiky, pficemz
veskeré spory tykajici se této Smlouvy budou
fedeny vyhradné u soudl v Ceské republice.

Entire Agreement

Uplna dohoda

This Agreement comprisesthe entire
agreement with respect to the Sudy,
superseding prior agreements between the
Parties regarding the Sudy.

Tato Smlouva tvofi UpIné ujednani tykajici se
Sudie a nahrazuje predchozi smlouvy mezi
Smluvnimi stranami tykajici se Sudie.
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¢ Amendments

o Dodatky

Amendments must be in writing and signed
by the Parties.

Dodatky musi byt pissmné a podepsané
Smluvnimi stranami.

e Binding

e  Zavaznost Smlouvy

This Agreement binds the Parties, their
representatives, successors, and assigns.

Tato Smlouva je zavazna pro Smluvni strany,
jejich pravni zastupce, nastupce a postupniky.

o (Counterparts

e Sejnopisy

This Agreement can be signed in
counterparts, each considered an original.

Tato Smlouva mUze byt podepsana ve
stejnopisech, z nichz kazdy je povazovan za
original.

e Hectronic Sgnature

o Hektronicky podpis

This Agreement may be executed by
electronic signature, which shall be
considered as an original signature for all
purposes and shall have the same force and
effect as an original signature.

Tato Smlouva mize byt podepsana
elektronickym podpisem, ktery bude
povazovan za originalni podpis pro vSechny
Ucely abude mit stejnou platnost a Gcinnost
jako originalni podpis.

[Sgnature Page Immediately Follows]

[Ihned néasleduje stranka s podpisy]

Executed as an agreement by:

Uzavieno jako ujednani témito stranami:

C3LInnovation GmbH for and
CL Innovation GmbH za a

on behalf of CSLBehring LLC
jménem CS_Behring LLC
asitsagent

jako jeho zastupce

By:

Name:

Title:

Date:

Podepsal/a:

Jméno:

Funkce:

Datum: 19. 11. 2025

Fakultni nemocnice Hradec Kralové

By:
Name:
Title:
Date:

Podepsal/ a:

Jmnéno:

Funkce:

Datum: 27. 11. 2025
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By:
Podepsal/a:

Name:
Jméno:

Title:
Funkce:

Date:
Datum: 26.11. 2025

Schedules:

Pfilohy:

e  Schedule A: Protocol

e Priloha A: Protokol

e  Schedule B: Budget

e P¥iloha B: Rozpocet

Schedule A — Protocol

Priloha A — Protokol

[Provided Under Separate Cover and
incorporated herein by reference]

[Poskytnuto samostatné atimto zaclenéno
do tohoto dokumentu formou odkazu]

Page 27 of 28

Version: Czech_Republic_Global_CTRA Tripartite_Template_11 Feb 2025 CONFIDENTIAL

Srana 27 z 28

Verze: Ceska repubika_Globalni CTRA trojstrannd $ablona_11. inora 2025 DUVERNY DOKUMENT



CSL

Schedule B - Budget Pfiloha B — Rozpocet

This annex is not being published in

accordance with the Act on the Register of Tato prllpha se v souladu 5¢ ;vakonem ©
Contracts registru smluv neuvetejnuje.
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