CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKE STUDII

for Protocol CC-220-MM-002

pro Protokol CC-220-MM-002

This clinical trial agreement (hereinafter, the

“Agreement”) is by and between:

Tato Smlouva o klinické studii (dale ,,Smlouva”),

byla uzavfena mezi témito stranami:

Celgene Corporation, having its principal office at 86
Morris Avenue, Summit, NJ 07901, USA represented for
the purposes of this Agreement by Celgene
International II Sarl, a limited liability company
organized under the laws of Switzerland having its
principal office at Route de Perreux 1, 2017 Boudry,

Switzerland (hereinafter the “Sponsor’)

For the only purposes of signing this Agreement Sponsor
is represented by PPD Investigator Services LLC,
organized under the laws of the State of Delaware with
its principal office at 929 North Front Street,
Wilmington, North Carolina 28401, USA.

Celgene Corporation s hlavnim sidlem v 86 Morris
Avenue, Summit, NJ 07901, USA zastupovana pro
ucely této  Smlouvy  spolecnosti  Celgene
International II Sarl, spolecnosti s ru¢enim
omezenym ziizenou podle Svycarskych pravnich
predpist s hlavnim sidlem v Route de Perreux 1,

2017 Boudry, Svycarsko (dale jen ,,Zadavatel )

Zadavatel je pouze pro tcely podpisu této Smlouvy
zastoupen PPD Investigator Services LLC,
organizovana podle zakoni statu Delaware se sidlem
na 929 North Front Street, Wilmington, Severni
Karolina 28401, USA,

AND

A

Fakultni nemocnice Ostrava,

with its registered address, 17.listopadu 1790/5, Ostrava,
Czech republic, VAT: 00843989, Tax no.: CZ00843989,
Charter of the Ministry of Health of the Czech Republic
of 25 November 1990 File no. OP-054-25.11.90,
represented by: doc. and doc. MUDr. Petr Vavra, Ph.D.,
Deputy Director for Science, Research and Teaching

(hereinafter the “Institution™);

Fakultni nemocnice Ostrava,

se sidlem 17.listopadu 1790/5, Ostrava, Ceska
republika,  1C:00843989,  DIC:CZ00843989,
Ztizovaci listina MZ CR ze dne 25. listopadu 1990
¢.j. OP-054-25.11.90, zastoupena: doc. et doc.
MUDr. Petr Vavra, Ph.D., naméstek feditele pro
védu, vyzkum a vyuku

(dale ,,Zdravotnické zarizeni’);,

AND

A

Prof. Dr. Roman Hijek Csc., work address at Hemato-

oncology clinic, Faculty hospital Ostrava, 17.listopadu

Prof. MUDr. Roman Hajek, CSc., s pracovistém

Klinika hemato-onkologie, Fakultni nemocnice
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1790/5, Ostrava-Poruba, Czech Republic, (hereinafter

the “Investigator”);

Ostrava, 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Ceska republika , (dale ~ZkouSejici);

individually or collectively, as the case may be, referred

hereto as the “Party” or “Parties”.

jednotlivé nebo piipadné spoleéné dale ,,Strana”

nebo ,,Strany”’.

The Institution and the Investigator are hereinafter called
“Institution/Investigator” when it is intended that they

be referred to jointly.

Zdravotnické zatizeni a Zkousejici jsou dale spolecné

oznacovani jako ,Zdravotnické zafizeni /

Zkousejici”’, pokud zkontextu vyplyva, Ze se

odkazuje na oba spolecné.

This Agreement is valid as of the last date of signature
below and effective on the day of publication pursuant to

Act No. 340/2015 Coll., on the Register of Contracts (the

Tato Smlouva nabyva platnosti ke dni posledniho
podpisu nize a ucinnosti dnem zvefejnéni dle zdkona

¢. 340/2015 Sb., o registru smluv (dale ,,Datum

acquired expertise in the conduct of clinical trials, and
laboratory test evaluations; they have appropriate

facilities for the performance of those activities;

“ Effective Date”). ucinnosti‘).

WHEREAS VZHLEDEM K TOMU, ZE

(a) The Sponsor conducts business in the | (a) Zadavatel podnikd ve vyvoji 1éCivych
development of therapeutic products, compounds, and | pfipravki, latek a ¢inidel;

reagents;

(b) The Institution and the Investigator have | (b) Zdravotnické zafizeni a ZkouSejici maji

odborné znalosti v provadéni klinickych hodnoceni a

hodnoceni  laboratornich testt a  disponuji

odpovidajicim vybavenim pro vykon téchto ¢innosti;

(©

studies in the areas of pharmaceutical and biological

Sponsor has the intention to conduct clinical

research in the interest of the Sponsor;

(©)

hodnoceni

Zadavatel ma zamér provadét klinicka

v oblastech farmaceutického a

biologického vyzkumu v zajmu Zadavatele;

(d) The Investigator is an employee of the | (d) ZkousSejici je zaméstnancem Zdravotnického
Institutionor practices medicine in the context of the | zafizeninebo provozuje 1ékatskou praxi v jeho ramci;
Institution;
(e) Sponsor requested the Institution and the | (e) Zadavatel ~ Zdravotnické  zafizeni a
Investigator to conduct a phase 3 clinical trial “ A | ZkouSejiciho pozadal o realizaci faze 3 klinické
PHASE 3, TWO-STAGE, RANDOMIZED, | studie ] nazvem .RANDOMIZOVANA,
MULTICENTER, OPEN-LABEL STUDY | DVOUSTUPNOVA MULTICENTRICKA,
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COMPARING IBERDOMIDE, DARATUMUMAB
AND DEXAMETHASONE (IberDd) VERSUS
DARATUMUMARB, BORTEZOMIB, AND
DEXAMETHASONE (DVd) IN SUBJECTS WITH
RELAPSED OR REFRACTORY MULTIPLE
MYELOMA  (RRMM) (EXCALIBER-RRMM)”
(hereinafter, the “Study”) in accordance with the

following protocol: CC-220-MM-002;

OTEVRENA STUDIE FAZE 3 POROVNAVAJICI
IBERDOMID, DARATUMAB A
DEXAMETAZON (IBERDD) OPROTI
DARATUMUMABU,  BORTEZOMIBU A
DEXAMETAZONU (DVD) U SUBIEKTU S
RELABUJICIM  NEBO  REFRAKTERNIM
MNOHOCETNYM  MYELOMEM  (RRMM)
(EXCALIBER-RRMM)” (dale ,Studie”), a to v
souladu s nésledujicim Protokolem:CC-220-MM-

engaged in the management, on behalf of pharmaceutical

companies, of clinical trials, and other related services;

002;
43} PPD Investigator Services LLC (hereinafter, the | (f) PPD Investigator Services LLC (dale
“CRO”) is a clinical research organization principally | ,.servisni organizace”) je klinicka vyzkumna

organizace, jejiz hlavni ¢innosti je fizeni klinickych

studii jménem farmaceutickych spolecnosti a

realizace dalSich souvisejicich sluzeb;

(2)
contracted the CRO to perform on the Sponsor’s behalf

The Parties acknowledge that the Sponsor has

some of the functions and activities related to the

Sponsor’s responsibilities for this Study;

(2

servisni organizaci smluvné povéfil, aby jménem

Strany berou na védomi, ze Zadavatel

Zadavatele vykonavala nékteré funkce a cCinnosti

souvisejici s povinnostmi Zadavatele v ramci Studie;

(h)
appointed as Legal Representative under article 19 of the
EU Directive 2001/20/EC, and Article 74 Regulation
(EU) No 536/2014 of 16 April 2014, repealing Directive
2001/20/EC, for the Trial Celgene Europe B.V. having
its principal office at Orteliuslaan 1000, 3528 BD
Utrecht, The  Netherlands, ID Np.
NL815989702B01.

The Parties acknowledge that Sponsor has

Tax

()
pravnim zastupcem podle ¢lanku 19 smérnice EU

2001/20/ES a ¢l. 74 natizeni (EU) ¢. 536/2014 ze dne

Strany berou na védomi, ze Zadavatel svym

16. dubna 2014, kterym se zruSuje smérnice
2001/20/ES, pro soudni fizeni jmenoval firmu
Celgene Europe B. V., se sidlem Orteliuslaan 1000,
3528 BD  Utrecht, DIC:
NL815989702B01.

Nizozemi,

IT IS HEREBY AGREED AS FOLLOWS:

STRANY SE DOHODLY TAKTO:

1. Definitions

1. Definice

1.1 Unless provided otherwise the

definitions of the GCP Guideline (as defined below) shall

below,

apply.

1.1 Neni-li dale stanoveno jinak, plati definice

obecnych Zasad SKP (jak jsou definovany dale).
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1.2 In addition, the following terms shall be defined

for the purpose of this Agreement as follows:

1.2 Kromé toho jsou pro ucely Smlouvy

definovany nasledujici pojmy takto:

(@)

or indirectly controlling, controlled by, or under

“Affiliate(s)” shall be any person or entity directly

common control with a Party. For the purpose of this
Agreement, “control”, “controlling” and “controlled by”
shall mean the ownership and control of fifty percent
(50%) or more of the outstanding voting or economic
interest in capital or profits of any person or entity, or the
right to direct or control the management or affairs of

any person or entity by contract or similar arrangement.

(a) ~PFidruzend osoba (pFidruiené osoby)* jsou
osoby nebo subjekty, které ptimo ¢i neptimo ovladaji
Smluvni stranu, jsou ovladany Smluvni stranou nebo
jsou pod spolecnou kontrolou se Smluvni stranou. Pro
ucely této Smlouvy ,,ovladaji®, ,,jsou ovladany* nebo
»kontrolovany* znamena vlastnictvi a kontrolu nad
padesati (50) a vice procenty volnych hlasovacich
prav nebo ekonomického zajmu na kapitalu ¢i zisku
kterékoli osoby nebo subjektu, nebo pravo fidit ¢i

ovladat vedeni nebo zaleZitosti kterékoli osoby nebo

subjektu na zakladé¢ Smlouvy nebo jiné dohody.

(b) “Confidential all

information and data provided to Institution/Investigator

Information™: materials,
by or on behalf of the Sponsor or its Affiliates, including
but not limited to the Sponsor’s technology, products,
business information or objectives, Protocol, IMP,
investigator’s brochures as well as all materials, data or
reports generated in connection with the Study,

including but not limited to Study results and Case

(b) »Divérné informace: vesSkeré materialy,
informace a udaje poskytnuté Zdravotnickému
zatizeni/Zkousejicimu Zadavatelem nebo jeho
Pfidruzenymi osobami, nebo jménem Zadavatele ¢i
jeho Pfidruzenych osob, zejména technologie
Zadavatele, jeho produkty, obchodni informace nebo
cile, Protokol, Hodnoceny 1éCivy piipravek, soubory

informaci pro Zkousejiciho a také vSechny materialy,

including, but not limited to, all patents, patent
applications, copyrights, discoveries and inventions,

whether patentable or not.

Report Forms. udaje a zpravy vytvoiené v souvislosti se Studii,
zejména vysledky Studie a formulafe Zaznami
subjekti hodnoceni.

(¢) ,,EU*: the European Union. (©) »EU*: Evropska unie.

(d) “Intellectual Property”: any intellectual property, | (d) »DuSevni vlastnictvi: veskeré dusevni

vlastnictvi, zejména vSechny patenty, patentové
prihlasky, autorskéd prava, objevy a vynalezy, at’ uz

patentovatelné ¢i nikoliv.

(e)
the pharmaceutical compound CC-220 (Iberomide),

“Investigational Medicinal Product” (or “IMP”):

1éciva

(e)
latka/y

»Hodnoceny [écivy pFipravek*:

CC-220  (Iberomid),  Daratumumab,
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Daratumumab, Dexamethasone and Bortezomib which

is/are under investigation according to the Protocol.

Dexamethason a Bortezomib hodnocena v souladu s

Protokolem.

(f) “Force Majeure”: any event beyond the reasonable
control of the non-performing Party which makes the
performance of this Agreement impossible or
excessively onerous (such as but not limited to strikes,
lockouts, riots, war, fire, floods, storms, earthquakes,

measures taken by public authorities).

® »Zasah vyss$i moci“: jakdkoliv udalost mimo
ptiméfenou kontrolu neplnici Smluvni strany, ktera
znemozni nebo nadmérné ztizi plnéni této Smlouvy
(zejména stavky, vyluky, povstani, valka, pozar,
povoden, vichfice, zemétfeseni, opatfeni pfijata

statnimi Gfady).

(g) “Personnel”: the personnel of the Sponsor and of
the Institution, including the Study Team, as well as
contractors, employees, consultants, temporary workers
and agency workers of each Party, involved in the

performance of this Agreement.

(g) »Personal“:  personal Zadavatele a
Zdravotnického zafizeni, véetné Studijniho tymu, a
dale dodavatelé, zaméstnanci, konzultanti, brigadnici
a agenturni pracovnici kazdé Smluvni strany, ktefi se

zapoji do plnéni této Smlouvy.

(h) “Protocol”: the latest version of the protocol
mentioned in recital (e) as approved by the competent

authority and ethics committee.

(h) ~Protokol“: nejnovéjsi verze Protokolu
uvedend v bod¢ (e) preambule, tak jak byla schvalena

pfislusnymi organy a etickou komisi.

(i) “Publication™: shall refer to any written (e.g.
papers, abstracts, posters, oral presentation materials) or
oral presentation regarding the Study addressed to

persons who are not involved in the conduct of the Study

(1) Publikace*: je kazda pisemna (napf. ¢lanek,
abstrakt, poster, materidly k Gstni prezentaci) nebo
ustni prezentace tykajici se Studie oslovujici osoby,

které nejsou zapojeny do provadéni Studie.

(G) “Regulations”: any legislation, regulation,
guidelines and/or generally binding code of conduct
which applies to the conduct of the Study and are
applicable in Czech Republic (for example, any
legislation transposing into national law of the EU
Directives 2001/20/EC, and any new EU Regulations
repealing the Directive, including Regulation (EU) No
536/2014 Article 74 of 16 April 2014, repealing
Directive 2001/20/EC, the EU General Data Protection
Regulation 2016/679 (“GDPR”), the GCP Guideline -

see definition below). The Institution and the Principal

() .,Predpisy”: veskeré pravni predpisy, nafizeni,
smérnice a obecné zavazné kodexy chovani, platné na
tizemi Ceské republiky (napiiklad jakékoli predpisy
implementujici do narodniho prava smérnici EU
2001/20/ES a veskera nova naftizeni EU, kterymi se
rusi smérnice, véetné narizeni (EU) ¢&. 536/2014
clanek 74 ze dne 16. dubna 2014, kterym se rusi
smérnice 2001/20/ES Obecné natizeni EU o ochrané
osobnich udaji 2016/679 (,,GDPR*), Zasady SKP —
viz definice dale). Zdravotnické zafizeni a Zkousejici
berou na védomi zadavatelovu povinnost dodrzovat

zahrani¢ni pravni predpisy.
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Investigator acknowledge the Sponsor’s obligation to

comply with foreign Regulations.

(k)

Investigator conducts the Study under this Agreement.

“Site”: any location at the Institution where the

) »Centrum*: jakékoli misto

Zdravotnickém zafizeni, kde Zkousejici realizuje

Ve

Studii podle této Smlouvy.

)
enrolled as study subject in the Study at the Site.

“Study Participant™: any person who has been

»UcCastnik Studie: jakakoli osoba zafazena

)
jako Utastnik do Studie v centru.

(m) “Study Team’: Institution’s investigational staff,

including  Investigator, employees, contractors,

consultants, temporary workers and agency workers.

M

Zdravotnického

WSrudijni vyzkumny  Personal

lj;mu.

zafizeni vcéetn¢ Zkousejiciho,
zaméstnancl, dodavateli, konzultantl, brigadnikii i

agenturnich pracovniki.

(n) “GCP Guideline”: the International Conference on

Harmonization E6 Guideline on Good Clinical Practice

as set out in the latest version of CPMP/ICH/135/95.

(m) ~Zasady SKP“: Pokyn Mezinarodni

konference pro harmonizaci E6 o spravné klinické

praxi v posledni verzi CPMP/ICH/135/95.

include the number of Study Participants specified in
Annex 1 and to complete the Study in accordance with

the timelines as set out in Annex 2 to this Agreement.

2. Conduct of the Study and Compliance 2. Realizace Studie a dodrZovani Predpist
2.1 Conduct of the Study 2.1 Realizace Studie
2.1.1  Investigator shall use his or her best efforts to | 2.1.1  ZkouSejici vynalozi maximalni usili k

zafazeni Ucastnikli Studie v pocétu uvedeném v
priloze 1 a k dokoncéeni Studie v souladu s casovym
harmonogramem, ktery je uveden v Ptiloze 2 této

Smilouvy.

2.1.2  The Institution/Investigator may enroll Study
Participants in addition to the number of Study
Participants specified in Annex 1 if the Institution or the
Investigator informed the Sponsor in writing prior to the
enrollment of any additional Study Participant and
received approval from the Sponsor before enrollment of

additional Study Participants.

2.1.2  Zdravotnické zatizeni/ZkousSejici je
opravnén/a zatadit Ugastniky Studie nad ramec podtu
Ucastnikd Studie uvedeny v p¥iloze 1, pokud o tom
Zdravotnické zafizeni nebo ZkouSejici pied
zatazenim dodateénych Ucastnikii Studie pisemné
informovali Zadavatele a ziskali souhlas Zadavatele

pred zatazenim dodateénych Ucastnikt Studie.

2.1.3 The Investigator ensures that the Study

Participant (and/or their legal representatives) will, in

2.1.3  Zkousejici zajisti, aby byl Ugastnik Studie

(a/nebo jeho zakonny zastupce) v souladu s pravnimi
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accordance with Regulations, be duly informed and give
his/her written informed consent prior to the Study
Participant’s participation in the Study.
Institution/Investigator will provide Sponsor/CRO an
opportunity to review and approve the content of any
Study recruitment materials directed to potential Study

Participant before such materials are used, regardless of

Predpisy nalezit¢ informovan a aby pfed zahdjenim
ucasti v Studii udélil svij pisemny informovany
souhlas.  Zdravotnické  zafizeni/ZkouSejici da
Zadavateli/CRO prilezitost posoudit a schvalit obsah
vSech materiali pro nabor do Studie adresovanych
potencialnim Ugastnikiim Studie predtim, nez budou

tyto materidly pouzity, bez ohledu na médium.

accordance with the Regulations, the Protocol, and the
Sponsor’s instructions. The Institution and Investigator
shall conduct the Study, inter alia, in accordance with Act
No. 378/2007 Coll. on Pharmaceuticals, as amended, Act
No. 372/2011 Coll. on Medical Services, as amended,
Decree No. 226/2008 Coll. on Good Clinical Practices
and Conditions for Clinical Trials of Pharmaceuticals, as
amended, and Act No. 110/2019 Coll. on Personal Data

Processing, as amended.

medium.

2.1.4  The Institution/Investigator shall immediately | 2.1.4  Zdravotnické zatizeni/ZkousSejici na Zadost
cease the enrollment of Study Participants upon the | Zadavatele zafazovani Ugastnikii Studie okamzitd
Sponsor’s request. ukonci.

2.1.5. The Parties shall conduct the Study in |2.1.5. Strany jsou povinny Studii realizovat v

souladu s Predpisy, Protokolem a pozadavky
Zadavatele. Zdravotnické zafizeni a zkousejici budou
Studii provadét, mimo jiné, na zaklad¢ zakona ¢.
378/2007 Sb., o IéCivech, ve znéni pozdgjSich
predpist, zdkona ¢. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdé&jsich predpisi, vyhlasky ¢.
226/2008 Sb., o spravné klinické praxi a podminkach
klinického hodnoceni 1éCiv, ve znéni pozdéjsich
predpisii a zakona ¢. 110/2019 Sb., o zpracovani

osobnich udajti, ve znéni pozd¢€jsich predpisi.

The Investigator or the Institution shall report adverse
events arising from the Study in accordance with the
Protocol and the Regulations. If required under the
Regulations, they shall report serious adverse events to

the competent ethics committee.

ZkousSejici nebo Zdravotnické zatizenibudou hlasit
nezadouci ptihody vzniklé v souvislosti se Studii v
souladu s Protokolem a Ptedpisy. Pokud Predpisy
pozaduji, zavazné nezadouci piihody budou hlésit

ptislusné etické komisi.

Subject to Section 4.5.2 of the GCP Guideline, the
Investigator or the Institution shall immediately inform
the Sponsor or the CRO in writing about any deviation

from the Protocol.

S vyhradou odstavce 4.5.2 o Zasadach SKP bude
ZkouSejici nebo Zdravotnické zafizeniZadavatele

nebo servisni organizaci neprodlené¢ pisemné

informovat o jakékoli odchylce od Protokolu.

The Institution and the Investigator shall pseudonymize
the Study Participant’s Personal Data prior to transfer to

Zdravotnické zatizeni a Zkousejici budou Osobni

tidaje Ucastnika Studie pied pfevodem Zadavateli na
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the Sponsor under this Agreement to ensure that the
Sponsor cannot identify any related Study Participant
(“Coded Study Data™).

zaklad¢ této Smlouvy anonymizovat, aby Zadavatel
nemohl identifikovat jednotlivé Ucastniky Studie
(,,Kodované studijni udaje*).

2.1.6. The Investigator shall ensure that the Case
Report Forms are completed accurately. When a Study
Participant completed all visit procedures under the
Protocol, the Investigator shall send the related Case
Report Forms to the Sponsor within five business (5)

days after completion of the visit procedures.

2.1.6. Zkousejici  zajisti pfesné vypliovani
formulaitt  CRF (Case Report Forms). Jakmile
néktery Uastnik Studie absolvuje viechny procedury
podle Protokolu, ZkousSejici zasle ptislusné formulare
CRF Zadavateli, a to do péti pracovnich (5) dni po

ukonceni téchto procedur.

2.1.7. During the term of this Agreement, the
Institution/Investigator shall not conduct any other
clinical trial which may adversely affect the availability
of Study Participants or the ability of the
Institution/Investigator to perform their obligations

under this Agreement.

2.1.7.  Zkousejici/Zdravotnické zafizeninesméji po
dobu platnosti této Smlouvy realizovat zadné jiné
klinické Studie, které by mohly negativné ovlivnit
dostupnost Ucastnikti  Studie nebo  schopnost
Zdravotnického zafizeni/Zkousejiciho plnit zavazky

podle této Smlouvy.

2.1.8.
CRO if he/she delegated the administrative duties

The Investigator shall inform the Sponsor or the

regarding the management of the Study at the Site to a
third person (the “Study Coordinator”). The Study
Coordinator shall be appropriately qualified by training

2.1.8. Zkousejici bude Zadavatele nebo servisni

organizaci informovat o jakémkoli delegovani
administrativnich povinnosti pii fizeni Studie v
Centru na tieti osobu (dale ,,Koordindtor Studie”).

Koordinator Studie musi mit odpovidajici kvalifikaci

representatives (including, the CRO) or investigators
from other Study centers upon the Sponsor’s request in
order to discuss the conduct and the outcome of the Study
at Sponsor’s expences. Unless the Sponsor requested that
the Investigator participate in person to those meetings,
the Investigator may delegate an appropriate person (e.g.,

the Study Coordinator) to participate in the meetings.

and experience to fulfill his/her duties. (skoleni a =zkuSenosti) k plnéni pfislusnych
povinnosti.
2.1.9. The Investigator shall meet with the Sponsor, its | 2.1.9.  ZkouSejici se na zadost Zadavatele sejde s

nim, jeho zastupci (véetné servisni organizace) nebo
ZkouSejicimi z jinych center k prodiskutovani
prabéhu a vysledkti Studie na naklady Zadavatele.

Pokud Zadavatel nepozaduje osobni Ucast

Zkousejicitho na téchto setkanich, mize Zkousejici

ucasti povéfit jinou vhodnou osobu (napf.

Koordinatora Studie), aby se setkani ucastnila.

2.1.10. If so specified in the Protocol and permitted by
the informed consent form, Institution/Investigator shall
samples

collect biological obtained from Study

2.1.10. Pokud to bude specifikovano v Protokolu a
povoleno v dokumentu informovaného souhlasu,

Zdravotnické zafizeni/Zkousejici odebere biologické
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Participants for testing that relates to subject care, safety

monitoring, and research purposes (“Biological

Samples”). This testing may include, but is not limited to
pharmacokinetic,

pharmacogenomic, genetic  or

biomarker testing.

vzorky ziskané od Ugastnikil Studie pro testovani,

které souvisi spéfi o pacienta, sledovanim

bezpecnosti a vyzkumnymi ucely (,,Biologické
vzorky). Toto testovani muZe zahrnovat zejména
farmakokinetické,

farmakogenomické, genetické

nebo biomarkerové testy.Zadavatel

a. Use. Institution/Investigator will not wuse
Biological Samples collected under the Protocol in any
manner or for any purpose other than that described in
the Protocol and/or informed consent form. For those
Biological Samples that the Institution sends to Sponsor
(or its designee), Sponsor (or its designee) will only use
such Biological Samples consistent with the Protocol
and/or informed consent form under which they were

obtained.

a. Pouziti. Zdravotnické  zafizeni/Zkousejici
nebude pouzivat Biologické vzorky odebrané podle
Protokolu zadnym jinym zplsobem nebo pro zadné
jiné ucely, nez jak je popsano v Protokolu a/nebo
formulafi informovaného souhlasu. Z Biologickych
vzorku, které Zdravotnické zafizeni ode$le Zadavateli
(nebo jeho zastupci), Zadavatel (nebo jeho zastupce)
pouzije pouze ty Biologické vzorky, které odpovidaji
ucelu Protokolu a/mebo formuléfi informovaného

souhlasu, na jejichz zaklad¢ byly odebrany.

b. Analysis Data. Unless otherwise specified in the
Protocol and/or in the informed consent form, or
mandated by Regulations, Sponsor will not provide the
results of these tests to the Institution/Investigator or
Study Participants. If Sponsor provides Biological
Sample analysis data to the Institution/Investigator, that
data will be considered part of Study data for purposes of

this Agreement.

b.  Rozbor dat. Pokud to neni jinak specifikovano

v Protokolu  a/nebo  formuladfi  informovaného
souhlasu, nebo pozadovano pravnimi piedpisy,
nebude Zadavatel poskytovat vysledky téchto testil
Zdravotnickému zatizeni/Zkousejicimu nebo
Ugastnikiim Studie. Pokud Zadavatel poskytne data
zrozboru biologickych vzorkdi Zdravotnickému
zatizeni/Zkousejicimu, budou pro ucely této Smlouvy

takovato data povazovana za soucast Studie.

2.1.11 The expected duration of the clinical trial is March
2028. Any deviation of the actual Study duration from
the expected Study duration exceeding this period by
more than 6 months requires a written amendment of the

Agreement.

2.1.11 Predpokladand doba trvani klinického
hodnoceni je do biezna 2028. Pfipadnd odchylka
skutecné doby trvani od predpokladané doby trvani
ptesahujici tuto dobu o vice nez 6 mésicti vyzaduje

zmeénu této smlouvy ve forme pisemného dodatku.

2.1.12 The Sponsor shall ensure that an authorisation by
the State Institute for Drug Control is issued, as well as

favourable opinions of the relevant ethics committees.

2.1.12 Zadavatel zajisti vydani povoleni Statniho
ustavu pro kontrolu lé¢iv a souhlasna stanoviska

prislusnych etickych komisi.
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2.2 Prevention of bias

2.2 Prevence stietu zdjmii

The Investigator shall complete (or update) and return
any declaration form provided by the Sponsor regarding
the financial interests in the Sponsor’s business of the
Investigator, his/her spouse and his/her dependent
children. This obligation shall apply until one (1) year

after termination of the Study.

ZkouSejici vyplni (poprvé a pifi zménach) a
Zadavateli zaSle jakékoli prohlaseni poskytnuté
Zadavatelem v souvislosti s finanénimi podily
Zkousejiciho, jeho manzela ¢i manzelky a zavislych
déti na podnikani Zadavatele. Tato povinnost plati do

uplynuti jednoho (1) roku od ukonéeni Studie.

2.3 Compliance with anti-corruption rules

2.3 DodrZeni piedpisi proti korupci

2.3.1 Institution is advised that Sponsor is committed
to comply with all applicable laws, statutes, regulations
and codes relating to anti-bribery and anti-corruption
including, but not limited to the US Foreign Corrupt
Practices Act and UK Bribery Act 2010 (“Anti-Bribery

Laws”).

2.3.1 Zdravotnické zafizeni je pouCeno, Ze
Zadavatel je povinen dodrZzovat vSechny platné
protiuplatkatské a protikorup¢ni zakony, ustanoventi,
pravni predpisy a kodexy, zejména zédkon Foreign
Corrupt Practices Act v USA a Bribery Act 2010 ve

Spojeném kralovstvi (,,Protikorupéni zdkony*).

2.3.2  Institution/Investigator represents and warrants
that it shall comply with all applicable laws, statutes,
regulations and codes relating to the Anti-Bribery Laws

valid in the Czech republic.

2.3.2  Zdravotnické zatizeni/Zkousejici prohlasuje
a zarucuje, ze bude dodrzovat vSechny platné zakony,
ustanoveni, pravni piedpisy a kodexy souvisejici
s protikorupénimi zakony platné na tzemi Ceské

republiky.

2.3.3  Institution/Investigator is prohibited from
offering or paying directly or indirectly anything of value
to a government official or any other person, entity or
institution covered under the Anti-Bribery Laws in order

to
(1)  win or retain business for Sponsor;

(i) improperly influence an act or decision that will

benefit Sponsor; or
(i) gain an improper advantage for Sponsor.

Institution/Investigator undertakes to keep accurate and

transparent records to reflect transactions and payments.

2.3.3  Zdravotnické zafizeni/ZkouSejici nesmi
piimo ¢i nepiimo nabizet nebo poskytnout nic
hodnotného statnim ufednikim nebo zadné jiné
osob¢, pravnické osobé nebo instituci, na néz se

vztahuji Protikorup¢ni zékony, za Gcelem

(i) ziskani nebo zachovani obchodu pro
Zadavatele;

(i) nepatficného  ovlivnéni  jednani  nebo
rozhodnuti, které bude prospésné pro

Zadavatele; nebo

(ii1) ziskani nepatii¢né vyhody pro Zadavatele.
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Zdravotnické zafizeni/ZkouSejici se zavazuje, zZe
bude uchovavat piesné a transparentni zaznamy

zobrazujici transakce a platby.

2.3.4. Should Institution/Investigator breach or have
any reason to believe that it might have breached this
section, it shall inform Sponsor immediately and in
writing and cooperate with Sponsor to investigate and

document the facts.

2.3.4. Pokud by Zdravotnické zafizeni/Zkousejici
porusili nebo méli jakykoli divod si myslet, ze mohli
porusit toto ustanoveni, museji okamzité a pisemné
informovat  Zadavatele a  spolupracovat se
Zadavatelem pfi vySetiovani a zdokumentovani

skutecnosti.

2.3.5. Breach of this section is to be considered as a
material breach of this Agreement and Sponsor will have

the right to immediately terminate the Agreement.

2.3.5. Poruseni tohoto ustanoveni se povazuje za
zavazné poruseni této Smlouvy a Zadavatel bude mit

pravo Smlouvu okamzité ukoncit.

3. Qualifications and availability of the

Institution, Investigator and persons involved in the

conduct of the Study

3. Kvalifikace a dostupnost Zdravotnického
zafizeni, ZkouSejiciho a osob, podilejicich se na

realizaci Studie

3.1 Warranties and representations

3.1 Zaruky a prohldSeni

Institution and Investigator represent and warrant that:

Zdravotnické zatizeni a ZkouSejici prohlasuji a

zarucuji se, Ze:

(a)

disqualified, suspended or excluded under any rule in any

the Investigator has never been debarred,

(a) nikde

diskvalifikovan ani trvale ¢i docasné vyloucen z

Zkousejici  nikdy a nebyl

under the Regulations and the internal rules of the

jurisdiction; realizace studii podle jakéhokoli pravidla v jakékoliv
jurisdikei;
(b) they are authorized to enter into this Agreement | (b) uvedené subjekty jsou podle Piedpisi a

internich smérnic Zdravotnického zafizeni opravnény

should reasonably know that a person is not (or no

longer) authorized to participate in the conduct of the

Institution. tuto Smlouvu uzaviit.

3.2 Exclusion of persons from involvement in the | 3.2 Vylouceni osob z uiéasti na realizace Studie
conduct of the Study

3.2.1 If the Institution or the Investigator knows or | 3.2.1 Pokud  Zdravotnické  zafizeni  nebo

Zkousejici zjisti, ¢i by s rozumnou pravdépodobnosti

méli védét, ze nektera osoba neni opravnéna podilet
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Study (for example because his/her license to practice
medicine has been suspended or withdrawn), the
Institution or the Investigator shall promptly exclude that

person from any involvement in the Study.

se na provadéni Studie (napf. kvili odnéti 1€kaiského
diplomu nebo licence), vylouéi Zdravotnické zatizeni
nebo Zkousejici takovou osobu neprodlené z jakékoli

ucasti na Studii.

322
Study, the Investigator (or the Institution if the

If that person was previously involved in the

Investigator in unable to do so) shall promptly inform the

Sponsor.

3.2.2 Pokud se takova osoba diive na Studii
podilela, Zkousejici (nebo Zdravotnické zafizeni,
pokud toho Zkousejici nebude schopen) o tom

neprodlené informuje Zadavatele.

3.2.3 Upon the Sponsor’s request, the Investigator

shall certify compliance with this provision in writing.

3.2.3 Zkousejici na zadost Zadavatele potvrdi

soulad s timto ustanovenim pisemn¢.

responsibilities to a qualified sub-investigator. The
Investigator shall always maintain overall responsibility

to supervise the Study.

3.3 Unavailability of the Investigator 3.3 Nepritomnost ZkouSejiciho
3.3.1 If the Investigator is/will be temporarily absent, | 3.3.1  Pokud bude Zkousejici do¢asné nepfitomen,
the Investigator shall delegate the Investigator’s | pieda své povinnosti kvalifikovanému

spoluzkousejicimu. Zkousejici vSak vzdy celkové

odpovida za dohled nad Studii.

3.3.2 If the Investigator’s absence exceeds or will
exceed fifteen (15) days, the Investigator shall inform the
Sponsor in writing about the absence and the sub-
investigator designated under Section 3.3.1. If the
Sponsor does not approve the sub-investigator, the
Investigator shall designate another qualified sub-
The

investigator. Sponsor shall not unreasonably

withhold its approval.

3.3.2 Jestlize doba nepfitomnosti Zkousejiciho
ptekro¢i patnact (15) dni, je Zkousejici povinen
Zadavatele pisemné informovat o své nepiitomnosti a
osobé spoluzkousejiciho uréeného podle bodu 3.3.1.
Pokud Zadavatel s osobou spoluzkousejiciho
nesouhlasi, Zkousejici ur¢i jiného kvalifikovaného
spoluzkousejiciho. Zadavatel sviij souhlas nesmi

odepftit bezdivodné.

3.3.3  The Investigator shall inform the Sponsor in
writing if he/she will be/is permanently unable to

conduct the Study.

3.3.3 Pokud Zkousejici bude trvale neschopen
provadét Studii, pisemné o tom bude informovat

Zadavatele.

3.3.4  If the Investigator is unable to designate a sub-
investigator or to inform the Sponsor under Sections
3.3.1 and 3.3.2 of this Agreement the Institution shall

fulfill those obligations.

3.3.4  Pokud nebude Zkousejici schopen jmenovat
spoluzkousejiciho nebo informovat Zadavatele podle
bodt 3.3.1 a 3.3.2 této Smlouvy, musi tyto zavazky

splnit Zdravotnické zatizeni.
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Investigator the IMP, comparator, placebo and the
documents necessary to conduct the Study (e.g., Case

Report Forms).

4. Materials and Equipment 4. Materialy a Vybaveni
4.1 Provision of materials by the Sponsor 4.1 Poskytovani materidlii Zadavatelem
4.1.1 (1) Sponsor shall provide without charge to the | 4.1.1 (1) Zadavatel poskytne Zkousejicimu

zdarma Hodnoceny 1é¢ivy ptipravek, komparator,
placebo a dokumenty nezbytné pro realizaci Studie

(napft. formulate CRF).

@

charge the equipment (the “Equipment’) to the

The Sponsor shall provide on loan and free of

Institution/Investigator for the duration of the Study. The
Sponsor will lend the Equipment to the Institution on the

basis of a separate loan agreement.

Zadavatel dale Zdravotnickému

@
zatizeni/Zkousejicimu bezplatné zapijci vybaveni
(dale ,,Vybaveni’), a to na dobu trvani Studie.
Zadavtel vypijci Zdravotnickému zafizeni Vybaveni

na zakladé separatni smlouvy o vypujcce.

3)
use in performing the applicable Study shall be retained

Title and ownership to the Equipment provided for

by Sponsor or its designee, and Institution shall return the
Equipment to Sponsor or its designee upon the earlier to
occur of Sponsor’s request or termination or expiration

of the Agreement.

3) Vlastnicky narok a vlastnictvi Vybaveni
poskytnutého pro pouziti pii provadeéni piislusné
Studie si ponechava Zadavatel nebo jeho zastupce a
Zdravotnické zafizeni vrati Vybaveni Zadavateli
nebo jeho zastupci na vyzadani Zadavatele nebo po
ukonceni nebo vyprSeni platnosti Smlouvy, podle

toho, co nastane dfive.

“)

responsible for any costs, expenses or liabilities resulting

As related to the Equipment, Sponsor shall not be

from the negligence, willful misconduct or improper use

of such Equipment by Institution or Study Team.

4) Co se tyce Vybaveni, nebude Zadavatel
zodpovédny za zadné néklady, vydaje nebo pravni
odpovédnost zplsobené nedbalosti, uUmyslnym
pochybenim nebo nespravnym pouzitim tohoto
Vybaveni ze Strany Zdravotnického zafizeni nebo

Studijniho tymu.

4.1.2 The Institution/Investigator shall use the

materials provided by the Sponsor under Section 4.1.1
above for the sole purpose of the Study and, in

accordance with the Protocol and this Agreement.

4.1.2  Zdravotnické zafizeni/Zkousejici pouziji
materialy poskytnuté Zadavatelem podle bodu 4.1.1
vySe vyhradné pro ucely Studie, a to v souladu s

Protokolem a touto Smlouvou.

4.1.3  The original Case Report Forms related to the

Study shall remain the Sponsor’s property.

4.1.3  Originalni formulafe CRF ke Studii zlistanou

ve vlastnictvi Zadavatele.
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4.2 Receipt and storage of the IMP

4.2 Piijem a skladovani Hodnoceného lécivého

Dpripravku

4.2.1 The Investigator shall verify and confirm receipt
of the IMP by signing the appropriate documentation
provided by Sponsor.

Shipment delivery address:
XXX

FNO (Hospital Pharmacy)
17. listopadu, 1790/5
70852 Ostrava — Poruba
Czech republic

With consignment designation Clinical trial medication

for CC-220 -MM-002

4.2.1  ZkousSgjici je povinen zkontrolovat a potvrdit
ptijeti Hodnoceného 1é¢ivého piipravku podpisem do

prislusné dokumentace poskytnuté Zadavatelem.
Adresa pro doruceni zasilky:

XXX

Lekarna FNO (Hospital Pharmacy)

17. listopadu 1790/5

70852 Ostrava — Poruba

Ceska republika

S oznacenim zasliky Clinical trial medication for CC-

220 -MM-002

4.2.2  The Investigator shall ensure that the IMP shall
be stored in a restricted area where the Investigator

supervises its distribution.

4.2.2  Zkousejici zajisti skladovani Hodnoceného
lé¢ivého ptipravku v zabezpeceném prostoru, kde

bude dohliZet na jeho distribuci.

423 If allowed wunder the Regulations, the
Investigator or the Institution may assign some or all of
the Investigator’s or the Institution’s duties under
Sections 4.2.1 and 4.2.2 above or the IMP accountability
provisions of the Regulations to an appropriate
pharmacist under the supervision of the Investigator or

the Institution.

4.2.3 Pokud toto umoznuji Predpisy, Zkousejici
nebo Zdravotnické zafizeni mohou nékteré nebo
vsechny povinnosti Zkousejiciho nebo
Zdravotnického zafizeni podle bodu 4.2.1 a 4.2.2
vySe nebo povinnosti pfi evidenci Hodnoceného
1écivého piipravku stanovené Predpisy delegovat na
vhodného 1ékarnika, na né&jz bude Zkousejici nebo

Zdravotnické zafizeni dohliZet.

4.2.4. The Investigational Drug will be, in line with
Decree No. 226/2008 Coll., as amended, stored at the
Institution Pharmacy, which undertakes to comply with
the conditions of Good Pharmacy Practice and related
SUKL guidelines and ensures that the drug will be
handled by authorised persons only. The Institution

Pharmacy shall be responsible for receiving shipments of

4.2.4. Hodnocené 1é¢ivo bude v souladu s vyhlaskou
¢. 226/2008 Sb., vplatném znéni, uskladnéno
v Lékarné zdravotnického zatizeni, ktera se zavazuje
dodrzovat podminky spravné I1ékarenské praxe,
souvisejici pokyny SUKL a zarutuje manipulaci
s lé¢ivem pouze opravnénymi osobami. Lékarna

Zdravotnického zatizeni bude zodpovidat za ptijem
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the Investigational Drug and handing out the
Investigational Drug to the Principal Investigator or a
person authorised by them. The Investigational Drug
unused during the Study shall be returned to the Sponsor
by the Institution and Principal Investigator. This
provision also applies to any expired medication

supplied by the Sponsor for the purposes of the Study.

zasilky Hodnoceného 1éciva a vydej Hodnoceného
lé¢iva Hlavnimu zkousSejicimu nebo jim povéfené
osobé. Hodnocené 1éCivo, které nebude pouzito v
ramci  klinického hodnoceni, vrati Zdravotnické
zatizeni a Hlavni zkousSejici zadavateli. Toto ujednani
se vztahuje i na veskera 1éCiva dodana Zadavatelem
v ramci klinického hodnoceni, u nichz ubéhla doba

pouzitelnosti

Study results, if part of a multicenter Publication, shall
be coordinated by Sponsor, and will include the results

obtained by all Sites involved in the Study.

5. Publication 5. Publikace
5.1 Publication rights 5.1 Publikacni prava
5.1.1  The Parties agree that the first Publication of the | 5.1.1 Smluvni strany souhlasi, Ze prvni Publikace

vysledkd Studie, pokud je soucasti multicentrické
Publikace, bude koordinovana Zadavatelem a bude

zahrnovat  vysledky ziskané vSemi Centry

podilejicimi se na Studii.

5.1.2 The Investigator or any sub-investigator
involved in the Study shall have the right to publish
information regarding the Study conducted at the Site in
a scientific medical journal or book, or at a scientific

event:

5.1.2  Zkousejici nebo jakykoli spoluzkousejici
pracujici na Studii maji pravo zvetejnit informace o
Studii realizované v daném Centru ve védeckém
lékafském casopise nebo knize, nebo na védecké

konferenci:

after the first multicenter Publication under

(a)
Section 5.1.1;

(a) po prvnim uvefejnéni  multicentrické

Publikace podle bodu 5.1.1;

the preparation of a Publication shall be acknowledged

in any Publication in accordance with the Uniform

(b) eighteen (18) months after completion or | (b) osmnact (18) mésicti po fadném dokonceni

premature termination of the Study at all sites; or nebo pred¢asném ukonceni Studie ve vsech Centrech;
nebo

(©) if the Sponsor authorized the Publication in | (c) pokud Zadavatel takovou Publikaci pisemné

writing. schvalil.

5.1.3  The authorship or contribution of any Party to | 5.1.3  Autorstvi nebo pfispévek kterékoli Strany k

ptipravé Publikace bude v Publikaci pfiznan podle

jednotnych pozadavkl na rukopisy predkladané k
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Requirements for Manuscripts Submitted to Biomedical
Journals of the International Committee of Medical

Journal Editors.

Publikaci v biomedicinskych ¢asopisech stanovenych
Mezinarodni komisi editorti I€kaiskych cCasopist

(ICMIJE).

to the Sponsor for its review at the latest sixty (60) days
(the “Review Period”) before its submission to a journal,

publisher or the organizer of a scientific event.

5.2 Review of draft Publications by the Sponsor 5.2 Piezkoumani ndvrhii Publikaci
Zadavatelem
5.2.1  The Investigator shall send any draft Publication | 5.2.1  Zkousejici veskeré navrhy Publikaci zasle

Zadavateli k prezkoumani nejpozdeji do Sedesati (60)
dnt (,,Recenzni lhita“) pted jejich odeslanim
Casopisu, vydavateli nebo organizatorovi védecké

konference.

5.2.2  The Investigator shall ensure that the Sponsor’s
reasonable comments to a draft Publication are taken into
account provided those comments do not jeopardize the

scientific integrity of the Publication.

5.2.2  Zkousejici zajisti zohlednéni rozumnych
ptipominek Zadavatele k navrhu za predpokladu, ze

tyto neohrozuji védeckou integritu Publikace.

5.2.3 In order to enable the Sponsor to take steps
necessary to protect its Intellectual Property rights, the
Investigator shall postpone the aforementioned
submission with another ninety (90) days upon the
Sponsor’s written request provided the Investigator
received the Sponsor’s request before expiry of the
Review Period. The ninety (90) days period starts upon

expiry of the Review Period.

523 Aby mohl Zadavatel podniknout kroky

nezbytné k ochrané svych prav DusSevniho
vlastnictvi, na pisemnou zadost Zadavatele odlozi
ZkouSejici vySe uvedené odeslani k Publikaci o
dalsich devadesat (90) dnti za predpokladu, ze
Zkousejici zadost obdrzi pied uplynutim Recenzni
lIhiity. Devadesatidenni denni (90) lhita se zacina

pocitat az po uplynuti Recenzni lhuty.

5.2.4  Distribution of summary Study results

5.2.4  Distribuce souhrnnych vysledkii Studie

Sponsor shall provide Institution/Investigator with a lay
summary of the results at the end of the Study.
Investigator is responsible for making them available to

Study Participants and/or their legal representatives.

Zadavatel poskytne na konci Studie Zdravotnickému
zafizeni /Zkousejicimu laicky souhrn vysledk.
Zkousejici je zodpovédny za jejich zptistupnéni
Ucastnikim ~ Studie  a/nebo

jejich  zakonnym

zastupcum.

5.2.5 The Parties agree that the Sponsor shall provide the
Institution, upon completion of the Study, at the request

5.2.5 Smluvni strany se dohodly, ze zadavatel

poskytne zdravotnickému zafizeni po ukonceni

klinického hodnoceni na zadost etické komise
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of ethics committee, a list of publications published by

the Sponsor in relation to the results of the Study.

seznam publikaci  publikovanych zadavatelem

vztahujicich se k vysledkim tohoto klinického

hodnoceni.
6. Monitoring, audits and inspections 6. Monitorovani, audity a inspekce
6.1 Monitoring and audits 6.1 Monitorovani a audity

6.1.1 The Institution/Investigator  shall,  with
reasonable prior notice, permit Sponsor or its
representatives to monitor or audit the conduct of the
Study at the Site during normal business hours. The
Institution/Investigator shall fully cooperate with the
Sponsor and its representatives during those monitoring
visits and audits. Monitoring and audits may include
review and duplication of essential documents,
assessment of the relevant data processing systems and
interviews with any person who has been involved in the

conduct of the Study.

6.1.1  Zdravotnické zatizeni/Zkousejici, na zakladé
oznameni ucinéného s dostateCnym piedstihem,
umozni  Zadavateli nebo jeho  zastupcim,
monitorovani a audit prabéhu Studie v Centru, a to
béhem bézné pracovni doby. Zdravotnické zafizeni a
Zkousejici poskytnou Zadavateli a jeho zastupcim
pfi monitorovacich navstévach a auditech plnou
soucinnost. Monitorovani a audity mohou zahrnovat
kontrolu a kopirovani zékladnich dokumentd,
posouzeni relevantnich systémt zpracovani dat a
pohovory s osobami, které se na realizaci Studie

podilely.

6.1.2  The Sponsor may conduct monitoring visits at

the Site after inclusion of the first Study Participant.

6.1.2  Zadavatel mize provadét kontroly v Centru

po zafazeni prvniho Ucastnika Studie.

6.1.3  Any review by Sponsor or its representative of

source documents shall be performed with due regard

6.1.3  Pii jakékoli kontrole zdrojové dokumentace

Zadavatelem ¢i jeho zastupci musi byt bran fadny

confidentiality. ohled na ochranu Osobnich udaja.
6.2 Inspections by and communication with a | 6.2 Inspekce  kompetentnich  orgdnii  a
competent authority komunikace s nimi

6.2.1  The Institution and the Investigator shall fully
cooperate with any competent authority which will be or
is conducting an inspection of the Site regarding the
Study. The Institution and the Investigator hereby

authorize the Sponsor to participate in those inspections.

6.2.1  Zdravotnické zafizeni a ZkouSejici jsou
povinni plné spolupracovat s jakymkoliv piislusSnym
organem, ktery bude provadét nebo provadi inspekce
Centra ohledné¢ Studie. Zdravotnické zafizeni a
Zkousejici timto Zadavatele opraviuji k Ucasti na

téchto inspekcich.
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6.2.2  If appropriate in the light of the circumstances,
the Parties shall prepare in close cooperation any
upcoming inspection or response to a query or an
inspection report from a competent authority with regard

to the Study.

6.2.2  Pokud je to vzhledem k okolnostem vhodné,
Strany vuzké spolupraci pfipravi nadchazejici
inspekci, odpovedi na dotazy nebo inspekéni zpravu

ze strany prislusného organu v souvislosti se Studii.

6.2.3  The Institution or the Investigator shall inform
the Sponsor promptly about any communication from or
to a competent authority regarding the Study (including
an inspection by an authority). They shall provide a copy

of those communications to the Sponsor.

6.2.3  Zdravotnické zafizeni nebo Zkousejici
budou Zadavatele neprodlené informovat o jakékoli
komunikaci o Studii s kompetentnimi organy (véetné
inspekce organu). Poskytnou také Zadavateli kopii

této komunikace.

6.3 Monitoring, audit and inspection findings

6.3 Nalezy 7 monitorovadni, auditii a inspekci

The Institution and the Investigator shall remedy any
monitoring, audit or inspection finding regarding the

Study within a reasonable time after they became aware

Zdravotnické zafizeni a Zkousejici napravi veskeré
nedostatky obsazené v nalezu z monitorovani, auditu

¢i inspekce ohledné Studie, a to v ptiméfené dob¢ od

of the finding. obdrzeni takového nalezu.
7. Confidentiality 7. Diivérnost informaci
7.1 Institution Confidentiality Obligations 7.1 Povinnosti Zdravotnického zarizeni tykajici

se duvérnosti

Institution/Investigator ~ shall keep  Confidential
Information in confidence and shall not disclose
Confidential Information to any third party or use such
Confidential Information for any purpose other than the
performance of this Agreement, without the prior written
consent of Sponsor. Institution/Investigator shall be
permitted to disclose Confidential Information only to
those members of Study Team who have a need to know
and who are bound by obligations of confidentiality that
are no less restrictive than the terms and conditions of

this Agreement.

Zdravotnické zatizeni/Zkousejici bude uchovavat
Duvémé informace duvérné abez predchoziho
pisemného souhlasu Zadavatele Divérmné informace
nezvefejni zadné tfeti strané nebo tyto Duvérné
informace nepouzije pro zadné jiné ucely, nez je
provadéni této Smlouvy. Zdravotnické
zatizeni/Zkousejici 1ékat bude moci Duvérné
informace zpfistupnit pouze t€m ¢lenim Studijniho
tymu, ktefi je potfebuji znat a ktefi jsou vazani
povinnostmi ochrany diivérnosti, jez nejsou méné

pfisné nez podminky této Smlouvy.

7.2 Exceptions

7.2 Vyjimky
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The obligations of confidentiality and non-use contained
herein shall not apply to the portion of the Confidential

Information which:

Povinnosti ochrany davémosti a nepouzivani
uvedené v této Smlouvé se nebudou vztahovat na ¢ast

Duvérnych informaci, které:

7.2.1 is known to Institution/Investigator prior to
disclosure hereunder as evidenced by competent written

records;

7.2.1 jsou Zdravotnickému zafizeni/Zkousejicimu
znamy pied zptistupnénim podle této Smlouvy, jak je

dolozeno pfislusnymi pisemnymi zaznamy;

7.2.2 is at the time of disclosure hereunder, or
thereafter becomes publicly available through no breach

of this Agreement by Institution/Investigator;

7.2.2 jsou v dobé zpiistupnéni podle této Smlouvy
znamy, nebo se poté stanou verejné znamymi, aniz by

doslo  kjakémukoli poruseni této Smlouvy

Zdravotnickym zafizenim/Zkousejicim;

7.2.3. wasrightfully received before or after disclosure
hereunder, from a third party entitled to disclose such

information on a non-confidential basis;

7.2.3. byly pted nebo po zpfistupnéni podle této
Smlouvy opravnéné obdrzeny od tieti strany, ktera

ma pravo takové informace nedtivérné zptistupnit;

7.2.4 can be proven to have been independently
developed by Institution/Investigator without the use of,

or reference to, Confidential Information;

7.2.4 lze dokazat, ze byly nezavisle vytvofeny
Zdravotnickym zatizenim/Zkousejicim bez pouziti

nebo bez ohledu na Duvérné informace;

7.2.5 1is required by applicable law to be disclosed,
provided that Institution/Investigator gives Sponsor
prompt written notice of such requirement, and
assistance as necessary, such that Sponsor shall have the
opportunity to apply for a protective order, or for
confidential treatment of such Confidential Information,
and, if such order is not obtained, only the minimum
amount of Confidential Information to satisfy such

requirement will be disclosed.

7.2.5 jejich zpfistupnéni je vyzadovano platnymi
pravnimi piedpisy za predpokladu, Zze Zdravotnické
zatizeni/Zkousejici neprodlené poskytne Zadavateli
pisemné oznameni o tomto pozadavku a potiebnou
pomoc, tak aby mél Zadavatel ptilezitost pozadat o
ochranny piikaz nebo o duvémé zachazeni
s takovymito Diivérnymi informacemi a, pokud tento
piikaz neziska, bylo pro uspokojeni takovéhoto
pozadavku zvefejnéno pouze minimalni mnoZstvi

Duwvérnych informaci.

7.3 Survival of Confidentiality Obligations and

Return

7.3 Pietrvavani povinnosti ochrany diivérnosti

a jejich vraceni

The obligations of confidentiality and non-use in this

Agreement shall survive for a period of ten (10) years

after the termination or expiration of the Agreement.

Povinnosti ochrany diveérnosti a nepouZzivani
uvedené v této Smlouvé budou pretrvavat po dobu

deseti (10) let po ukonceni nebo vyprseni platnosti
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Upon termination or expiration of the Agreement and at
the written request of Sponsor, Institution/Investigator
shall return to Sponsor and/or destroy all Confidential
Information in tangible form, including any and all
copies thereof, except as required to be retained by: (i)
applicable law or (ii) Institution/Investigator’s legal
department or legal representative, who may retain one
(1) copy of such Confidential Information, solely to
determine the scope of its obligations hereunder save that
in either case such retained Confidential Information

shall be retained on a confidential basis.

této Smlouvy. Po ukoncéeni nebo vyprSeni platnosti
této Smlouvy a na =zakladé pisemné Zzadosti
Zadavatele Zdravotnické zatizeni/Zkousejici
Zadavateli vrati a/nebo zni¢i vSechny Duvérné
v hmatatelné form¢, vcetné

informace jejich

veskerych kopii svyjimkou téch, u nichz je
pozadovano jejich uchovani: (i) platnymi pravnimi
ptedpisy nebo (ii) pravnim oddelenim nebo pravnim
zastupcem Zdravotnického zafizeni/ZkousSejiciho,
kteti si mohou uchovat jednu (1) kopii téchto
Duvérmych informaci pouze pro vymezeni rozsahu
svych povinnosti podle této Smlouvy, pfiCemz
v kazdém ptipadé¢ budou tyto uchované Duvérné

informace uchovany jako divérné.

7.4 The obligations of confidentiality contained in
this Section 7 will not apply to publication of this
Agreement in the contracts register pursuant to Act No.
340/2015 Coll,,

Effectiveness of Certain Contracts, the Publication of

on Special Prerequisites for the

Those Contracts, and the Register of Contracts
(,,Contracts Register Act®), with the exception of any
information outside of the scope of such publication,
including, in particular, information constituting trade
secret pursuant to Section 504 of the Act 89/2012 Coll.,
the Civil Code, as amended (the "Civil Code"), namely
Study description, Study budget and all other payments
schedules or arrangements between the Parties, Study
data, Study Protocol, Investigator’s brochure, etc. The
Parties agree that the publication of this Agreement in the
contracts register shall be carried out by the Institution,
within 15 days of the conclusion of this Agreement at the
latest, and the Agreement shall be published by the
Institution in accordance with Annex [XY] hereof,

which contains the content of this Agreement in the form

modified for the purposes of the publication, i.e.

7.4 Povinnosti zachovavat ml¢enlivost uvedené
v tomto bod¢ 7 se nevztahuji na uvefejnéni této
Smlouvy v registru smluv podle zék. ¢. 340/2015 Sb.,
o zvlastnich podminkéch uc¢innosti nékterych smluv,
uverejiiovani téchto smluv a o registru smluv (,,zakon
o registru smluv*), vyjma jakychkoliv informaci nad
ramec takového uvefejnéni, zejména informaci
predstavujicich obchodni tajemstvi ve smyslu ust. §
504 zakona 89/2012 Sb, obcansky zakonik, ve znéni
pozdg€jsich predpisit  (,,Obcansky zakonik™)
jmenovité popis Studie, rozpocet Studie a veskeré
dalsi platebni rozpisy nebo ujednani mezi Stranami,
data Studie, Protokol Studie, soubor informaci pro
Zkousejiciho, atd. Strany sjednavaji, ze uvefejnéni
této Smlouvy v registru smluv provede Zdravotnické
zafizeni, a to nejpozdéji do 15 dnl od uzavieni
Smlouvy, pficemz Smlouva bude Zdravotnickym
zafizenim uvefejnéna v souladu s p¥ilohou [XY]
zahrnujici obsah této Smlouvy v rozsahu
modifikovaném pro ucCely uvefejnéni, tj. vyjma

informaci ptedstavujicich obchodni tajemstvi a
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exclusive of information constituting trade secret and
other information that should be excluded from the
publication in accordance with the Contracts Register
Act. In case the contract will not be published by the
Institution within 20 days of its signature by the Parties,
the Parties agree that the Agreement will consequently
be published by the Sponsor, in accordance with Annex
[XY]. The Institution shall indemnify the Sponsor for
any and all damage and costs incurred as a result of

Institution’s failure to duly publish this Agreement in the

dalsich informaci, které maji byt z uvefejnéni
vylouceny v souladu se zdkonem o registru smluv.
V piipadé, Ze smlouva nebude Zdravotnickym
zafizeni zvetejnéna ani do 20 dnti od jejiho podpisu
smluvnimi stranami, Strany souhlasi, Ze Smlouva
bude nasledné uvefejnéna Zadavatelem, a to
v souladu s pFilohou [XY]. Zdravotnické zatizeni se
zavazuje odskodnit Zadavatele za veskeré Skody a

naklady, které¢ Zadavateli vzniknou v duasledku toho,

7e Zdravotnické zafizeni Smlouvu fadné neuveiejnilo

the name of another Party in any form of public

information, without that Party’s prior written consent.

contracts register in accordance with the above terms. v registru smluv vsouladu svySe uvedenymi
podminkami.

8. Intellectual Property 8. Dusevni vlastnictvi

8.1 Ownership of Intellectual Property rights 8.1 Vliastnicky vztah k pravim 7 DuSevniho
viastnictvi

8.1.1  Subject to Section 5.1.3, neither Party shall use | 8.1.1 S vyhradou bodu 5.1.3 nesmi zadna Strana

pouzit v jakékoli podobé vefejné informace nazev
Strany druhé, pokud k tomu neobdrzi ptedchozi

pisemné svoleni.

8.1.2  Subject to Sections 5 and 8.1.3 of this
Agreement, any Intellectual Property right arising in
connection with the Study or from the use of the IMP
supplied by the Sponsor (or its representative) under this
Agreement shall be the exclusive property of the
Sponsor. The Institution and/or the Investigator shall
take all necessary measures in order to ensure that title in
the aforementioned Intellectual Property rights shall be
vested in the Sponsor. If a transfer of rights should not be
legally possible, Institution/Investigator hereby grant
Sponsor the exclusive, transferable, sub-licensable and
unrestricted rights, free of charge, to use the work results,
including the rights of use to manuscripts, databases, data

storage media and images (the “Licenses”). The granted

8.1.2  Swvyhradou bodu 5 a 8.1.3 této Smlouvy
bude jakékoli pravo Dusevniho vlastnictvi vzniklé v
souvislosti se Studii nebo pii pouziti Hodnoceného
lé¢ivého ptipravku dodaného Zadavatelem (nebo
jeho zastupcem) na zakladé této Smlouvy vyluénym
vlastnictvim Zadavatele. Zdravotnické zafizeni
a/nebo Zkousejici ucini vSechna nezbytna opatieni,
aby Narok na vySe uvedenda prava k DuSevnimu
vlastnictvi nalezela Zadavateli. Pokud by pievedeni
prav nebylo ze zakona mozné, udé€luje timto
Zdravotnické zatizeni/Zkousejici Zadavateli zdarma
dale licencovatelnd a

vyluéna, pienositelna,

neomezena prava pouzivat pracovni vysledky véetné

prav pouzivat rukopisy, databaze, média pro
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Licenses shall also entail in particular the rights to
reproduce, process, redesign, translate into foreign

languages and use the work results in analog and digital

uchovani dat a obrazy (“licence). Ud¢€lené licence
budou také znamenat zejména prava reprodukovat,

zpracovavat, prepracovavat, piekladat do cizich

determined by the applicable law. However, the
Institution and the Investigator shall not use or disclose
the Study data contained in the source documents
without the Sponsor’s prior written approval to a third
party for any purpose other than the performance of this

Agreement or the provision of medical care to a Study

form. jazykl a pouzivat pracovni vysledky v analogové a
digitalni formé.

8.1.3  The source documents related to the Study (e.g. | 8.1.3  Zdrojovd dokumentace ke Studii (napf.

medical records of Study Participants) shall remain the | 1ékaiské zaznamy Ugastnikii Studie) ziistane

property of the Institution or the Investigator as | vlastnictvim  Zdravotnického  zafizeni  nebo

Zkousejictho v souladu s pfislusSnym zakonem).
Zdravotnické zafizeni a Zkousejici vSak data ze
Studie obsazend v dokumentaci nebudou bez

ptedchoziho  pisemného souhlasu Zadavatele

vyuZzivat a poskytovat tfetim osobam pro jiné tcely,

nez je plnéni této Smlouvy (nebo poskytovani

exclusive, free of charge, non-transferrable right to use
the results of the Study for non-commercial purposes or

internal scientific research and/or educational activities.

participant. zdravotni pége Uastnikiim Studie.
8.1.4  Subject to Section 7 “Confidentiality” of this | 8.1.4  Podle bodu 7 této Smlouvy ,,.Dvérnost
Agreement the Sponsor grants to the Institution a non- | informaci ud€luje Zadavatel zdravoatnickému

zafizeni nevylucné, bezplatné, neptenositelné pravo
pouzivat vysledky Studie pro nekomer¢ni ucely nebo

interni védecky vyzkum a/nebo vzdélavaci Cinnosti.

8.1.5  The Institution and the Investigator do not have
a retention right with regard to data, Case Report Forms

or any other work product produced under this

8.1.5  Zdravotnické zafizeni a ZkouSejici nemaji
pravo data, formulaie CRF nebo jiné vysledky prace

vzniklé podle této Smlouvy zadrzovat.

the Sponsor about any invention which occurred in the

context of the Study.

Agreement.
8.2 Inventions 8.2 Vyndlezy
82.1 (1) The Investigator shall promptly inform | 8.2.1 (1) Zkousejici bude Zadavatele

neprodlené¢ informovat o vSech vynalezech, ke

kterym v souvislosti se Studii dojde.

(2) The Institution shall ensure that title in any
Intellectual Property right related to an employee’s

invention conceived in the context of the Study or in

connection with the IMP supplied under this Agreement

(2) Zdravotnické zafizeni je povinno zajistit, aby
prava Zadavatele z DuSevniho vlastnictvi vztahujici
se k vynalezu vytvofenému zaméstnancem instituce v
Studie nebo v souvislosti s

ramci pouzitim
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shall be vested in the Sponsor. The Institution shall be
solely responsible for all payments due to the Study
Team and/or third parties’ collaborators according to the

applicable law for any invention transferred to Sponsor.

Hodnoceného 1é¢ivého piipravku poskytnutého podle
této Smlouvy, nalezela Zadavateli. Zdravotnické
zafizeni nese vyhradni odpoveédnost za veskeré platby
splatné Studijnimu tymu a / nebo spolupracovnikiim
tietich stran podle platnych pravnich piedpisi za

jakykoli vynalez prevedeny na Zadavatele.

8.2.2  The Institution and the Investigator shall further
fully cooperate with the Sponsor, at the Sponsor’s
expense, in order to enable the Sponsor to fully protect

its Intellectual Property rights under this Agreement

8.2.2  Zdravotnické zafizeni a ZkousSejici jsou dale
povinni Zadavateli na jeho naklady poskytnout plnou
soucinnost, aby mohl plné ochranit sva prava

Dusevniho vlastnictvi podle této Smlouvy

9. Termination

9. Ukonceni Smlouvy

9.1 Conditions of termination

9.1 Podminky ukonceni

9.1.1  This Agreement shall remain in effect until the

closeout visit of the Site upon completion of the Study.

9.1.1 Tato Smlouva zistane v udinnosti az do

uzaviraci navstévy Centra po dokonéeni Studie.

9.1.2 However, the Sponsor may terminate this

Agreement by notice with immediate effect if:

9.1.2 Zadavatel vSak muze tuto Smlouvu

vypovedét vypoveédi s okamzitou Gcinnosti, pokud:

(a)

accordance with GCP and any other Regulations;

it is no longer possible to conduct the Study in

(@)
SKP nebo dal§imi Piedpisy;

jiz neni mozné Studii realizovat v souladu se

(b)

been suspended for more than three (3) months;

the clinical Study authorization is revoked or has

(b)

pozastaveno na vice nez tii (3) mésice;

je povoleni ke klinické Studii zruseno nebo

Study Participant in the Study within six (6) months from
the site initiation visit or cannot complete the Study at the

Site in a timely manner;

(©) the Institution or the Investigator breach any | (c) Zdravotnické zafizeni nebo ZkouSejici
Regulations; porusi jakékoli Predpisy;
(d) the Investigator fails to include any eligible | (d) Zkousejici do Studie nezatadi Zzadného

vhodného Ugastnika Studie do Sesti (6) mésict od

.....

Studii na Centru v¢as;

(e)

(15) days and the Parties cannot agree within a

an absence of the Investigator exceeds fifteen

reasonable time upon a suitable sub-investigator to

(e)

patnact (15) dni a Strany se nejsou v primétené 1hiité

Zkousejici je neptitomen po dobu delsi nez

schopny domluvit na vhodném spoluzkousejicim,
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duties under the Agreement and the Institution fails to
designate within a reasonable time a suitable person who

will replace the Investigator.

whom the Investigator‘s responsibilities will be | kterému by bylo mozno pifedat povinnosti
delegated under Section 3.3 above. ZkousSejiciho podle bodu 3.3 vyse;
® the Investigator can no longer fulfill his/her | (f) Zkousejici neni dale schopen/na plnit své

povinnosti podle Smlouvy a Zdravotnickému zatizeni
se nepodaii v rozumné 1hité¢ ur¢it vhodnou osobu,

ktera Zkousejiciho nahradi.

9.1.3  Either Party may terminate this Agreement if a
Force Majeure has prevented the performance of this
Agreement by another Party for more than one (1)

month.

9.1.3 Kazda ze Stran muze tuto Smlouvu
vypovedét v ptipadé zasahu vyssi moci, pokud tato
zabrani Stran¢ druhé v plnéni této Smlouvy po dobu

delsi nez jeden (1) mesic.

9.1.4 This Agreement shall be terminated if a Party
breached this Agreement and fails to remedy that breach
(if remediable) within thirty (30) days of receipt of a

notice from the other Party.

9.1.4  Smlouva bude ukoncena v piipad¢, ze jedna
ze Stran Smlouvu porusi a nezjedna napravu (pokud
je to mozné) do tiiceti (30) dnti po obdrZeni ozndmeni

druhé Strany.

9.1.5 Sponsor may terminate this Agreement at any
time for any other reason than the ones listed above upon

thirty (30) days written notice to Institution/Investigator.

9.1.5 Zadavatel muze kdykoli ukonéit tuto

Smlouvu z jakéhokoliv jiného divodu vyse
neuvedeného po tiiceti (30) dnech od pisemného

oznameni Zdravotnickému zatizeni/Zkousejicimu

9.2 Consequences of termination

9.2 Disledky ukonceni

92.1 (1)

the Institution and the Investigator shall:

Upon the effective date of termination,

9.2.1 (1)K Datu uc¢innosti ukonceni Zdravotnické

zafizeni a Zkousejici:

(a) stop the recruitment of Study Participants;

zastavi nabor U¢astnikd Studie;

(@

(b)

permissible, any Study procedure;

cease, to the extent medically and ethically

(b)
eticky pfipustné, jakékoli procedury Studie;

zastavi, v rozsahu, v némz je to Iékatsky a

(©)

refrain from incurring additional costs;

(©)

zdrzi se generovani dalSich nakladu;

(d)

Sponsor and destroy unused medicines provided under

return any Materials or Equipment provided by

such

Section 4 (“Materials and Equipment’);

vrati  veskeré

(d)

poskytnuté Zadavatelem a zni¢i nepouzité 1éky

Materidly a Vybaveni

poskytnuté podle bodu 4 (,,Materidaly a Vybaveni);
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destruction shall be confirmed in writing by the

Institution to Sponsor, and

takové zniCeni bude Zdravotnickému zafizeni

pisemné potvrzeno Zadavatelem, a

unless otherwise under the

(e)

Regulations, return the documentation related to the

required

Study (with the exception of the source documents /

medical records of Study Participants).

(e)

dokumentaci souvisejici se Studii (s vyjimkou

pokud neni Piedpisy pozadovano jinak, vrati

zdrojovych dokumentt/zdravotnich zadznamu

Ugastniki Studie).

@

any retention right with respect to the materials,

The Institution and the Investigator do not have

medicines and the documentation which must be

returned under Section 9.2.1 (1) (d) and (¢) above.

@

pravo zadrZovat materialy, léky a dokumentaci, které

Zdravotnické zatizeni a ZkousSejici nemaji

musi byt vraceny podle bodu 9.2.1 (1) (d) a (e) vySe.

9.2.2  If this Agreement is terminated prematurely the
amounts paid or payable under Section 11 below shall be
prorated, as detailed in Annex 1, based on the work duly
performed in accordance with the Protocol. The
Institution shall promptly return any funds paid but not

due under this provision.

9.2.2 Je-li tato Smlouva ukoncena ptedcasneé,
castky zaplacené nebo splatné podle bodu 11 nize
budou pomérné snizeny, jak je uvedeno v Priloze 1,
a to na zakladé prace provedené fadné a v souladu s
Protokolem. Zdravotnické zatizeni neprodlené vrati
uhrazené, ale neopravnéné castky podle tohoto

ustanoveni.

9.2.3  If the Agreement is terminated under Sections
9.1.2 (a), (b), (d) through (f) and 9.1.3, the Sponsor shall
pay all third party costs incurred in accordance with this
Agreement prior to the effective date of termination and
falling due for payment up to or, if non-cancellable, after

the effective date of termination. No additional

9.2.3  Je-li Smlouva ukoncena podle bodu 9.1.2 (a),
(b), (d) az (f) a 9.1.3, Zadavatel uhradi veskeré
naklady vzniklé tfetim osobam v souladu s touto
Smlouvou do Data uéinnosti ukonéeni, které budou
splatné do dne ukonceni, a pokud budou nezrusitelné,

i pokud budou splatné po dni ukonéeni. Zadné dalsi

to apply after the term of this Agreement shall survive
expiry or termination of this Agreement: including.,
Sections 5 (Publication), 6 (Monitoring, Audits and
(Confidentiality), 8

Inspections), 7 (Intellectual

Property), 10 (Indemnification and Insurance), 12

compensation shall be payable to Institution or | odSkodnéni nebude Zdravotnickému zafizeni ani
Investigator. Zkousejicimu vyplaceno.
9.2.4  Provisions which, by their nature, shall continue | 9.2.4  Ustanoveni, ktera ze své podstaty zlstavaji v

platnosti i po ukonceni Smlouvy, zistanou v
platnosti, a to i po vyprSeni ¢i ukonceni Smlouvy:
véetné ustanoveni 5 (Publikace), 6 (Monitorovani,
audity a inspekce), 7 (Duvérnost informaci), 8
(Dusevni vlastnictvi), 10 (Odskodnéni a pojisténi), 12

(Zaznam a uchovavani dat), 13 (Ochrana osobnich

Fakultni nemocnice Ostrava_QB-33282 CTA Bil Hajek 22Jun22 Site#600

Protocol# CC-220-MM-002

Confidential

Page 25 of 57




(Record and Data Keeping), 13 (Data Protection), 19
(Governing Law and Jurisdiction), and 20.6 (Publicity).

udaji), 19 (Rozhodné pravo a jurisdikce) a 20.6
(Publicita).

10. Indemnification and Insurance

10. Odskodnéni a pojisténi

10.1 The Sponsor shall secure and maintain in full
force and effect insurance according to § 52 par. 3 letter.
f) of Act No. 378/2007 Coll., on Medicinal Products, as
amended, which covers its liability in accordance with

the Regulations.

10.1  Zadavatel uzavie a bude v plné platnosti a
ucinnosti zachovavat pojisténi, dle § 52 odst. 3 pism.
f) zakona ¢. 378/2007 Sb., o 1éCivech, v platném
znéni, které kryje jeho odpovédnost v souladu

s Predpisy.

10.2  The Institution and the Investigator shall secure
and maintain in full force and effect insurance in
accordance with § 45 par. 2 letter. n) of Act No. 372/2011
Coll., on Medicinal Services, which covers appropriately
their liability vis-a-vis the Sponsor under this
Agreement. Upon Sponsor’s request, Institution and the
Investigator shall provide evidence of their respective

insurance.

10.2  Zdravotnické zafizeni a ZkouSejici uzavie a

bude vplné platnosti a ucinnosti zachovavat
pojisténi, v souladu s § 45 odst. 2 pism. n) zékona €.
372/2011 Sb., o zdravotnich sluzbach, které nalezité
kryje jejich odpovédnost viici Zadavateli podle této
Smlouvy. Na Zzadost Zadavatele Zdravotnické
zafizeni a ZkousSejici poskytnou ditkkaz o jejich

vlastnim pojisténi.

10.3  Subject to the provisions in Section 10.4,

Sponsor shall indemnify and hold harmless
Institution/Investigator, its employees, officers, and
directors from and against any and all Study Participant
(or entities according to §2959 of Civil Code) claims,
liabilities, losses, demands, causes of action, judgments,
settlements and expenses (including, but not limited to,
reasonable legal fees and court costs) (each a “Claim”)
for injury inlucding death, directly sustained as a result
of administration of the Study Drug in accordance with
the terms of the Protocol or any procedures required by
the Protocol and this Agreement; provided, however, that
a) Sponsor shall have no such obligation with respect to
Claims arising from an Institution/Investigator’s
negligence or willful misconduct in connection with the
Study, breach of this Agreement or the Protocol and b)

Institution shall enable the Sponsor to participate in the

Podle ustanoveni v bodé 10.4 Zadavatel

bude

10.3

odskodni  a chranit  Zdravotnické
zatizeni/Zkousejiciho, jejich zaméstnance, ufedniky a
feditele pred a proti vSem  stiznostem,
odpovédnostem, ztratam, narokim, soudnim fizenim,
rozsudkim, vyrovnanim a vydajim (zejména
pfiméfenym pravnim poplatkim a soudnim
nakladtim) viech Uastnikd (nebo subjektt podle §
2959 Obcanského zakoniku) (kazdy samostatné jako
»IVarok) za ijmu, véetné smrti, piimo utrpénou jako
disledek podani Hodnoceného 1éCivého piipravku
v souladu s podminkami Protokolu nebo jakychkoli
postupti  pozadovanych Protokolem a touto
Smlouvou, ale za ptedpokladu, Ze a) Zadavatel
nebude mit zadnou takovouto povinnost tykajici se
Narokli vyplyvajicich z opomenuti nebo umyslného
zatizeni/Zkousejiciho

pochybeni Zdravotnického
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disposition of such Claim including choice of counsel,

any investigation, trial, defense or settlement.

v souvislosti se Studii, poruSeni této Smlouvy nebo

Protokolu a b) Zdravotnické zafizeni umozni

Zadavateli podilet se na vyfizeni takovéhoto Naroku

véetné vybéru pravniho zastupce, jakéhokoli

vySetfovani, soudniho fizeni, obhajoby nebo

vyrovnani.

10.4  Institution/Investigator shall indemnify and hold
harmless Sponsor, its Affiliates and their respective
(the

Indemnitees”) from and against any and all third party

employees, officers and directors “Sponsor
Claims relating to or arising out (i) the negligence, fault,
omission or improper conduct by Institution, members of
Study Team; (ii) failure of Institution, members of Study
Team to adhere to Sponsor’s written recommendations
and instructions relative to the administration and use of
any drug substances involved in the Study (including but
not limited to the IMP) or to the terms and conditions of
the Protocol or agreed amendments hereto; (iii) failure of
Institution, members of Study Team to comply with any
Regulations, and (iv) breach of Institution, members of
Study Team representations, warranties and covenants.
Institution shall not be liable for Claims to the extent

such Claims are attributable to Claims for which Sponsor

is obligated to indemnify pursuant to Section 10.3.

10.4  Zdravotnické zafizeni/Zkousejici odSkodni a

bude chranit Zadavatele, jeho pobocky a jejich
prislusné feditele

zamgstnance, Uufedniky a

(,,OdSkodnéné osoby Zadavatele*) pted a proti vSem

Naroklim tfetich stran  souvisejicich s nebo
vznikajicich na zékladé¢ (i) nedbalosti, chyby,
opomenuti nebo neopravnéného jednani

Zdravotnického zafizeni, ¢lenti Studijniho tymu; (ii)

nedodrzeni pisemnych doporuceni a pokyni

Zadavatele souvisejicich s podanim a pouzitim
jakychkoli 1é¢ivych latek zahrnutych ve Studii
(zejména Hodnoceného 1é¢ivého piipravku) nebo
podminek Protokolu nebo odsouhlasenych dodatkii
této Smlouvy ze strany Zdravotnického zafizeni,
¢lent Studijniho tymu; (iii) nedodrzeni jakychkoli
Predpisti ze strany Zdravotnického zafizeni, ¢lend
Studijniho tymu, a (iv) poruseni prohlaseni, zaruk a
ujednani ucinénych Zdravotnickym zafizenim C¢i
¢leny Studijniho tymu. Zdravotnické zatizeni nebude
zodpovidat za Néroky, pokud tyto Naroky lze
prisoudit k Narokdm, které je Zadavatel podle bodu

10.3 povinen odskodnit.

10.5  Each Party shall promptly notify the other Party
in writing of any Claim or potential Claim for which such
party may seek indemnification, but in no event more
than thirty (30) days after the Party seeking
indemnification has knowledge of the Claim or potential
Claim. Failure to provide timely notice shall not negate

the obligation of the other Party to indemnify except to

10.5  Kazda Strana bude neprodleng, ale v zadném
ptipad¢é ne pozdéji nez tiicet (30) dnil poté, kdy se
Strana zadajici odSkodnéni dozvi o Naroku nebo
potencidlnim Naroku, pisemné informovat druhou
Stranu o kazdém Naroku nebo potencidlnim Naroku,
za ktery tato Strana muize zadat odSkodnéni.

Neposkytnuti v€asného ozndmeni nezrusi povinnost
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the extent that the delay in notification resulted in
additional damages or claims to the Party seeking
indemnification. The Parties undertake not to settle any
action or claim without the prior written consent of the
other Party or to conclude a settlement, if this would
mean accepting the responsibility of one of the parties,

and such consent may not be unreasonably withheld.

druhé Strany odskodnit s vyjimkou ptipadt, kdy
opozdéné oznameni bude mit za nasledek dalsi ajmy
nebo Naroky vznesené proti Strané¢ Zzadajici
odskodnéni. Smluvni strany se zavazuji, Ze bez
predchoziho pisemného souhlasu druhych smluvnich
stran zadnou Zzalobu ¢i narok nevypofadaji ani
nesjednaji smir, pokud by to znamenalo piijeti
odpovédnosti jedné ze stran, pficemz takovy souhlas

nesmi byt neodiivodnéné odpiran.

10.6. Injury to the Subject of Assessment.

The Sponsor shall reimburse the Institution for direct,
reasonable and necessary medical expenses incurred to
the Institution and which are not reimbursed by third
party payers in connection with the treatment of any

physical harm.
(a) as a result of an adverse reaction to a Study drug; or

(b) caused by the treatment or procedures required based
on the Protocol of the Study, which the Study Participant
would not have suffered if it had not participated in the

Study, except in cases where it is the cause of such

physical harm:
(i) non-compliance with the provisions of this
Agreement, the Protocol, the Sponsor’s written

instructions regarding the Study or Regulations or
regulations issued by the inspection authorities by the
Institution, the Principal Investigator or any of their

relevant personnel; or

(i) negligence or willful misconduct on the part of the
Institution, the Principal Investigator or any of its

relevant personnel.

The Sponsor’s liability to pay compenastion to the
Institution under this provision shal not be limited to the

amount payable under any insurance that the Sponsor

10.6. Zdravotni Gjma Subjektu hodnoceni.
Zadavatel uhradi Zdravotnickému zafizeni piimé,
pfimetené a nezbytné 1éCebné vylohy, které vznikly
Zdravotnickému zatizeni akteré nejsou hrazeny
platci tfetich stran v souvislosti s Iéc¢bou jakékoli
fyzické ujmy

(a) v disledku nezadouci reakce na 1éCivy piipravek
nebo

(b) zptisobené 1é¢bou ¢i postupy pozadované
Protokolem Studie, které by U¢astnik Studie neutrpél,
pokud by se Studie netcastnil, s vyjimkou piipadi,
kdy je ptic¢inou takové fyzické ujmy:
ustanoveni  této

(i) nedodrzeni Smlouvy,

Protokolu, pisemnych pokyni  Zadavatele

tykajicich se Studie nebo Predpisti nebo piedpist
vydanych kontrolnimi

urady ze strany

Zdravotnického  zafizeni, Zkousejiciho nebo

jakéhokoli z jejich ptislusnych pracovnikii; nebo
(i)

Zdravotnického

nedbalost ¢i zdmérné pochybeni ze strany

zafizeni, Zkousejiciho nebo

jakéhokoli z jejich prislusnych pracovniki.
Odpovédnost Zadavatele vyplatit Zdravotnickému
zafizeni nahradu podle tohoto ustanoveni se
nebude omezovat na ¢astku splatnou v ramci
jakéhokoli pojisténi, které musi mit Zadavatel

sjednano, ale bude se tykat plné vySe skutecnych
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must take out, but will cover the full amount of actual
damages incurred to the Institution as described in the
paragraph above or receivables of the Study participant’s
legal representative succesfully asserted in accordance

with Czech law.

Skod vzniklych Zdravotnickému zafizeni, jak je
popsano v odstavci vyse, ve vysi naroku Uéastnika
Studie nebo pohledavky pravniho zastupce
Ucastnika Studie usp&$né uplatnénych podle

¢eského pravniho fadu.

Investigator’s services under this Agreement, the
Sponsor shall pay as set forth in Annex 1 a fee per Study
Participant, provided that the Investigator:

11. Institution Compensation 11. Odména Zdravotnického zafizeni
11.1  Compensation 11.1  Odména
11.1.1 In consideration of Institution’s and | 11.1.1 Zadavatel za sluzby Zdravotnického zafizeni

a Zkousejiciho podle této Smlouvy uhradi dle Piilohy
1 pevnou &astku za kazdého Udastnika Studie, za

predpokladu, Ze Zkousejici:

(a) evaluated the Study Participant concerned fully

in accordance with the Protocol; and

(a) dotteného Utastnika Studie vyhodnotil plng

v souladu s Protokolem; a

(b)
Report Forms to the Sponsor.

completed accurately and sent all related Case

ptesné vyplnil a odeslal vSechny pfislusné

(b)

klinické zdznamy subjektd Zadavateli.

11.1.2 If a Study Participant is withdrawn from the
Study in accordance with the Protocol, the amount
payable to the Institution/Investigator shall be prorated

as specified in Annex 1.

11.1.2 Pokud je Ucastnik ze Studie v souladu s
Protokolem piedcasn¢ vyrazen, Castka vyplacena
bude

Zdravotnickému zaZizeni/Zkousejicimu

pomérné snizena, jak je uvedeno v priloze 1.

11.1.3 All taxes, except Value Added Tax (VAT), are
included in the amounts stated in Annex 1. All charges
and/or fees imposed by the Investigator/Institution’s

banks shall be solely for the account of the payee.

11.1.3 'V castkach uvedenych v priloze 1 jsou
zahrnuty veskeré dané, s vyjimkou dan¢ z ptidané
hodnoty (DPH). VSechny poplatky a/nebo vylohy
uctované bankou Zdravotnického zafizeni ¢i
Zkousejiciho ptjdou vyhradné na vrub piijemce

plateb.

11.2 Invoices

11.2  Faktury

11.2.1 The invoicing will be based on the ProForma
Invoicesubmitted by the Sponsor (or its representatives)
that will include the list of completed Study visits and the
individual

number of procedures/tests performed.

11.2.1 Fakturace bude probihat na zékladé podkladi
pro vystaveni faktury dodanych zadavatelem (nebo
kde bude vyznacen prehled

jeho  zastupci),

uskute¢nénych navstév subjekti hodnoceni a pocty
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Payments for the services performed by the Institution
Pharmacy must always be listed separately from the
other items in the ProForma Invoice. The Institution shall
submit all original invoices under this Agreement and
based on all submitted documents to the Sponsor (or its
representative) in electronical form for payment as
specified in Annex 1. The Sponsor (or its
representatives) will pay the invoice no later than on the
due date. The invoice is due within 30 days from the date

of issue of the invoice.

jednotlivych provedenych vysetieni. Castky za sluzby
provedené Iékarnou zdravotnického zatizeni musi byt
v podkladech k fakturaci vzdy uvedeny oddélené od
ostatnich castek. Zdravotnické zafizeni vSechny
originaly faktur vystavené na zéklade¢ této Smlouvy a
ptedanych podkladt predlozi v elektronické formé
Zadavateli (nebo jeho zastupci)k proplaceni, jak je
uvedeno v priloze 1. Zadavatel (nebo jeho zastupci)
uhradi fakturu nejpozd€ji v den jeji splatnosti.
Faktura je splatnd do 30 dnl ode dne vystaveni

faktury.

11.2.2 The Institution shall reference the Sponsor as
invoicee. The invoices shall be issued in accordance with
the applicable tax law (including VAT requirements) and
contain an accurate itemization of all fees, supporting

documentation and a Site invoice reference number.

11.2.2 Zadavatel bude na fakturach oznacovan jako
fakturovana strana (invoicee). Faktury budou
vystavovany v souladu s platnym danovym zakonem
(vCetné pozadované DPH) a musi obsahovat ptesny
rozpis vSech poplatkd, podklady a referencni Cislo

faktury Centra.

11.3  Payments

11.3  Platby

11.3.1 Payments will be made quarterly on the basis of
invoices issued by the Institution. Unless specified
otherwise in Annex 1, payments regarding Study
Participants who missed a scheduled visit shall be made
up to and including the last visit in accordance with the

Protocol.

11.3.1 Platby budou provadény ctvrtletné na
zakladé¢  faktur  vystavenych  Zdravotnickym
zatizenim. Neni-li v p¥iloze 1 stanoveno jinak,
odména za Utastniky Studie, ktefi zmeskali
planovanou navstévu, bude poukazana za dobu do
posledni navstévy, ktera jeSté probéhla v souladu

s Protokolem.

11.3.2 The Sponsor may withhold the payments (or a
part thereof) if the Investigator has not submitted the
Study data in accordance with this Agreement or the
Protocol. Final Payment, i.e. payment of the amounts
withheld, shall occur after database lock in accordance

with Annex 1 provided:

11.3.2 Zadavatel mize zadrzet platby (nebo jejich
¢ast) v pripadé, ze Zkousejici neposkytne data v
souladu s touto Smlouvou nebo Protokolem.
ZaveéreCny doplatek, tj. zadrzovana castka, bude
poukazan po uzamceni databaze v souladu s prilohou

1 za piedpokladu, ze:
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any Equipment, materials and unused medicines under

Section 9.2.1(d).

(a) the data provided by the Investigator are | (a) data poskytnuta Zkousejicim jsou uplna a
complete and consistent; konzistentni;

(b) all related data queries are resolved; (b) vSechny dotazy k datiim byly vyieseny;

(c) the close-out visit of the Site has been | (c) probéhla uzaviraci navstéva v Centru; a
completed; and

(d) the Institution or the Investigator has returned | (d) Zdravotnické zafizeni nebo Zkousejici vratili

jakékoli Vybaveni, materialy a nepouzité 1éky podle

bodu 9.2.1(d).

11.3.3 If there is any violation of the Protocol by the
Institution, the Principal Investigator or the Study Team
which is jeopardizing data integrity or the safety of Study
Participants payments shall be made up to the Study
Participant’s last visit before the Sponsor or the CRO
became aware of the Protocol violation. This provision
applies without prejudice to the rights of the Study
Participants under this Agreement (including the
Regulations) or the Sponsor’s right to take recourse to

any additional remedy.

11.3.3 Pokud dojde
Protokolu

k jakémukoliv  poruseni

ze strany Zdravotnického zafizeni,
Zkousejictho nebo Studijniho tymu ohrozujici
integritu dat nebo bezpetnost Utastnikii Studie,
odmeéna bude poukézana za dobu do navstévy, po niz
se Zadavatel nebo servisni organizace dozvédéli o
poruseni Protokolu. Toto ustanoveni plati, aniz by tim
byla dotéena prava Ucastniki Studie v ramci této
Smlouvy (i v ramci Predpisti) nebo prava Zadavatele

na pouziti dalsiho opravného prostiedku.

11.3.4 The Institution/Principal Investigator is obliged to
return any overpayments that arise from the delivery of
erroneous invoicing documents by the Sponsor or any of
its representatives no later than 2 months from the date
of the last payment under this Agreement. The Sponsor
acknowledges that after this moment the Institution is not
obliged to return any overpayments, as due to the method
of invoicing the Institution is in good faith to the acquired

funds.

11.3.4 Vréaceni ptipadnych pieplatkil, které vzniknou
dodanim chybnych podkladd k fakturaci ze strany
Zadavatele/ ¢i jakéhokoliv jeho zastupce, je
Zadavatel/ povinen/a uplatnit nejpozdéji do 2 mésicii
ode dne uskutecnéni posledni platby dle této
smlouvy. Zadavatel/ bere na védomi, ze po tomto
okamziku neni Zdravotnické zafizeni povinno vracet
jakékoliv pieplatky, jelikoz vzhledem ke zptsobu
fakturace je Zdravotnické zafizeni v dobré vife k

nabytym finan¢nim prostiedktim.

11.3.5 Remuneration stated in this Article and Annex 1
constitutes the only and sole method of proper financial

settlement between the Parties hereto. The Sponsor

hereby declares that they have not concluded a separate

11.3.5 Platby odmény uvedené¢ v tomto clanku a
piiloze ¢. 1 ptedstavuji jediny a vyluény zptsob

fadného finan¢niho vypofadani mezi smluvnimi

stranami. Zadavatel timto prohlasuje, Ze neuzaviel s
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agreement with the Principal Investigator on
remuneration for the performance of the Study. The
remuneration shall be divided among the Institution, the
Principal Investigator and their study team after
subtracting costs pursuant to the internal guidelines of

the Institution.

Hlavnim zkousSejicim separatni smlouvu na odménu
za provedeni klinického hodnoceni. Odména bude
mezi Zdravotnické zatizeni a Hlavniho zkousSejiciho
a jeho studijni tym rozdelena po odecteni nakladt

podle vnitinich ptedpist Zdravotnického zatizeni.

12. Record and Data Keeping

12. Zaznam a uchovavani dat

The Institution and the Investigator shall retain all
essential documents for the greater period of time under
the Regulations but not less than fifteen (15) years after
discontinuation or completion of the Study, unless
Sponsor provides written permission to dispose of them

earlier or notice requiring their longer retention.

Zdravotnické zafizeni a Zkousejici budou uchovavat
vSechny zakladni dokumenty po dobu stanovenou
Ptedpisy, ne vSak méné nez patnact (15) let po
dokonceni nebo pred¢asném ukoncéeni Studie, pokud

vvvvvv

likvidaci, ani oznameni vyzadujici del$i uchovavani.

13. Data Protection 13. Ochrana osobnich tudaji
13.1  Additional definitions 13.1 Dalsi definice

All capitalized terms used in this section, unless
specifically defined herein, are defined in the GDPR (as

implemented by local legislation).

Vsechny definované terminy pouzit¢é v tomto
ustanoveni, pokud zde neni konkrétné definovano
jinak, jsou definovany v nafizeni GDPR

(provadécimi predpisy mistni legislativy).

13.2  Obligations of the Parties in Processing
Personal Data related to the Study

13.2  Povinnosti Smluvnich stran p¥i Zpracovani

Osobnich udajit souvisejicich se Studii

13.2.1 The Parties shall Process Personal Data obtained
in the context of the Study in accordance with the
Regulations and shall assist each other to ensure
compliance with the obligations defined in the

Regulations.

13.2.1 Smluvni strany budou Zpracovavat Osobni
udaje ziskané v souvislosti se  Studii v souladu
s Pfedpisy a budou vzijemné spolupracovat pii
zajisténi  dodrzovani  zévazkii v Pfedpisech

definovanych.

13.2.2 The Parties shall take appropriate organizational
and technical measures which are necessary to protect
Personal Data Processed under this Agreement against

accidental or unlawful destruction, loss or damage and

13.2.2 Smluvni  strany  pfijmou  pfiméfena
organizacni a technickd opatieni, ktera jsou potfebna
pro ochranu Osobnich udaji Zpracovavanych podle
této Smlouvy proti ndhodnému nebo nezdkonnému

zniéeni, ztraté nebo poskozeni a neopravnénému nebo
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Institution and the Sponsor shall be considered
Controllers in the context of the Study in regard to Study
Participants Personal Data. The Institution shall be
considered Controller with respect to the medical records
and any Study Participants Personal Data processed on
the basis of Act No. 372/2011 Coll. about health services,
ie different from theCoded Study Data and Sponsor shall
be considered Controller with respect to the Coded Study
Data. The Institution shall process the Coded Study Data
for the purposes of the Study, for only as long as required
under Regulations and the written instructions of the
Sponsor, in accordance with the Regulations. Institution
shall not engage a Processor for the Processing of Coded
Study Data or transfer the Coded Study Data to a third
country without Sponsor’s written authorization. Where
Institution is required to Process Coded Study Data
differently than Sponsor’s instructions by Regulations
or, in its opinion, Sponsor’s instructions infringe

Regulations, it shall immediately inform Sponsor.

unauthorized or wunlawful disclosure, access or | nezdkonnému  zpfistupnéni,  pfistupu  nebo
Processing. Zpracovani.
13.2.3 The Parties acknowledge that both the | a.

13.2.3 Smluvni strany berou na védomi, ze jak

Zdravotnické  zafizeni, tak Zadavatel budou
v souvislosti se Studii povazovani za spravce, pokud
jde o Osobni tdaje Utastnikt Studie. Zdravotnické
zafizeni bude povaZovano za spravce, pokud jde o
zdravotni zaznamy a veskeré Osobni udaje Ugastnikil
Studie zpracovavané na zakladé zakona ¢. 372/2011
Sb. O zdravotnich sluzbach, tj. odlisné od
Kédovanych studijnich udaji, a Zadavatel bude
povazovan za spravce, pokud jde o Kodované studijni
udaje. Zdravotnické zatizeni bude Zpracovvavat
Koédované studijni udaje pro ucely Studie, pokud to

budou vyzadovat Piedpisy a pisemné pokyny

Zadavatele v souladu s Pfedpisy. Zdravotnické
zafizeni nezapoji Zpracovatele do Zpracovani
Kédovanych studijnich udaji, ani nepfevede

Kodované studijni tidaje do tieti zemé bez pisemného
souhlasu Zadavatele. Pokud je Zdravotnické zafizeni
povinno Zpracovat Kédované studijni idaje odlisné
od pokynt Zadavatele dle Predpist, nebo pokud dle
jeho nazoru pokyny Zadavatele porusuji Piedpisy, je

povinno okamzité informovat Zadavatele.

13.3  Oversight of the Parties Personnel

13.3 Dohled nad Persondlem Smluvnich stran

13.3.1 The Parties shall ensure that their respective
Personnel engaged in the Processing of Personal Data
and, where relevant, in developing tools and/or
functionalities that may be used for Personal Data
Processing, are informed of the confidential nature of the

Personal Data. The Parties shall ensure that Personnel is

13.3.1 Smluvni strany zajisti, ze jejich pfislusny
Personal podilejici se na Zpracovvani Osobnich udaji
a pfipadné na vyvoji nastroji a/nebo funkcionalit,
které mohou byt pouzivany pii Zpracovvani
Osobnich udajt, bude informovan o divérné povaze

Osobnich tdajii. Smluvni strany zajisti, Ze Personal
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subject to confidentiality obligations and that these

survive the termination of the Personnel engagement.

dodrzuje povinnosti ochrany davérnosti a Ze tyto

ptetrvaji po ukonceni zavazku Personalu.

13.3.2 The Parties shall ensure that access to Personal
Data is limited to those Personnel performing services in

accordance with the Agreement.

13.3.2  Smluvni strany zajisti, Ze piistup k Osobnim
udajim bude omezen pouze na ten Personal, ktery

provadi sluzby v souladu se Smlouvou.

13.4  Orders to transfer Personal Data, Personal

Data Breach, inspections and audits

13.4  Priikazy pFenosu Osobnich udajii, poruSeni

bezpecnosti Osobnich udaji, inspekce a audity

13.4.1 Where the Institution or the Investigator

receives a request from a competent court or
administrative authority to transfer Personal Data related
to the Study, they shall: 1) promptly notify the Sponsor
of such request; and ii) transfer the Personal Data in a
manner which ensures that appropriate technical and
administrative measures  to

security protect

confidentiality of Personal Data are in place.

13.4.1 Jestlize  Zdravotnické  zafizeni nebo
Zkousejici dostanou zadost od pfislusného soudu
nebo spravniho organu predat Osobni udaje

souvisejici s ucasti ve Studii: 1) budou o této zadosti
neprodlené¢ informovat Zadavatele; a ii) predaji
Osobni udaje zplsobem, ktery zajisti, Ze budou
uplatnéna nalezitd technickd a administrativni
bezpecnostni

opatfeni pro ochranu dvérnosti

Osobnich tdaji.

13.4.2 As soon as the Institution and/or the Investigator
becomes aware of a Personal Data Breach, in accordance
with Article 33 of the GDPR, they shall notify the
Sponsor without undue delay and provide the Sponsor
with all the relevant information about the nature, scope
as well as the measures adopted. Immediately following
the notification to the Sponsor of a Personal Data Breach,
the Parties shall coordinate with each other to investigate
the Personal Data Breach. The Institution and the
Investigator agree to fully cooperate with the Sponsor in
the course of the investigation and for the design and
implementation of an adequate action plan, in

accordance with the Regulations.

13.4.2 Jakmile se Zdravotnické zafizeni a/nebo
ZkousSejici dozveédi o poruseni bezpecnosti Osobnich
udaju, v souladu s ¢l. 33 GDPR, musi to bezodkladné
oznamit Zadavatelia poskytnout Zadavateli vSechny
relevantni informace o povaze, rozsahu a pfijatych
opatfenich. Okamzit€ po oznameni Zadavateli o
poruseni bezpecnosti Osobnich udaji budou Smluvni
strany navzajem koordinovat vySetfovani poruSeni
bezpecnosti Osobnich udaji. Zdravotnické zafizeni a
Zkousejici souhlasi, ze budou v prub&hu vysetfovani
a pfi vytvareni a zavadeéni nalezitého akcéniho planu
v souladu

s Pfedpisy pIné spolupracovat se

Zadavatelem.

13.4.3 Should a Supervisory Authority notify the
Institution or the Investigator about the start of an
inspection and/or audit, including visits to their facilities,

they should notify the Sponsor of this without undue

13.4.3 Jestlize dozorujici organ ohlasi

Zdravotnickému  zafizeni nebo  ZkouSejicimu

zahéjeni inspekce a/nebo audit, véetné navstev jejich

zafizeni, budou o tom bez odkladu informovat
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delay, for the adoption of the appropriate measures, if
this affects the Processing of Personal Data related to the

Study.

Zadavatele, aby byla ptijata nalezita opatfeni, pokud
se to bude tykat Zpracovavani Osobnich tdaji

souvisejicich se Studii.

13.5  Requests to exercise privacy rights or
complaints from Study Participants or other Data

Subjects

13.5  Zddosti o uplatnéni prdv na ochranu
soukromi nebo stiznosti od Uéastnikii Studie nebo

jinych Subjekti udaji

The Institution or Investigator shall immediately inform
within a period of five (5) days the Sponsor about any
request received from a Data Subject to exercise a
privacy right or any complaint received from a Data
Subject, in relation to the Study. The Institution or the
Investigator shall appropriately participate in handling
any such request in accordance with the Sponsor’s

reasonable instructions.

Zdravotnické zafizeni nebo Zkousejici budou
okamzit¢ v pribéhu péti (5) dnd informovat
Zadavatele o vSech zadostech obdrzenych od
Subjektu udaji k uplatnéni prav na ochranu soukromi
nebo stiznosti ptijaté od Subjektu udaji v souvislosti
se Studii. Zdravotnické zafizeni nebo Zkousejici se
budou na vyfizeni takové zadosti piiméiené podilet,
vzhledem-k-jejich-postaveni-zpracovatele; a topodle

pfimétenych pokynt Zadavatele.

13.6  Personal Data regarding persons involved in

the conduct of the Study and transfer of Personal Data

13.6  Osobni udaje tykajici se osob zapojenych do

provadéni Studie a pievod Osobnich udajit

13.6.1 The Institution and the Investigator shall inform
the Data Subjects on their Personal Data Processing
based on the privacy notices provided by the Sponsor
and shall not involve in the conduct of the Study Data
Subjects who have not been duly informed or have
expressly objected to such Personal Data Processing. In
the latter case, the Institution and the Investigator shall
inform Sponsor about such objections and collaborate

with Sponsor on addressing them.

13.6.1 Zdravotnické zafizeni nebo Zkousejici
budou informovat Subjekty tidajii o Zpracovani jejich
Osobnich udaji  vsouladu soznamenimi o
Zpracovani Osobnich daji predanymi Zadavatelem
a nebudou do provadéni Studie zapojovat Subjekty
udajii, které nebyly fadné informovany nebo
vyjadrily vyslovnou namitku proti takovému
Zpracovvani Osobnich udaji. V pfipadé namitek
Zdravotnické zatizeni a Zkousejici o téchto informuji

Zadavatele a ve spolupraci se Zadavatelem je vyfesi.

13.6.2 The Parties agree that any transfer of Personal
Data to a third country shall be done lawfully.

13.6.2 Smluvni strany souhlasi stim, ze kazdy
ptevod Osobnich daji do tieti zemé musi byt

proveden v souladu se zakonem.

14. Notices

14. Vyrozuméni
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Any Notice under this Agreement shall be in writing and
considered sufficient if delivered personally, sent by
registered mail with return receipt, recognized overnight

courier service, or by telefax, addressed as follows.

Jakékoliv vyrozuméni podle této Smlouvy musi byt
vyhotoveno pisemné a bude povazovano za
dostateCné, bude-li dorufeno osobné, zaslano
doporucené postou nebo na dorué¢enku, renomovanou

kuryrni sluzbou ¢i faxem, a to na nasledujici adresu:

If to the Institution or the Investigator:

Zdravotnické zatizeni nebo Zkousejici:

Fakultni nemocnice Ostrava
17. listopadu 1790/5, 708 52 Ostrava-Poruba, Czech

republic

Attention: XXX

Fakultni nemocnice Ostrava
17. listopadu 1790/5, 708 52 Ostrava-Poruba, Ceska
republika

K rukam: xxx

Phone: xxx Tel.: xxx
Fax: xxx

Fax: xxx
If to the Sponsor: Zadavatel:

Celgene International II S.a.r.L

Route de Perreux 1, 2017 Boudry, SwitzerlandAttention:

Associate Director Site Contracts

With a copy to: Vice President, Legal Counsel, at the

same address.

Celgene International II S.a.r.L
Route de Perreux 1, 2017 Boudry, Svycarsko
k rukam: Associate Director Site Contracts

S kopii pro: Vice President, Legal Counsel (na tutéz

adresu)

15. Relationship between the Parties

15. Vztahy mezi Stranami

15.1  Nothing herein shall be construed as creating
any partnership, joint venture, employment or a
relationship of principal and agent between the Sponsor,
on one hand, and the Institution and the Investigator, on

the other hand.

The contracting parties acknowledge that the Principal

Investigator is an employee of the Institution.

151  Zadné z ustanoveni uvedenych v této
Smlouvé nelze vykladat v tom smyslu, ze by
zakladalo partnerstvi, spole¢ny podnik,
pracovnépravni vztah nebo vztah zastoupeni mezi
Zadavatelem na strané jedné a Zdravotnickym
zafizenim a ZkousSejicim na strané druhé. Smluvni
strany zaroven berou na védomi, ze zkousSejici je

zameéstnancem zdravotnického zafizeni.
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15.2  Neither Party has the authority to bind the other,

nor the other’s representatives.

15.2  Zadna ze Stran nema pravomoc zavazovat

druhou, a to ani jeji zastupce.

16. Assignment and delegation of responsibilities

16. Postoupeni a delegovani povinnosti

16.1  The Institution and the Investigator may not
assign their rights or obligations under this Agreement

without the Sponsor’s prior written consent.

16.1  Zdravotnické zafizeni a ZkousSejici nesméji
postoupit sva prava ani zavazky podle této Smlouvy
jiné osobé bez predchoziho pisemného souhlasu

Zadavatele.

16.2  Unless provided otherwise in this Agreement,
the Institution and the Investigator shall not delegate any
of their responsibilities under this Agreement to a third
party or a subcontractor without the Sponsor’s prior
written consent. Notwithstanding, the Institution shall
remain fully liable to the Sponsor for any acts of
omissions of the third party or subcontractor, including
any non-compliance of the obligations included in this
Agreement and / or the infringement of the Applicable
Law, including, but not limited to the applicable data

protection laws.

16.2  Nestanovi-li  tato Smlouva  jinak,
Zdravotnické zatizeni a Zkousejici nesméji delegovat
zadnou ze svych povinnosti podle této Smlouvy na
tieti osobu nebo subdodavatele véetné jakéhokoli
poruseni povinnosti obsazenych v této Smlouvé
a/nebo poruseni pfislusnych pravnich pfedpisi,
zejména prava rozhodného pro ochranu Osobnich

udaji.

16.3  This Agreement shall inure to the benefit of

Sponsor’s Affiliates, successors and assignees.

16.3  Tato Smlouva bude slouzit ku prospéchu
pobocek, pravnich nastupci a zmocnéncl

Zadavatele.

17. Force Majeure

17. Vyssi moc

Any Party which fails to perform this Agreement as a
result of Force Majeure shall not be held liable for

breach of contract if that Party:

Strana, kterd nebude schopna tuto Smlouvu plnit v
dasledku Zasahu vyssi moci, nenese odpovédnost za

poruseni Smlouvy, pokud tato Strana:

(a) informs the other Party as soon as possible about

its inability to perform this Agreement; and

(a) informuje o své neschopnosti plnit tuto

Smlouvu co nejdfive Stranu druhou; a

(b) takes all reasonable precautions in order to

minimize the effect of the Force Majeure.

(b) piijme veSkerd piiméfend opatieni, aby

ucinek vyssi moci minimalizovala.
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18. Waiver

18. Vzdani se prav

The fact that a Party does not exercise or enforce a right
under this Agreement or the Regulations shall not

amount to a waiver of that right.

Skutecnost, Zze ncktera Strana neuplatni nebo
nevymaha pravo, jez ji nalezi podle této Smlouvy
nebo Predpist, neznamend, Ze by se tohoto prava

vzdala.

19. Governing law and jurisdiction

19. Rozhodné pravo a jurisdikce

19.1  This Agreement shall be governed by the laws
of the Czech Republic.

19.1  Tato Smlouva se ¥idi pravnim fadem Ceské

republiky.

19.2 The Parties shall use reasonable efforts to settle

amicably any dispute related to this Agreement.

19.2  Strany vynalozi pfimefené usili ke smirnému

vyfeseni jakychkoli sporti tykajicich se této Smlouvy.

19.3  Any dispute which the Parties cannot settle
amicably in accordance with Section 19.2 above shall be

submitted to the competent courts in the Czech Republic.

19.3  Jakékoli spory, které Strany nedokazi vytesit
smirn¢ v souladu s piedchozim bodem 19.2, budou

predloZzeny piislusnym soudiim Ceské republiky.

20. Miscellaneous

20. Rizné

20.1  Severability

20.1 Oddélitelnost

The invalidity of any provision of this Agreement shall
in no way affect the validity of any other provision of this

Agreement.

Neplatnost jakéhokoli ustanoveni této Smlouvy nijak

neovliviiyje platnost ostatnich jejich ustanoveni.

20.2  Language

20.2 Jazyk

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

the Czech version shall prevail.

V piipadé€ rozporu mezi anglickou a ¢eskou verzi této
Smlouvy je tieba v dobré vife zjistit skutecny timysl
Smluvnich stran na zakladé¢ vykladu obou verzi.
V piipadé, ze takovy vyklad rozpor nevyiesi,

prednost ma Ceska verze.

20.3  Entire Agreement - Amendments

20.3 Uplnost Smlouvy a dodatky
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20.3.1 This Agreement constitutes the entire contract
between the Parties and replaces any prior related
agreement between the Parties on the subject matter and
supersedes all prior negotiations, contracts, agreements
and understandings, whether oral or written, relating to

the Studies.

20.3.1 Tato Smlouva piedstavuje Uplnou dohodu

mezi Stranami a nahrazuje veSkera predchozi
souvisejici ujedndni mezi Stranami tykajici se
pfedmétu a nahrazuje vSechna pfedchozi jednani,
Smlouvy a dohody, at’ uz iistni nebo pisemné, tykajici

se Studii.

20.3.2 Any amendments, alterations or variations to
this Agreement shall be binding if and only if put in
writing and signed by duly authorized representative(s)

of the Parties.

20.3.2 Veskeré dodatky, zmény nebo upravy této
Smlouvé budou zavazné jen tehdy, pokud jsou
vyhotoveny pisemné a podepsany fadné opravnénym

zéstupcem (y) Stran.

20.4. Execution format

20.4. Zpusob podpisu

To the extent permitted by law, signatures to this
Agreement transmitted by facsimile or captured via
portable document format (.pdf) shall have the same
effect as the physical delivery of the paper document
bearing original signatures by their duly authorized

representatives as of the Effective Date.

V rozsahu, ktery je v souladu s piedpisy, podpisy této

Smlouvy sdilené prostiednictvim faxu nebo

zachycené ve formatu
»Portable Document Format® (.pdf), budou mit stejné
pravni ucinky jako fyzické doruceni vytisténého
origindlu Smlouvy, ktery obsahuje vlastnoru¢ni
podpisy opravnénych zastupcti Stran ucinéné k Datu

uéinnosti.

20.5  Counterparts

20.5  Stejnopisy

The Parties hereby agree that this Agreement is executed
in three counterparts and all such counterparts shall

constitute one agreement, binding upon each Party.

Smluvni strany timto souhlasi, Ze tato Smlouva je
vyhotovena ve tiech stejnopisech a kazdy takovy
stejnopis bude tvofit jednu Smlouvu zavaznou pro

kazdou Smluvni stranu.

20.6  Publicity

20.6  Publicita

Institution agrees, and shall ensure that members of
Study Team agree not use the name, logos, marks or
trade names of the Sponsor (or its Affiliates) including,
without limitation, in any press release or oral or written

public announcement, or in the promotion of any

product, work performed under this Agreement or the

Zdravotnické zatizeni souhlasi a zajisti, Zze ¢lenové
Studijnich tymt budou souhlasit, Ze bez piedchoziho
pisemného souhlasu Zadavatele nepouziji jméno,
loga, znacky nebo obchodni znamky Zadavatele
(nebo jeho pobocek) zejména v zadné jim/jimi

vytvofené tiskové zpravé nebo Ustnim nebo
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relationship between the Parties created by it without the
prior written consent of Sponsor. Nothing shall prevent
Institution, nor Investigator, from complying with its
obligations under public health laws to report
information to competent safety or health authorities.
The obligations in this section shall survive expiration or

termination of the Agreement.

pisemném vefejném oznameni nebo pii propagaci
jakéhokoli produktu, prace provedené podle této
Smlouvy nebo na zédklad¢ vztahu vzniklého mezi
Smluvnimi stranami. Nic nezabrani Zdravotnickému
zafizeni ani Zadavateli dodrZovat své povinnosti
podle pravnich ptredpisti o vetejném zdravi tykajici se
hlaSeni informaci kompetentnim bezpe¢nostnim nebo
zdravotnim Ufadim. Povinnosti vtomto bodé
zustanou v uc¢innosti po vyprSeni platnosti nebo

ukonceni této Smlouvy.
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Executed by the authorised representatives of the | Podepsano opravnénymi zastupci Stran:

Parties:

PPD Investigator Services LLC
in the name of / ve jménu

CELGENE INTERNATIONAL II SARL Insert INSTITUTION name

Signature / Podpis: Signature / Podpis:

doc. et doc MUDrr. Petr Vavra, Ph.D

Name / Jméno: Name / Jméno:

Naméstek feditele pro védu, vyzkum a vyuku
Deputy Director for Science, Research and Education

Title / Funkce: Title / Funkce:

Date / Datum: Date / Datum:

Insert Investigator name

INVESTIGATOR / ZKOUSEJiCi

Signature / Podpis:

Title / Position:

Date / Datum:
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Payee shall submit invoices on a quarterly basis. The
amounts below are payable by the Sponsor to Payee
pursuant to financial clause 11.1 “Compensation” of
this Agreement only, i.e. in consideration of the
conduct of the Study by Payee under this Agreement.
Overhead is included in the amounts below. All sums
are in “[CZK]” (Czech koruna). No visit or invoiceable
item can be invoiced without the relevant information

being introduced in the Case Report Form.

The sums shown below include all payments due in
connection with the conduct of the study, including

staff and pharmacy payments, unless otherwise

ANNEX 1 PRILOHA 1
BUDGET AND PAYMENT TERMS & ROZPOCTOVE A SMLUVNI PODMINKY
CONDITIONS

Celgene CC-220-MM-002 Celgene ¢. CC-220-MM-002

Protocol No. protokolu

Investigator Dr. Roman Hajek Jméno Dr. Roman Hajek

Name: zkousejiciho:

Institution Fakultni nemocnice Ostrava Nazev Fakultni nemocnice

Name: zdravotnickéh | Ostrava
o0 zarizeni:

£Z£t??n;l:11§ted e 972 415 CZK Za dokonceného tcastnika

icipant: .ooceeoucs i 972 415 K&

studie:

Number of Estimated

Enrolled: Pocet odhadovanych

Additional Study Participants zatazenych subjektu:

beyond the number specified in | XXX Zarazeni dalSich ucasmikii

the Payment Grid may be studie nad rdamec uvedeny v | XXX

allowed upon prior written platebni tabulce je mozné na

approval by Sponsor. zaklade pisemného souhlasu
zadavatele.

Ptijemce platby bude predkladat faktury ctvrtletné.
Castky nize hradi zadavatel piijemci platby pouze na
zakladé financéniho ujednani 11.1 ,,Odména‘ v této
smlouve, tj. po zvazeni provadéni studie piijemcem
platby podle této smlouvy. Rezijni naklady jsou v nize
uvedenych castkach jiz zahrnuty. VSechny castky jsou
uvedeny v ,,[K&]* (koruna &eska). Zadnou navitévu ani
fakturovatelnou polozku nelze fakturovat bez uvedeni
prislusnych informaci ve formuléfi zaznamt subjekt

hodnoceni.

Castky uvedené nize zahrnuji veskeré platby v

souvislosti s provadénim studie, vcetné thrad
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indicated. For the avoidance of doubt the sums shown
include all payments due for any and all examinations,
including but not limited to those examinations which

may incur an extra cost on the Institution.

All costs mentioned here are net costs, excluding tax
(any value-added tax/good and services tax, turnover
tax or any equivalent tax or duty required by any
applicable law). The payee shall be responsible for
determining and applying any such tax on the services
if required by law, and shall comply with any and all
formal legal requirements in order to safeguard
Sponsor’s right to recover such tax under any relevant
procedure, if any. In particular, and without prejudice
to the foregoing, the payee shall describe in detail the
services provided on the relevant invoice in accordance
with and to the extent required by law, and shall
separately and segregate out those on which tax is or is

to be added or applied.

PAYMENT GRID & REIMBURSABLE
SUBJECT COSTS

Payment table inserted below

The following additional payments are permitted upon
approval of submitted invoices:
Reasonable

Study Participant Reimbursement:

travel expenses incurred by Study Participants, where
applicable shall be reimbursed in accordance with the
Regulations and ICF. Evidence of mode of transport,
such as bus and train or taxi receipts, must be attached

to the invoice indicating the patient number, the visit

personalu a 1ékarn€, pokud neni uvedeno jinak. Aby se
ptedeslo pochybnostem, uvedené ¢astky zahrnuji
veskeré platby za veSkera a vSechna vySetfeni, mimo
jiné véetné téch, ktera mohou pro zdravotnické zatizeni

predstavovat dodate¢né naklady.

Veskeré naklady zde uvedené jsou cisté naklady, bez
dané (veskeré dang z pridané hodnoty / dané ze zbozi a
sluzeb, obratové dané ¢i jakékoli podobné dané cCi
povinnosti vyplyvajici z platnych zakont). Pfijemce
platby bude odpovidat za vyméfeni a uplatnéni
veskerych takovych dani za sluzby, pokud to vyzaduji
zakony, a splni veskeré a vSechny formalni zakonné
pozadavky, aby ochranil pravo zadavatele na ziskani
takové dané zpét v souladu s piisluSnym postupem,
pokud existuje.

Predevsim — a bez ohledu na vyse

uvedené — popiSe pfijemce platby podrobné
poskytované sluzby na pfislusné fakture v souladu a
v rozsahu vyzadovaném zadkonem a oddéli a izoluje

platby, k nimz se pfidava nebo se na né vztahuje dan.

PLATEBNIi TABULKA A PROPLATITELNE

NAKLADY NA SUBJEKT

Platebni tabulka viloZena nize

Nasledujici dodatecné platby jsou povoleny po

odsouhlaseni ptedlozenych faktur:

Uhrada ucastnikiim _studie: Pfiméfené cestovni

vydaje vzniklé ucastnikim studie, je-li to relevantni,
budou proplaceny v souladu s piedpisy a formulaiem
ICF. Dolozeni zptisobu piepravy, naptiklad iétenky za
autobus a vlak nebo taxi, je nutné piipojit k faktute

spolu s Cislem pacienta, Cislem a datem navstévy,
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number and date, travel details, type of transport. For

private car travel reimbursement, a written
confirmation of the kilometers traveled and
reimbursement rate, countersigned by

Institution/Investigator must be attached to invoice.

The total amount for travel is xxx CZK, (xxx per visit.
Higher amounts may be reimbursed upon sponsor’s
approval upon receipt of documented invoices and
justifications. Any reimbursement to Study Participant
shall be made by the SPONSOR through the

Institution.

Screen Failure: A Screen Failure shall be defined as a
Study Participant who has signed an Informed Consent
and completes screening procedures but could not be
effectively included in the Study wunder the
inclusion/exclusion criteria or for other reasons.
Payment for screen failures will be made by Sponsor as
designated in the Payment Grid.

Additional Screen Failures may be reimbursed upon

Sponsor’s prior written approval.

Unscheduled Safety Visits: For additional visits or

procedures that are unscheduled, payment shall be
made on a case-by-case basis, upon prior written
authorization from Sponsor / CRO. Invoices for
authorized unscheduled visits must be provided for

reimbursement.

Investigational Medicinal Product:

a. The following IMP will be provided by Sponsor:

CC-220 (Iberdomide), Dexamethasone,

Bortezomib, Daratumumab.

podrobnostmi o cest€¢, zplsobem piepravy. Pii
proplaceni cesty autem je nutné k faktute pfipojit
pisemné potvrzeni o ujetych kilometrech a sazbé
podepsané zdravotnickym zafizenim / zkousejicim.
Celkova kompenzace tcastnikiim ¢ini xxx K¢ (xxx) za
navstévu. Vyssi ¢astky lze proplacet po odsouhlaseni
zadavatelem po predlozeni dokumentovanych faktur a
odivodnéni. Veskeré tihrady bude iCastnikiim studie
ZADAVATEL vyplacet prostfednictvim zdravotnické
zafizeni.

Neuspésny

NetispésSny _screening: screening  se

definuje jako ucastnik studie, ktery podepise

informovany souhlas a absolvuje screeningové
postupy, ale nemtize byt G¢inn¢ zafazeny do studie
podle kritérii pro zatfazeni/vylouceni nebo z jinych
divodi. Uhrady za neusp&$né screeningy bude
provadét zadavatele, jak je stanoveno v platebni
tabulce.

Dodate¢né netispé$né screeningy lze proplacet na
zakladé predchoziho pisemného souhlasu zadavatele.

U dalsich

Neplanované bezpecnostni  navstévy:

navstév nebo postupd, které jsou neplanované, budou
uhrady provadény piipad od piipadu, po piedchozim
pisemném souhlasu zadavatele/CRO. Pro uhradu je
nutné predlozit faktury za odsouhlasené neplanované

navstévy.

Hodnoceny 1é¢ivy pripravek:

a. Zadavatel poskytne nasledujici HLP:
(Iberdomide),  Dexamethasone,  Bortezomib,
Daratumumab)
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b. Sponsor is not responsible to supply or reimburse
the cost of any other drugs required by Protocol

As per Protocol section 7, management (i.e., handling,

of

Daratumumab will be handled in accordance with the

storage,  administration, and  disposal)

relevant local guidelines and summaries of product
characteristics (SmPC).

Standard of Care (SoC) / Routine Costs (RC):

b. Zadavatel neodpovidd za dodavani nebo thradu
nakladi na jakékoli dalsi léky vyzadované
protokolem

Podle ¢asti 7 Protokolu bude nakladani s

daratumumabem (tj. manipulace, skladovani, podavani

a likvidace) probihat v souladu s pfislu§nymi mistnimi

predpisy a souhrnu udajii o piipravku.

Naklady na standardni pééi (SoC) / béznou péci

a. Institution acknowledges that Sponsor may agree
to pay / reimburse certain costs associated with
standard of care (‘SOC”) procedures, to the extent
specifically detailed above, and the prohibition
against ‘double-billing’ extends to any such SOC
costs.

b. Sponsor is not obligated to pay for any SOC or
routine treatment costs.

c. If Institution chooses to seek payment from
National Health or Patient Insurer for any SOC or
routine treatment cost that is offered to be paid by
BMS, Institution acknowledges that Institution is
responsible for payment of any such costs and that
Sponsor may be providing payment for the same

costs to other Institutions or trial sites.

Celgene Data Expectations:

a. eCRF data entry is required to be completed
within five (5) business days of Study Participant
visit completion in accordance with Sponsor’s
instructions.

b. Queries are expected within five (5) business days
of receipt (both during the Study and after
completion of the Study).

(RC):

a. Zdravotnické zafizeni bere na védomi, zZe
zadavatel muze souhlasit s platbou/tihradou
ur¢itych naklada souvisejicich se standardni péci
(,SOC*) v rozsahu konkrétn¢ zde uvedeném,
pri¢emz se na takové naklady SOC vztahuje zakaz
»dvojitého tictovani‘.

b. Zadavatel neni povinen proplacet jakékoli
naklady na 1é¢bu SOC nebo béznou lécbu.

c. Pokud se zdravotnické zatizeni rozhodne usilovat
o platby z narodniho zdravotniho nebo pacientova
pojisténi k thrade nakladt SOC 1écby nebo bézné
lécby, které spolecnost BMS nabidne uhradit,
bere =zdravotnické zafizeni na védomi, zZe

zdravotnické zafizeni je odpovédné za platbu

veskerych takovych nékladi a ze zadavatel muze
poskytovat uhradu stejny ndkladi jinym
zdravotnickym zafizenim nebo centrtim.

Ocekavani spole¢nosti Celgene v souvislosti s idaji:

a. Vyplnéni zaznaml udaji do formulate eCRF se
musi vyplnit do péti (5) pracovnich dni od
absolvovani navstévy ucastnikem studie v
souladu s pokyny zadavatele.

b. Namitky mizete vznaset do péti (5) pracovnich
dni od pfijeti (jak béhem studie, tak po dokonéeni

studie).
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c. During the database lock process, query resolution
is expected within 24 hours.

d. Where local lab data services (LLDS) are
applicable, local lab reports are expected to be
submitted to LLDS vendor within 2 days of

receipt from local lab.

Invoice Information

The Institution will reference Celgene as invoicee, and
invoices must be made out to the following (do not send

invoices here):

TO:

Celgene Corporation,

86 Morris Avenue, J 1426C
Summit, NJ 07901

Attn: Site Payments

CARE OF:

IQVIA Clinical Trial Payments
1170 Devon Park Drive, Suite 300
Wayne, PA 19087

United States

Invoices must contain an accurate itemization of all fees,

supporting documentation, and must specify the

following information:

Sponsor Name and Protocol Number: XXX
Investigator Name: XXX

Institution Name: XXX

Address: XXX

Payee Contact Information: XXX

Name & Telephone Number: XXX
Project Code: XXX

c. Bé&hem uzamceni databdze se vyfeSeni dotazu
o¢ekava do 24 hodin.

d. Lze-li pouzit mistni laboratorni datové sluzby
(LLDS), ocekava se piedlozeni zprav mistni
laboratote partneru LLDS do 2 dni od pfijeti od

mistni laboratofe.

Udaje na faktuie

Zdravotnické zatfizeni uvede jako piijemce faktury
spolecnost Celgene a faktury musi byt vystaveny

nasledovné (faktury sem nezasilejte):

KOMU:

Celgene Corporation,

86 Morris Avenue, J 1426C
Summit, NJ 07901

K rukam: Platby centra

ZAJISTUIE:

IQVIA Clinical Trial Payments
1170 Devon Park Drive, Suite 300
Wayne, PA 19087, USA

Spojené staty americké

Faktury musi obsahovat pfesné rozpolozkovani vSech
poplatki, podpirnou dokumentaci a musi uvadét

nasledujici udaje:

Nazev zadavatele a Cislo protokolu: XXX
Jméno zkouSejicitho: XXX

Nazev zdravotnického zafizeni: XXX
Adresa: XXX

Kontaktni udaje piijemce plathy: XXX
Jméno a telefonni Cislo: XXX

Kod projektu: XXX
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Institution / Investigator VAT Number/ TAX ID (if
applicable): XXX

Invoice Number and Date: XXX

Site number: XXX

Payment information:

University Hospital Ostrava

17. listopadu 1790/5, 708 52 Ostrava-Poruba, Czech
Republic

Steuernummer: CZ00843989

Bank details: Czech National Bank

Bank address: Na Ptikopé 28, 115 03 Prague 1
Account number: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761

BIC code (SWIFT): CNBACZPP

Variable symbol: 649071371

Send all invoices related to this study:

All invoices pertaining to this Study should be

submitted via:

e e-mail to: emea@ctp.solutions.igvia.com

or:

e Site Payment Portal

All invoicing questions or payment inquiries must be
submitted to SPONSOR via e-mail to: Sponsor’s
Payment Agent at emea@ctp.solutions.iqvia.comor

Celgene Clinical Trial Manager

GENERAL PAYMENT TERMS:

1. All Payments will be made within 30 days
upon receipt of a valid error-free invoice. A valid error-
free invoice contains the detailed information outlined

in the Invoice Information section and excludes any

DIC ¢islo (datiové identifikacni Cislo, je-li relevantni)
zdravotnického zaiizeni / tkouSejiciho: XXX
Qatum a cCislo faktury: XXX

Cislo pracovisté: XXX

Platebni udaje:

Fakultni nemocnice Ostrava

17. listopadu 1790/5, 708 52 Ostrava-Poruba, Ceska
republika

DIC: CZ00843989

Bankovni spojeni: Cesk4 nrodni banka

Adresa banky: Na Ptikop¢ 28, 115 03 Praha 1

Cislo uétu: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761

BIC kéd (SWIFT): CNBACZPP

Variabilni symbol: 649071371

Vsechny faktury tykajici se této studie odeslete:
e e-mailem
na: _emea@ctp.solutions.iqvia.comsupp
ort
nebo:

e Platebni portal centra

Vsechny otazky na faktury nebo dotazy na platby je
nutné zaslat ZADAVATELI e-mailem na: Platebni
zastupce zadavatele na
emea@ctp.solutions.iqvia.comsupport nebo

Vedouci klinického hodnoceni spolecnosti Celgene
VSEOBECNE PLATEBNI PODMINKY:
1. Vsechny thrady budou proplaceny do 30 dni

po prijeti platné bezchybné faktury. Platna bezchybna

faktura obsahuje detailni idaje uvedené v &asti s Udaje
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mailto:support@drugdevglobal.com

invoice inquiries from the SPONSOR. Invoices that do
the

requirements and/or require a correction must be

not comply with aforementioned invoice
updated and resubmitted.

2. All costs mentioned here are net costs,
excluding tax.

3. The remuneration is to be declared for tax
assessment by the payee. The relevant income tax
regulations should be taken into account.

4, SPONSOR retains vendor, IQVIA Clinical
Trial Payments, to administer and process payments,
on behalf of SPONSOR, to Institution and
Investigator.

5. Financial reconciliation will occur within
ninety (90) days of completion of the Study or within
ninety (90) days of termination of the Study at
Institution The final payment will be made by Sponsor

provided:

i. all completed eCRFs/CRFs are received by
Sponsor

ii. Payee has submitted a valid error-free invoice

iii. Institution has completed and submitted all
required forms and logs reconciling receipt,
dispensation, use, and return or destruction of

IMP per Sponsor’s written instructions

iv. all data queries have been resolved to

Sponsor’s reasonable satisfaction

Start-up Fee: A one-time, non-refundable start-up
payment will be paid upon contract signature and upon

receipt of the corresponding invoice.

na faktufe a vylucuje jakékoli dotazy na faktury od
ZADAVATELE. Faktury, vyse

uvedené pozadavky na faktury a/nebo vyzaduji opravu,

které nespliuji

musi byt aktualizovany a zaslany znovu.

2. Veskeré naklady zde uvedené jsou Cisté
naklady, bez dané.

3. Platbu pfizna na danovém pfiznani piijemce
platby. V tivahu budou zahrnuty pfislusné predpisy
pro dail z ptijmu.

4, ZADAVATEL bude mit dodavatele,
spolecnost IQVIA Clinical Trial Payments, k podani
a zpracovani plateb jménem ZADAVATELE
zdravotnickému zatizeni a zkouSejicimu.

5. Finan¢ni vyrovnani probéhne devadesat (90)
dni po dokonceni studie nebo do devadesati (90) dni
po predcasném ukonceni studie ve zdravotnickém

zafizeni. Posledni platbu provede zadavatel, pokud:

i. vSechny vyplnéné formulaie eCRF/CRF
obdrzi zadavatel
ii. Pfijemce platby ptedlozil platnou bezchybnou
fakturu
iii. Zdravotnické zafizeni vyplnilo a ptedlozilo
vSechny pozadované formulare a protokoly a
sladi ptijeti, vydaj, uzivani a vraceni nebo
zni¢eni HLP dle pisemnych pokyni
zadavatele
iv. vSechny dotazy tykajici se vyjasnéni dat byly
vyfeseny k piiméfené spokojenosti zadavatele
Start-up poplatky jsou jednorazové nevratné poplatky
splatné ihned po podpisu této smlouvy a po obdrzeni

prislusné faktury.
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Table of payments/Tabulka plateb

Arm A

Visit

Cost (incl OH%) in CZK

Screening Visit (D-28 to D-1)

Cycle 1 Day 1

Cycle 1 Day 8

Cycle 1 Day 15

Cycle 1 Day 22

Cycle 2 Day 1

Cycle 2 Day 8

Cycle 2 Day 15

Cycle 2 Day 22

Cycle 3 Day 1

Cycle 3 Day 15

Cycle 4 Day 1

Cycle 4 Day 15

Cycle 5 Day 1

Cycle 5 Day 15

Cycle 6 Day 1

Cycle 6 Day 15

Cycle 7 Day 1

Cycle 8 Day 1

Cycle 9 Day 1

Cycle 10 Day 1

Cycle 11 Day 1

Cycle 12 Day 1

Cycle 13 Day 1

Cycle 14 Day 1

Cycle 15 Day 1

Cycle 16 Day 1

End of Treatment

28 Day FU after EOT

LTFU (every 4 months)

Total

Additional Visits/Cycles - Arm A

Cycle 17+ Day 1

PFS FU (every 28 days)

PFS FU d/c (for Subjects who discontinue study
treatment for a reason other than PD or withdrawal of
consent until PD or until a subsequent anti-myeloma
line has been started)
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Arm B

Visit

Cost (incl OH%) in CZK

Screening Visit (D-28 to D-1)

Cycle 1 Day 1

Cycle 1 Day 4

Cycle 1 Day 8

Cycle 1 Day 11

Cycle 1 Day 15

Cycle 2 Day 1

Cycle 2 Day 4

Cycle 2 Day 8

Cycle 2 Day 11

Cycle 2 Day 15

Cycle 3 Day 1

Cycle 3 Day 4

Cycle 3 Day 8

Cycle 3 Day 11

Cycle 3 Day 15

Cycle 4 Day 1

Cycle 4 Day 4

Cycle 4 Day 8

Cycle 4 Day 11

Cycle 5 Day 1

Cycle 5 Day 4

Cycle 5 Day 8

Cycle 5 Day 11

Cycle 6 Day 1

Cycle 6 Day 4

Cycle 6 Day 8

Cycle 6 Day 11

Cycle 7 Day 1

Cycle 7 Day 4

Cycle 7 Day 8

Cycle 7 Day 11

Cycle 8 Day 1

Cycle 8 Day 4

Cycle 8 Day 8

Cycle 8 Day 11

Cycle 9 Day 1

Cycle 10 Day 1

Cycle 11 Day 1

Cycle 12 Day 1

Cycle 13 Day 1

Cycle 14 Day 1

Cycle 15 Day 1

Cycle 16 Day 1
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End of Treatment

28 Day FU after EOT

LTFU (every 4 months)

Total

Additional Visits/Cycles - Arm B

Cycle 17+ Day 1

PFS FU (every 28 days)

for a reason other than PD or withdrawal of consent until
PD or until a subsequent anti-myeloma line has been
started)

PFS FU d/c (for Subjects who discontinue study treatment

Start-up fee

Archiving

flat fee of the Economic Department (per year)

flat fee of the Centre for Clinical Trials (per year)

Fee of the Laboratory Department (per year)

Flat fee for study site (per year)

Laboratory certificate (per 1 certificate)

Amendment fee (in case new CTA amdt is applied)

Laboratory start-up fee - for biochemnical and
haematological expertise (includes the preparation of
the study protocol, preparation of study requests and
delivery of temparature monitoring reports during
storage

Start-up fee (one-time non-refundable amount
regardless of the number of subjects included in clinical
trial - includes logistics of preparation of cytostatics
and storage areas according to protocol, study of
protocol and preparation of IP, assignment of
responsible pharmacists, CV, GCP certificates, current
calibration protocols of temperature sensors, initiation
of clinical trial with training in pharmacy , Closure of

clinical trial in a pharmacy with the necessary
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administration according to the standard requirements
of sponsor, etc.

preparation of cytostatics s.c. central dilution of
cytostatics:for the preparation and dispensing of each 1
injection of bortezomib or 1 injection of daratumumab
s.c.

Release of IMP iberdomide cps and dexamethasone tbl
For each individual release of dexamethasone with
iberdomide cps always in CxD1 in arm A

flat fee for pharmacy -for the active duration of
clinicall trial (starting with the 1st medication receipt
and the last month of IMP storage) for all other routine
and additional activities of pharmacists within clinical
trial, ie receiving consignments from the sponsor,
storing medication in a room with limited access under
protocol conditions, recording medication in IXRS ,
registration and management of all standard
documentation, continuous temperature 24/7/365 PC
monitoring of IP / comparators storage, graphic outputs
of temperature records, regular annual validation of the
system and recalibration of temperature sensors,
immediate disposal of used cytostatics, preparation of
all unused / expired IMPs for removal by the client for
disposal, pre-announced monitor visit * with the
participation of the responsible pharmacist, small office
supplies, use of copier / scanner, shredder, etc.)

Screen Failures (30% of treated patients, invoiced at
end of enrollment)

Assessment of response (IMWG Uniform Response
Criteria)

Extramedullary plasmacytoma (EMP) clinical
assessment
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EMP radiological assessment (only required if history
of or clinical indication of EMPs only assessable
radiographically)

Bone marrow biopsy

Bone marrow aspiration

Serum pregnancy test

Urine pregnancy test

12-lead ECG (if performed locally and as clinically
indicated)

Optional consent for research

RBC phenotyping or genotyping

HBV DNA

HCV RNA

HBV RNA (For subjects with serologic evidence of
resolved HBV infection (i.e., positive anti-HBs or
positive anti-HBc) at screening, HBV DNA testing by
polymerase chain reaction (PCR) must be performed at
screening, every 12 weeks during treatment, at the End
of Treatment Visit, and every 12 weeks for up to 6
months after the last dose of daratumumab. Subjects
with serologic findings suggestive of HBV vaccination
(anti-HBs positivity as the only serologic marker) AND
a known history of prior HBV vaccination do not need
to be tested for HBV DNA by PCR)

GCSF

HIV testing

Serum pregnancy test

Urine pregnancy test

ECOG Performance status (Arm A: Cycle 7 and every
3 cycles thereafter, PFS FU #1, #4, and every 3rd PFS
FU thereafter, PFS FU d/c. Arm B: Cycle 9 and every 4
cycles thereafter, PFS FU #1, #4, and every 3rd PFS
FU thereafter )

Collection of samples (PKs) (Inclusive of shipping and
handling) (Cycle 1 Day 8: 3 intensive PK samples for
subset of subjects in Stage 1 Arm Al, A2, and A3
subjects)

Bone Xray
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Skull/head Xray

Cervical Spine Xray

Sternum Xray

Pelvis Xray

Shoulder Xray

Humerus Xray

Elbow Xray

Knee Xray

Head or Brain CT

Cervical Spine CT

Chest/Thorax CT

Chest/Thorax MRI

Lumbar Spine CT

Upper Extremity CT

Cervical Spine MRI

Spine MRI

Pelvis MRI

Upper Extremity Other than Joint MRI

Joint or Upper Extremity MRI

Abdomen MRI

Daily Facility Charge - Hospitalization, per day (for
patients undergoing intensive PK collection requiring
hospitalization)

SARS-CoV-2 serology (Approximately 4 to 6 weeks
after a documented or suspected SARS-CoV-2
infection)
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Unscheduled visit (time and effort only; procedures
invoiced separately)

Subcutaneous daratumumab (cost of acquiring drug)
Oral dexamethasone (cost of acquiring drug)
Subcutaneous bortezomib (cost of acquiring drug)
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PRILOHA 2

All Close Out Visits Complete/Vsechny

ukoncovaci navstévy provedeny

ANNEX 2
TIMELINES CASOVE HARMONOGRAMY
Last Subject First Visit/Posledni subjekt prvni 12-Jan-25
navstéva/
Last Subject Last Dose/Posledni subjekt posledni 13-Mar-26
davka
Primary Database Lock/Uzavieni primarni 9-Apr-26
databaze
Last Subject Last Visit (including follow up)/ 15-Feb-31
Posledni subjekt posledni navstéva (vcetné
nasledné)
Final Database Lock/Kone¢né uzamceni databaze 31-Mar-31
30-Jun-31
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ANNEX [Y] PRILOHA [Y]

CONTENT OF THE AGREEMENT TO BE
PUBLISHED IN THE CONTRACTS
REGISTER

OBSAH SMLOUVY PRO ZVEREJNEN{
V REGISTRU SMLUV

(Section 7.4) (bod 7.4)
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	7.2.1 is known to Institution/Investigator prior to disclosure hereunder as evidenced by competent written records;
	7.2.2  is at the time of disclosure hereunder, or thereafter becomes publicly available through no breach of this Agreement by Institution/Investigator;
	7.2.3. was rightfully received before or after disclosure hereunder, from a third party entitled to disclose such information on a non-confidential basis;
	7.2.4 can be proven to have been independently developed by Institution/Investigator without the use of, or reference to, Confidential Information;
	7.2.5 is required by applicable law to be disclosed, provided that Institution/Investigator gives Sponsor prompt written notice of such requirement, and assistance as necessary, such that Sponsor shall have the opportunity to apply for a protective order, or for confidential treatment of such Confidential Information, and, if such order is not obtained, only the minimum amount of Confidential Information to satisfy such requirement will be disclosed.
	The obligations of confidentiality and non-use in this Agreement shall survive for a period of ten (10) years after the termination or expiration of the Agreement. Upon termination or expiration of the Agreement and at the written request of Sponsor, Institution/Investigator shall return to Sponsor and/or destroy all Confidential Information in tangible form, including any and all copies thereof, except as required to be retained by: (i) applicable law or (ii) Institution/Investigator’s legal department or legal representative, who may retain one (1) copy of such Confidential Information, solely to determine the scope of its obligations hereunder save that in either case such retained Confidential Information shall be retained on a confidential basis.

