Clinical Trial Agreement
Protocol # MOR208C310

Trial Titlez: A phase 3, multicenter,
randomized, double-blind, placebo-controlled
trial comparing the efficacy and safety of
tafasitamab plus lenalidomide in addition to
R-CHOP versus R-CHOP in previously
untreated, high-intermediate and high-risk
patients with newly-diagnosed diffuse large B-
cell lymphoma (DLBCL)

This Clinical Trial Agreement (“Agreement”) is
entered into by and among the following parties:

MorphoSys AG, a German company with a
principal place of business at Semmelweisstrasse
7, 82152 Planegg, Germany (“Sponsor”)

and

Fakultni nemocnice v Motole (Motol University
Hospital), with a place of business at V Uvalu
84/1, 150 06 Praha 5, Czech Republic, ID No.
00064203, Tax ID No. CZ00064203, represented

oy [ 1oscd on

delegation (“Institution”);

and shall become effective as of the Effective
Date.

Sponsor and Institution are hereinafter each
referred to as a “Party” and collectively as the
“Parties”.

Smlouva o klinickém hodnoceni
Protokol ¢. MOR208C310

Nazev klinického hodnoceni: Multicentrické,
randomizované, dvojité zaslepené, placebem
kontrolované klinické hodnoceni faze 3
srovnavajici u€innost a bezpeénost
kombinace tafasitamab a lenalidomid jako
dopIlnéni R-CHOP vs. R-CHOP u dosud
nelééenych pacientt S nové
diagnostikovanym difuznim velkobunéénym B
lymfomem (DLBCL) s vysSim strednim a
vysokym rizikem

Tuto smlouvu o klinickém hodnoceni (dale jen
~Smlouva*“) uzavrely nasledujici smluvni strany:

MorphoSys AG, némecka spole¢nost s hlavnim
mistem vykonu Cinnosti na adrese
Semmelweisstrasse 7, 82152 Planegg, Némecko
(dale jen ,Zadavatel”)

A

Fakultni nemocnice v Motole s mistem vykonu
ginnosti na  adrese V  Uvalu 84/
150 06 Praha 5, Ceska republika, ICO:
00064203, DIC: CZ00064203, kterou zastupuje:
_, na zakladé povéfeni
(dale jen,Poskytovatel zdravotnich sluzeb®
nebo ,Poskytovatel®);

a Smlouva nabyva ucinnosti k Datu ucinnosti.
Zadavatel a Poskytovatel jsou dale oznacovani

jednotlivé jako ,Smluvni strana“ a spole¢né jako
L~Smluvni strany*.
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WHEREAS, by separate agreement, Sponsor has VZHLEDEM K TOMU, Ze Zadavatel na zakladé



engaged PSI CRO AG, a company with a
principal place of business at Baarerstrasse
113a, 6300 Zug, Switzerland, acting as an
independent contract research organization
together with its affiliates including without
limitation PSI CRO Czech Republic s.r.o. whose
registered office is at V Parku 2343/24, 148 00
Praha 4 - Chodov, Czech Republic, IN:
28196775, TIN: CZ28196775, registered in
Business Register, Municipal Court in Prague,
section C, folio 132148 together with its clinical
affiliates (i) to organize and monitor the Trial on
behalf of Sponsor and to represent Sponsor for
all the activities necessary for the successful
performance of the Trial, as described hereunder,
and (ii)to sign this Agreement on behalf of
Sponsor.

WHEREAS, Sponsor wishes the Trial to be
conducted at Institution and Institution is willing to
conduct the Trial in accordance with the terms of
this Agreement.

NOW, THEREFORE, for valuable consideration,
the receipt and adequacy of which is hereby
acknowledged, the Parties hereby covenant and
agree to be bound as follows:

1 Definitions

Whenever used in the Agreement with
an initial capital letter, the term shall
have the meaning specified below. The
plural form of each definition shall have
the correlative meaning.

1.1 “Applicable Law” shall mean the
Clinical Trials Directive 2001/20/EC, the
Clinical Trial Regulation (EU) 536/2014 —
to the extent already applicable to this
Trial, the GCP Directive 2005/28/EC, the
General Data Protection Regulation (EU)
679/2016, and any subsequent version
of the foregoing, as well as any
applicable national law implementing the
provisions of the foregoing, the
GCPMP/ICH/135/95 Note for Guidance
on Good Clinical Practice as amended

zvlastni smlouvy povéfil spoleénost PSI CRO AG,
s hlavnim mistem podnikani na adrese
Baarerstrasse 113a, 6300 Zug, Svycarsko, ktera
pusobi jako nezavislda smluvni vyzkumna
organizace spolu se svymi pfidruzenymi
spole€nostmi, k nimz patfi mimo jiné spole¢nost
PSI CRO Czech Republic s.r.o., se sidlem V
Parku 2343/24, 148 00 Praha 4 - Chodov, Ceska
republika, 1C: 28196775, DIC: CZ28196775,
zapsana Vv obchodnim rejstfiku vedeném
Méstskym soudem v Praze, oddil C, &. vlozky
132148, spole¢né s jejimi pfidruzenymi klinickymi
subjekty (i) organizaci a monitorovanim
Klinického hodnoceni jménem Zadavatele a
zastupovanim Zadavatele za ucelem vSech
¢innosti nezbytnych za ucelem uspésné realizace
Klinického hodnoceni, jak je popsano nize, a (ii)
podpisem této Smlouvy jménem Zadavatele.

VZHLEDEM K TOMU, ze Zadavatel si preje, aby
bylo Klinické hodnoceni realizovano u
Poskytovatele, a Poskytovatel je ochoten
realizovat Klinické hodnoceni v souladu s
podminkami této Smlouvy.

Smluvni strany se timto dohodly vyménou za
odpovidajici  protiplnéni, jehoz pfijeti a
pfiméfenost timto potvrzuji, na nasledujicich
podminkach a souhlasi stim, Ze jimi budou
vazany:

1 Definice

Terminy s velkym pocate€nim pismenem
pouZzité v této Smlouvé maji nize uvedeny
vyznam. Mnozné Cislo kazdé definice ma
vzdy souvisejici vyznam.

1.1.  ,Platnymi pravnimi predpisy“ se rozumi
smérnice 0 provadéni klinickych
hodnoceni 2001/20/ES, nafizeni (EU) €.
536/2014 o klinickych hodnocenich - v
rozsahu jiz platném pro toto Klinické
hodnoceni, smérnice 2005/28/ES o
spravné klinické praxi, obecné nafizeni o
ochrané osobnich udaju (EU) €. 679/2016
a jakékoli pozdéjsi verze vySe uvedenych
pravnich predpist a jakakoli vnitrostatni
pravni  udprava implementujici  vySe
uvedené pravni predpisy, dokument



1.2

1.3

1.4

1.5

1.6

from time to time, the 1964 Declaration
of Helsinki as most recently amended
and all other applicable European and
national laws, rules and regulations
including, but not limited to mandatory
local laws otherwise prevailing for the
performance of the Trial under this
Agreement as well as relevant Anti-
Bribery Laws (as defined below).

For avoidance of doubts the Parties
confirm that the Applicable Law further
includes the legislation governing
conduct of clinical trials in the Czech
Republic, in particular the Act No.
378/2007 Coll., on Pharmaceuticals, as
amended, Act No. 372/2011 Coll., on
Medical Services, as amended, and
Regulation No. 226/2008 Coll.,
Specifying the Good Clinical Practice
and Stipulating the Detailed Conditions
of the Clinical Trial and the applicable
legislation governing data protection in
the Czech Republic, in particular the Act
No. 110/2019 Coll., on Processing of
Personal Data, as amended).

“Biological Samples” shall mean
biological samples (e.g., blood, urine,
tissue, saliva, etc.) obtained from Trial
Subjects.

“Comparator Drug” shall
placebo or comparator drug.

mean a

“CRF” shall mean a Case Report Form,
which is a paper or electronic
questionnaire used to collect all data
generated in the course of the Trial for
each Trial Subject.

“CRO” shall mean a Clinical Research
Organization and its affiliates as
described in the preamble.

“Effective Date” shall mean the date of

1.2.

1.3.

1.4.

1.5.

1.6.

GCPMP/ICH/135/95 s  pokyny pro
spravnou  klinickou praxi ve znéni
pozdéjSich predpisu, Helsinska deklarace
z roku 1964 ve znéni pozdéjSich predpist
a veSkeré ostatni platné evropské a
narodni zakony, pravidla, pFedpisy a
nafizeni, mimo jiné zavazna mistni pravni
Uprava, kterou se jinak fidi provadéni
Klinického hodnoceni podle této Smlouvy,
a pfislusné protikorupéni  zakony
(definované nize).

(Pro vylou€eni pochybnosti Smluvni strany
potvrzuji, Zze Platné pravni predpisy dale
zahrnuji  pravni  pfedpisy  upravujici
provadéni klinickych hodnoceni v Ceské
republice, zejména zakon ¢. 378/2007 Sb.,
o lécivech, ve znéni pozdéjSich pfedpis,
zakon ¢. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdéjSich predpisl, a
vyhlasku ¢€. 226/2008 Sb., ktera stanovi
spravnou klinickou praxi a bliz8i podminky
klinického hodnoceni a pfislusné pravni
pfedpisy upravujici ochranu osobnich
udaji v Ceské republice, zejména zakon &.
110/2019 Sb., o zpracovani osobnich
udaju, ve znéni pozdéjsich predpisi).

.Biologické vzorky“ znamenaji biologické
vzorky (napf. krev, mog, tkan, sliny apod.)
ziskané od Subjektll hodnoceni.

.Srovnavaci lééivo” znamena placebo
nebo srovnavaci léCivy pfipravek.

,LCRF” znamena formuldaf Zaznam
subjektu hodnoceni (,Case Report Form®),
coz je dotaznik v papirové nebo
elektronické  podobé pouzivany ke
shromazdovani veSkerych Gdajd o
kazdém Subjektu hodnoceni
generovanych v prubéhu Klinického
hodnoceni.

,LCRO” znamena Smluvni vyzkumnou

organizaci, a jeji pfidruzené spole¢nosti,
jak je uvedeno v preambuli.

,Datum ucéinnosti® znamena datum



1.7

1.8

1.9

1.13

publication of this Agreement in the
Contract Register under Act No.
340/2015 Coll., on contract register, as
amended, after the signature of the
Agreement by the last Party.

“Equipment” shall have the meaning set
forth in Section 23.

“Force Majeure” shall have the meaning
set forth in Section 31.

“IEC” shall mean an Independent Ethics
Committee, also known as institutional
review board (IRB) or ethical review
board; which is an independent body (a
review board or a committee,
institutional, regional, national, or
supranational), constituted of medical
professionals and non-medical
members, whose responsibility it is to
ensure the protection of the rights, safety
and well-being of human subjects
involved in a trial and to provide public
assurance of that protection, by, among
other things, reviewing and approving /
providing favorable opinion on, the trial
protocol, the suitability of the
investigator(s), facilities, and the
methods and material to be used in
obtaining and documenting informed
consent of the Trial Subjects.

“ICF” shall have the meaning set forth in
Section 8.

“Institution Personnel”’ shall mean the
principal investigator  (PI), sub-
investigators, research staff and/or any
individual, including the members of the
Study Team as defined below, acting
directly or indirectly on behalf of
Institution or principal investigator (Pl) in
the performance of this Agreement
and/or any individual involved in the
conduct of the Trial at Institution.

“Invention” shall have the meaning set
forth in Section 12.

“PI” shall mean the principal investigator

1.7.

1.8.

1.9.

1.10.

1.13.

uvefejnéni této Smlouvy v registru smluv
dle zakona ¢&. 340/2015 Sb., o registru
smluv, ve znéni pozdéjSich predpisll, po

podpisu  smlouvy posledni  Smluvni
stranou.

.LZarizeni ma vyznam uvedeny v
¢lanku 23.

,Vy$§i moc“ ma vyznam uvedeny
v ¢lanku 31.

JEC” znamena Nezavislou etickou komisi,
téz oznaCovanou jako institucionalni
hodnotici komise (IRB) nebo eticka
hodnotici komise; jedna se o nezavisly
organ (hodnotici komisi nebo vybor na
institucionalni, regionalni, narodni nebo
nadnérodni urovni) slozeny ze
zdravotnickych odbornik{ a
nezdravotnickych ¢lend, ktery odpovida za
ochranu prav, bezpeCnost a zdravi
subjektll zafazenych do  klinického
hodnoceni a poskytuje vefejnou zaruku

této ochrany, mimo jiné na =zakladé
posouzeni a schvaleni (popf. vydani
kladného stanoviska) protokolu

hodnoceni, vhodnosti zkousejicich, mista
provadéni studie a metod a materiald,
které maji byt pouZity pfi ziskani a
zdokumentovani informovaného souhlasu
Subjektd hodnoceni.

,ICF* ma vyznam uvedeny v ¢lanku 8.

.Pracovnici Poskytovatele’ jsou hlavni
zkousejici (HZ), spoluzkousejici,
vyzkumny tym a/nebo daldi osoba v€etné
Clend Studijniho tymu, jak je definovan
nize, jednajici pfimo nebo nepfimo
jménem Poskytovatele nebo hlavniho
zkousSejiciho (HZ) pfi plnéni této Smlouvy
a/nebo osoba UcCastnici se provadéni
Klinického hodnoceni u Poskytovatele.

,Objev“ ma vyznam uvedeny v ¢lanku 12.

‘HZ" znamena hlavni zkouSejici -
jmenovanou



nominated by Institution that is an
employee of Institution and responsible
for the conduct of the Trial at the
Institution: Fakultni nemocnice v Motole,
having a place of business at V Uvalu
84/1, 150 06 Praha 5, Czech Republic.

“Protocol shall mean
document

the support
containing the detailed
description of the Trial and all
amendments thereto identified by
protocol number MOR208C310 and any
companion protocol(s) later developed
and approved in writing by the Sponsor
and signed by the PI that are conducted
concurrently with all or the same Trial
Subjects, including any amendments to
the foregoing. For the avoidance of
doubt, the Protocol shall be considered
final after it is signed by Sponsor and PI
and approved by the applicable IEC and
comptetent  national authority, as
applicable. Thereafter, the Protocol may
be amended only at the direction of
Sponsor, subject to subsequent approval
by the IEC and competent national
authority, as applicable.

“‘Records” shall mean Trial Subject's

Trial records, which include the
Institution’s and PI's copies of all Trial
Data as well as relevant source
documents.

“‘Representative” shall have the
meaning set forth in Section 24.2.
“Research Data” shall have the

meaning set forth in Section 10.4.

“Sample Data” shall have the meaning
set forth in Section 13.3.

“Sponsor Drug” shall mean the
Sponsor’s product that is being studied
in the Trial. If the Sponsor’s product is
being studied in the Trial in combination
with another product, “Sponsor Drug”
shall mean the combination.

1.15.

1.16.

1.18.

1.19.

Poskytovatelem, kterd je zaméstnancem
Poskytovatele a je odpovédna za
provadéni  Klinického hodnoceni u
Poskytovatele ve Fakultni nemocnici v
Motole, se sidlem V Uvalu 84/1, 150 06
Praha 5, Ceska republika.

.Protokolem“ se rozumi podplrny
dokument obsahujici podrobny popis
Klinického hodnoceni a veskeré jeho

dodatky s ¢islem protokolu MOR208C310
a jakékoli doprovodné protokoly
vypracované pozdéji a pisemné schvalené
Zadavatelem a podepsané Hlavnim
zkousejicim,  které jsou provadény
soub&zné se vSemi nebo stejnymi
Subjekty hodnoceni, véetné jakychkoli
zmén a dodatkll vySe uvedenych
dokumentl. Pro vylouéeni pochybnosti se
uvadi, ze Protokol bude povazovan za
konecny, jakmile ho podepise Zadavatel a
HZ a schvali pfislusna IEC a pfipadné
pFislusny statni organ. Poté mize byt
Protokol zménén pouze na pokyn
Zadavatele, pod podminkou nasledného
schvaleni IEC a pfipadné pfisluSnym
statnim organem.

,<Zaznamy“ znamenaji zaznamy o0
Subjektu hodnoceni tykajici se Klinického
hodnoceni, k nimz patfi Udaje z klinického
hodnoceni HZ a Poskytovatele a
relevantni podklady.

.Zastupce®
¢lanku 24.2.

ma vyznam uvedeny v

,Udaje z vyzkumu® maji vyznam uvedeny
v ¢lanku 10.4.

,Udaje tykajici se vzorkdl” ma vyznam
uvedeny v ¢lanku 13.3.

,Hodnocené Ilécivo* znamena IéCivy
pfipravek Zadavatele, ktery je pfedmétem
hodnoceni. Pokud je I|é&ivy pfipravek
Zadavatele v ramci Klinického hodnoceni
zkouman v kombinaci s jinym vyrobkem,
pak termin ,Hodnocené IéCivo“ znamena



1.20

1.21

1.22

1.23

1.24

2.1

“Sponsor Indemnitees” shall have the
meaning set forth in Section 19.1.

“Study Team” shall mean that part of
Institution Personnel receiving payments
under the Pl Agreement.

“Trial” shall mean the multi-center
clinical trial to be performed in
accordance with the Protocol.

“Trial Data” shall include, without
limitation, Research Data, CRFs (or their
equivalent) or electronic data records, as
well as any other documents or
materials created for the Trial and
required to be submitted to Sponsor or
the CRO or any other third party vendor
instructed by Sponsor, such as X-ray,
MRI, or other types of medical images,
ECG, EEG, or other types of tracings or
printouts, or data summaries.

“Trial Subject” shall mean a patient
participating in the Trial.

Pl, Sub-Investigators and Research
Staff

Pl is an employee of Institution and shall
be responsible for the direction of the
Trial in accordance with Applicable Law,
the Protocol, Sponsor’s instructions, IEC
approval and Institution’s applicable
policies. The Sponsor and Pl conclude
a separate agreement for this purpose
(“PlI Agreement”). Institution may not
appoint any other person as principal
investigator without Sponsor's prior
written approval. If Pl is unable to
perform the duties required under this
Agreement, Institution and Pl shall
promptly notify the Sponsor in writing. If
a replacement acceptable to the
Sponsor is not available, this Agreement
may be terminated as provided in
Section 20.1.e) of this Agreement.

1.20.

1.21.

1.22.

1.23.

1.24.

21

pfisludnou kombinaci.

,LChranéné osoby Zadavatele” maji
vyznam uvedeny v ¢lanku 19.1.

LOtudijni  tym” oznacduje tu Cast
Pracovnikl  Poskytovatele, ktefi na

zakladé smlouvy s HZ dostavaji platby.

.Klinické hodnoceni” znamena
multicentrické klinické hodnoceni, které
bude provadéno v souladu s Protokolem.

,Udaje z klinického hodnoceni“ zahrnuiji
mimo jiné Udaje z vyzkumu, formulare
CRF (nebo jejich ekvivalent) nebo
elektronické zaznamy, jakoz i dalsi
dokumenty nebo materialy vytvofené pro
ucely Klinického hodnoceni, které museji
byt pfedlozeny Zadavateli nebo CRO nebo
jinému externimu dodavateli s pokyny
Zadavatele, jako jsou RTG, MR nebo jiné
typy snimku, EKG, EEG nebo jiné typy
zdznamO nebo vytiskd, nebo souhrny
udaja.

~Subjekt hodnoceni“ znamena pacienta
ucastniciho se Klinického hodnoceni.

HZ, spoluzkousejici a vyzkumny tym

Hlavni zkouSejici je zaméstnancem
Poskytovatele a odpovida za Fizeni
Klinického hodnoceni v souladu s
pfislusnou legislativou,  Protokolem,
pokyny Zadavatele, souhlasem IEC a
platnymi zasadami Poskytovatele.
Zadavatel a HZ uzavfou za timto ucelem
samostanou smlouvu (“Smlouva s HZ").

Poskytovatel nesmi jmenovat jinou
osobu  hlavnim  zkouSejicim  bez
pfedchoziho pisemného souhlasu

Zadavatele. Pokud HZ nebude schopen
plnit  povinnosti pozadované touto
Smlouvou, bude o tom HZ a
Poskytovatel neprodlené pisemné
informovat Zadavatele. Pokud nebude
k dispozici nahrada pfijatelna pro
Zadavatele, muze byt tato Smlouva
ukonéena vsouladu s ustanovenim



2.2

2.3

4.1

Institution may, and shall cause PI to,
delegate duties and responsibilities to
sub-investigators and other Institution
Personnel only to the extent permitted
by Applicable Law. Institution shall
ensure that only individuals who are
appropriately trained and qualified shall
assist in the conduct of the Trial as sub-
investigators or Institution Personnel.
Institution shall ensure that every sub-
investigator involved in the Trial will
submit Sponsor a dated and signed
curriculum vitae and a signed financial
disclosure upon request.

Institution is responsible to Sponsor for
compliance by all Institution Personnel
with  Applicable Law, the Protocol,
Sponsor’s instructions and the terms of
this Agreement. Institution shall ensure
that any Institution Personnel who assist
in the conduct of the Trial are informed
of and agree to abide by all terms of this
Agreement, applicable to the activities
they perform. Institution shall assume all
those responsibilities assigned to clinical
study sites and/or Institution Personnel
under Applicable Law.

No Additional Activities

No other activities than the ones agreed
upon in the Protocol or otherwise in
writing with the Sponsor may be
conducted in relation with Trial Subjects
during the conduct of the Trial.

Independent Ethics Committee and
Regional Competent National
Authority

The Sponsor shall be responsible for
obtaining and maintaining authorization
for the Trial, for any substantial
amendments to the Protocol and for any

2.2

2.3

4.1

¢lanku 20.1.e) Smlouvy.

Poskytovatel mize delegovat a postara
se, aby HZ delegoval povinnosti a
odpovédnosti, popf.  zajistil  jejich
delegovani, na spoluzkousejici a dalsi
Pracovniky Poskytovatele pouze v
rozsahu umoznéném Platnymi pravnimi
pfedpisy. Poskytovatel zajisti, aby se
provadéni Hodnoceni uc€astnily jako
spoluzkousejici nebo Pracovnici
Poskytovatele pouze fadné kvalifikované
a vyskolené osoby. Poskytovatel zajisti,
aby kazdy spoluzkousejici ucastnici se

provadeéni Hodnoceni predlozil
Zadavateli na pozadani datovany a
podepsany zivotopis a podepsané

povinné finanéni informace.

Poskytovatel odpovida Zadavateli za to,
ze vSichni Pracovnici Poskytovatele
budou dodrzovat Platné pravni predpisy,
Protokol, pokyny Zadavatele a podminky
této Smlouvy. Poskytovatel zajisti, aby
byli v8ichni Pracovnici Poskytovatele
ucastnici se Klinického hodnoceni
informovani o v8ech podminkach této
Smlouvy vztahujicich se na jimi
vykonavané ginnosti a souhlasili s nimi.
Poskytovatel prebira veskerou
odpovédnost tykajici se mist provadéni
studie a/nebo Pracovnikl Poskytovatele
podle Platnych pravnich pfedpisu.

Zakaz jinych éinnosti

V prubéhu provadéni Hodnoceni
nesméji byt ve vztahu k Subjektim
hodnoceni provadény Zadné jiné €innosti
nez cinnosti, které byly dohodnuty v
Protokolu nebo  jinym  zplGsobem
pisemné se Zadavatelem.

Nezavisla eticka komise a prislusny
regionalni vnitrostatni organ

Zadavatel je povinen zajistit u IEC (pro
Uucely tohoto ustanoveni termin IEC
zahrnuje pfisluSnou mistni etickou
komisi a multicentrickou etickou komisi)
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substantial changes to the Trial from IEC
(for the purpose of this clause the term
IEC includes the respective local ethic
committee and the multi-center ethic
committee) and competent national
authority, as applicable. Before the Trial
is initiated at the Institution, Institution
shall: (i) verify that Sponsor has obtained
approval or favorable opinion for both
the Trial and the ICF (as defined in
Section 8.2) from an IEC that complies
with Applicable Law and all applicable
regulations and; (i) verify that the
approval of the competent national
authority is available. The Sponsor shall
ensure that the Trial is subject to
continuing oversight by the IEC
throughout its conduct.

If, through no fault of Institution, the Trial
is disapproved by the IEC, this
Agreement shall immediately terminate
with no penalty to the Institution, as
outlined in Section 20.1.a) below.

Trial Conduct

Institution shall and shall cause the Pl to
conduct the Trial in accordance with the
Protocol, Sponsor’s or its
designee’s/third party vendor’s (including
the CRO’s) written instructions, and
Applicable Law. Institution shall provide
appropriate resources and facilities to
enable Pl to conduct the Trial in a timely
and professional manner and in
accordance with the terms of this
Agreement. Sponsor has designated
CRO as the Trial monitor, and Institution
hereby is authorized to communicate
directly with CRO with respect to Trial
monitoring efforts. Notwithstanding the
foregoing, any notice required to be
given to Sponsor under this Agreement
will not be deemed delivered if such
notice is given solely to CRO.

The expected duration of the Trial is to

4.2
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a pfisludného vnitrostatniho organu — dle
situace -  schvaleni Klinického
hodnoceni, jakychkoli podstatnych zmén
Protokolu a jakychkoli podstatnych zmén
Klinického hodnoceni. Pfed zahgjenim
Klinického hodnoceni u Poskytovatele
Poskytovatel a HZ: (i) oveéfi, ze
Zadavatel  ziskal povoleni  nebo
souhlasného stanoviska IEC tykajiciho
se Klinického hodnoceni a formulare
informovaného souhlasu ICF (jak je
definovan v ¢lanku 8.2) v souladu s
Platnymi pravnimi pfedpisy a dalSimi
nafizenimi, a (ii) ovéfi, zda bylo Klinické
hodnoceni schvaleno pfislusnym
vnitrostatnim organem. Zadavatel zajisti,
ze Klinické hodnoceni bude po celou
dobu jeho provadéni pod trvalym
dohledem IEC.

Pokud IEC nebo pfisludny vnitrostatni
organ Klinické hodnoceni neschvali,
nikoli vinou Poskytovatele, tato Smlouva
zanika s okamzitou platnosti bez sankci
vucéi Poskytovateli, jak je uvedeno
v ¢lanku 20.1.a) nizZe.

Provadéni Klinického hodnoceni
Poskytovatel bude provadét a postara

se, aby HZ provadél Klinické hodnoceni
v souladu s Protokolem, pisemnymi

pokyny Zadavatele nebo jim
povéfeného/externiho dodavatele
(v€etné CRO) a Platnymi pravnimi
predpisy. Poskytovatel a HZ zajisti

vhodné zdroje, prostory a zafizeni, které
umozni provadét Klinické hodnoceni
profesionalngé, v€as a v souladu s
podminkami této Smlouvy. Zadavatel
jmenoval CRO Monitorem Klinického
hodnoceni a Poskytovatel je timto
opravnén komunikovat pfimo s CRO,
pokud jde o zalezitosti monitorovani
Klinického hodnoceni. Bez ohledu na
vySe uvedené nebude Zadné oznameni,
které ma byt podle této Smlouvy
predlozeno Zadavateli, povazovano za
dorucené, pokud bude doru¢eno pouze
CRO.
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6.2

6.3

6.4

6.5

6.6

the end of the year -

The expected number of enrolled Trial
Subjects is:

Sponsor Drug

Sponsor shall provide Institution with
sufficient quantities of the Sponsor Drug
to conduct the Trial. If required by the
Protocol, and unless otherwise agreed in
writing, Sponsor shall also provide the
Comparator Drug.

Institution shall adhere to Applicable Law
and industry standards as well as, if
applicable, the respective summary of
product characteristics, requiring careful
custody and dispensing of Sponsor Drug
and Comparator Drug, as well as
appropriate documentation of such
activities.

Institution shall maintain appropriate
control of supplies of Sponsor Drug and
Comparator Drug and shall not
administer or dispense it to anyone who
is not a Trial Subject, or provide access
to it to anyone except Institution
Personnel.

Institution shall use Sponsor Drug and
Comparator Drug only as specified in the
Protocol. Any other use of Sponsor
Drug or Comparator Drug constitutes a
material breach of this Agreement.

Sponsor Drug and Comparator Drug are
and shall remain at all times the property
of Sponsor. Sponsor grants Institution
no express or implied intellectual
property rights in the Sponsor Drug or
and Comparator Drug, or in any
methods of making or using the Sponsor
Drug or Comparator Drug.

The Sponsor shall ensure the
distribution of the Sponsor Drug and
Comparator Drug to the Institution

6

6.1

6.2

6.3

6.4

6.5

6.6

Predpokladana doba trvani Klinického
hodnoceni je do konce roku -

Prepodkladany pocet zafazenych
Subjekt hodnoceni je: [}
Hodnocené Iécivo

Zadavatel poskytne Poskytovateli
dostate¢né mnozstvi Hodnoceného

IéCiva k provedeni Klinického hodnoceni.
Pokud to vyzaduje Protokol a pokud
neni pisemné dohodnuto jinak, poskytne
Zadavatel rovnéz Srovnavaci Iégivo.

Poskytovatel bude dodrzovat Platné
pravni predpisy a standardy odvétvi,
pfipadné odpovidajici souhrn udaju o
pfipravku, vyzadujici fadnou péci pfi
uchovavani a vydeji Hodnoceného léCiva
a Srovnavaciho léCiva a odpovidajici
dokumentaci téchto €innosti.

Poskytovatel zajisti odpovidajici kontrolu
zasob Hodnoceného léCiva a
Srovnavaciho 1é€iva a nebudou je
podavat ani vydavat nikomu, kdo neni
Subjektem  hodnoceni, ani  knim
neumozni pfistup jinym osobam nez
Pracovnikiim Poskytovatele.

Poskytovatel bude pouzivat Hodnocené
IéCivo a Srovnavaci IéCivo pouze tak, jak
je uvedeno v Protokolu. Jakékoli jiné
pouziti Hodnoceného IéCiva nebo
Srovnavaciho [éCiva predstavuje
podstatné poruseni této Smlouvy.

Hodnocené |é€ivo a Srovnavaci léCivo
jsou a zlstanou majetkem Zadavatele.
Zadavatel  neudé&luje  Poskytovateli
Z4adna vyslovna ani konkludentni prava k
dusevnimu  vlastnictvi ve  vztahu
k Hodnocenému leCivu nebo
Srovnavacimu [é&ivu, ¢&i k metodam
jejich vyroby nebo pouZiti.

Zadavatel zajisti distribuci Hodnoceného
Ié¢iva a Srovnavaciho 1é€iva do Iékarny
Poskytovatele, kde je Iékarnik pfevezme
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Pharmacy, where the pharmacist will
receive and inspect them (like other
consignments, i.e. whether it is not
damaged, in case of special transport
requirements, if these requirements
have been met, and shall acknowledge
receipt of the consignment),
subsequently, Pl shall pick up the
Sponsor Drug and the Comparator Drug
based on request and shall be fully
responsible for them. The Sponsor shall
inform the Institution once an order for
the delivery of the Sponsor Drug or
Comparator Drug to the Institution was
generated by Sponsor. . The Sponsor
shall ensure the disposal of unused
drugs at his own expense.

The Sponsor shall ensure the delivery to
the following address:

Nemocnicni Iékarna FN Motol,

V Uvalu 84,
150 06 Praha 5

and designate it with the name of the
responsible pharmacist.

Compensation

Compensation shall be provided to the
Institution in accordance with the
payment schedule in Attachment A. The
payment represents fair value for the
direct investigation costs and Institution’s
costs of conducting the Trial. All
amounts are inclusive of all direct,
indirect, overhead and other costs,
including laboratory and ancillary service
charges, and shall remain firm for the
duration of the Trial, unless otherwise
agreed in writing by the Parties.

Institution authorizes the Pl and Study
Team to perform the services in
connection with the Trial under the
separate Pl Agreement and to receive
payments from CRO on behalf of
Sponsor under such Pl Agreement.

7.1.

a zkontroluje (jako jiné zasilky - tzn.
neni-li poSkozena, v pfipadé zvlastnich
pozadavkd na transport, byly-li tyto
poZadavky dodrzeny, pfijem zasilky
potvrdi), nasledné si na zadanku HZ
Hodnocené |éCivo a Srovnavaci |éCivo
vyzvedne a je za né& plné odpovédny.
Zadavatel bude informovat
Poskytovatele, jakmile Zadavatel
vygeneruje objednavku na dodani
Hodnoceného IéCiva nebo Srovnavaciho
[éCiva Poskytovateli. Likvidaci
nevyuzitych |éka si Zadavatel zajisti na
vlastni naklady.

Zadavatel zajisti dodavku na adresu:

Nemocniéni lékarna FN Motol,
V Uvalu 84,
150 06 Praha 5

a oznaCi ji jménem odpovédného

lékarnika.
Kompenzace
Poskytovatel obdrzi kompenzaci v
souladu s harmonogramem plateb

uvedenym v  pfiloze A. Platba
pfedstavuje realnou hodnotu pfimych

nakladd na vyzkum a nakladl
Poskytovatele vynalozenych na
provedeni Klinického hodnoceni.

VSechny &astky zahrnuji veSkeré pfimé,
nepfimé, reZijni a dalSi naklady, v&etné
poplatki za laboratorni a pomocné
sluzby, a zustavaji fixni po celou dobu
trvani Klinického hodnoceni, pokud se
Smluvni strany pisemné nedohodnou
jinak.

Poskytovatel opraviiuje HZ a Studijni tym
k provadéni sluzeb v souvislosti
s Klinickym hodnocenim na zakladé
samostatné smlouvy s HZ a Kk pfijmu
plateb od CRO jménem Zadavatele na
zakladé dané smlouvy s HZ.
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7.3

8.1

Institution insists on such separate PI
Agreement and direct payments to the
Pl and Study Team with respect to Pl's
and Study Team’s activities under the Pl
Agreement and, after review explicitly
approves them. Institution warrants that
such direct payments to Pl and Study
Team are made in accordance with
Applicable Laws and that Pl and Study
Team will not receive any compensation
from Institution for services which are
remunerated under the Pl Agreement.

The Sponsor and the Institution agree
that the compensation being paid to the
Institution under this Agreement and to
the Pl and Study Team under the PI
Agreement constitute the fair market
value of the services to be provided by
the Institution and the Pl and all
members of the Study Team and
Institution Personnel. No amounts paid
are intended to be for, nor shall they be
construed as, an offer or payment for
any explicit or implicit agreement to
purchase, prescribe, recommend, or
provide a favorable formulary status for
any drugs, devices, products or services
of Sponsor, nor are any payments
intended to induce illegal referrals of
business.

The Parties acknowledge and agree that
compensation made  under  this
Agreement shall be made from funds
provided by the Sponsor and payment
facilitated by PSI CRO Czech Republic
s.r.o., V Parku 2343/24, 148 00 Praha 4
- Chodov, Czech Republic.

Trial Subject Enroliment and Informed
Consent

Institution has agreed to enroll only
qualified patients as Trial Subjects in the
Trial in accordance with the Protocol. A
qualified patient is one who meets all
Protocol criteria for inclusion in the Trial.

7.2.

7.3.

8.1

Poskytovatel trva na takové samostatné
smlouvé s HZ a na provadéni pfimych
plateb HZ a Studijnimu tymu, pokud jde o
¢innosti HZ a Studijniho tymu na zakladé
smlouvy s HZ, a po provedeni kontroly je
vyslovné schvaluje. Poskytovatel
zaruCuje, ze tyto pfimé platby HZ a
Studijnimu tymu  jsou  provadény
v souladu s Platnymi pravnimi pfedpisy a
ze HZ a Studijni tym neobdrzi zadnou
odménu od Poskytovatele za sluzby,
které jsou odméfiovany na zakladé
smlouvy s HZ.

Zadavatel a Poskytovatel se dohodli, ze
kompenzace hrazena Poskytovateli na
zakladé této Smlouvy a HZ a Studijnimu
tymu na zakladé smlouvy sHZ
pfedstavuje realnou hodnotu sluzeb,
které maji Poskytovatel a HZ a vsichni
Clenové Studijniho tymu a Pracovnici
Poskytovatele poskytovat. Zadné
z hrazenych &astek nejsou zamysleny a
nelze je chapat jako nabidku nebo platbu
za jakoukoliv vyslovnou nebo
pfedpokladanou dohodu o nakupu,
pfedepisovani, doporu€ovani  nebo
zajiStovani  pfiznivého  Iékopisového
statusu jakychkoliv 1éCiv, prostfedkd,
vyrobkll nebo sluzeb Zadavatele, ani
nejsou dané platby zamySleny jako
pobidka k nezakonnym doporuéenim
obchodu.

Smluvni strany berou na védomi a
souhlasi s tim, Zze kompenzace
poskytnutda na zakladé této Smlouvy
bude vyplacena z prostredk
poskytnutych Zadavatelem a platba bude
zprostfedkovana PSI  CRO Czech
Republic s.r.0., V Parku 2343/24, 148 00
Praha 4 — Chodov, Ceska republika.

Zarazeni Subjekti hodnoceni a
informovany souhlas

Poskytovatel souhlasi stim, Ze do
Klinického hodnoceni zafadi jako
Subjekty hodnoceni pouze zpUsobilé
pacienty v souladu s Protokolem.
Zplsobily pacient je pacient, ktery
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8.3

10

10.1

Sponsor may discontinue  patient
enrollment at |Institution if the total
enroliment needed for the Trial (which is
a multi-center clinical trial) has been
achieved.

Institution shall ensure that a signed
written Informed Consent Form (“ICF”)
from each Trial Subject is obtained
explaining the Trial Subject’s rights in
connection with its relationship with the
Institution and PI, in accordance with
instructions in the Protocol and
Applicable Law.

Institution shall ensure that only patients
are enrolled as Trial Subjects that are
not already enrolled in a concurrent
clinical trial at the time of enrolment and
do not enter into such concurrent clinical
trials during their participation in the
Trial.

Adverse Events

Institution shall report adverse events
experienced by Trial Subjects in
accordance with instructions in the
Protocol. This includes, where required,
prompt reporting to Sponsor and CRO.

Protected Personal Data, including
Health Information

The Parties recognize a common goal of
securing all personal data, including
individually identifiable health
information, and holding such data and
information in confidence and protecting
it from unauthorized  disclosure.
Institution and Pl represent and warrant
that they shall comply with the provisions
of any Applicable Law relating to the
confidentiality, privacy and security of
such data and information.

8.2

8.3
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10.1.

splfiuje veSkera kritéria pro zafazeni do
Klinického hodnoceni dle Protokolu.

Zadavatel muze zastavit nabor
pacientd u Poskytovatele, pokud byl
dosazen celkovy pocet pacientl

potfebny pro studii (pficemz se jedna o
multicentrickou studii).

Poskytovatel zajisti, aby kazdy Subjekt
hodnoceni podepsal Formular
informovaného souhlasu (,ICF*)
obsahujici informace o pravech Subjektu
hodnoceni v rédmci jeho vztahu
s Poskytovatelem a HZ, v souladu
s pokyny obsazenymi v Protokolu a
v Platnych pravnich predpisech.

Poskytovatel zajisti, aby do Klinického
hodnoceni byli zafazeni jako Subjekty
hodnoceni pouze pacienti, ktefi v dobé
zafazeni nebudou zafazeni do jiného
soubé&zného klinického hodnoceni a
nevstoupi do takového soubé&zného
klinického hodnoceni v prabéhu Ucasti
ve Studii.

Nezadouci pfihody

Poskytovatel je povinen hlasit nezadouci
pfihody, které se vyskytnou u Subjektl
hodnoceni, v souladu s pokyny
uvedenymi v Protokolu. Mimo jiné to
v pfipadé potfeby znamena okamzité
telefonické hlaSeni Zadavateli nebo
CRO.

Chranéné osobni udaje, véetné
zdravotnich informaci

Spoleénym cilem Smluvnich stran je
zabezpeCeni vS8ech osobnich udaju,
v€etné individualné identifikovatelnych
zdravotnich informaci, zachovani
dlvérnosti téchto udaju a informaci a
ochrana pfed jejich neopravnénym
zpFistupnénim.  Poskytovatel a HZ
prohlauji a zaruéuji, Ze budou dodrZovat
ustanoveni vS8ech Platnych pravnich
predpisu, kterymi se Fidi zachovani
davérnosti, soukromi a bezpecnosti
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Institution shall obtain an ICF complying
with Applicable Law, for each Trial
Subject referring among other topics to
the collection, use, processing, storing
and transfer (including outside EU) of
their personal data, including health
information and Biological Samples,
which shall enable Institution as far as
permitted under Applicable Law to
provide Sponsor, CRO and other
persons and entities designated by
Sponsor with completed CRFs, source
documents and all other information and
material required by the Protocol. The
Parties acknowledge that pursuant to
this  Agreement, they have the
responsibility to protect all personal data,
including individually identifiable patient
information and to restrict the use of
such data and information to those
persons and entities, including officers,
directors, employees, consultants,
contractors, subcontractors and agents,
who must have access to such
information in order to fulfill their
assigned duties with respect to the Trial
and/or as consented by Trial Subjects
and in accordance with Applicable Law.
Such use also shall be restricted to
those uses permitted in the ICF and
neither Institution, Pl, Sponsor nor CRO
nor any party to whom Sponsor or CRO
may disclose individually identifiable
health information may use such
information to recruit Trial Subjects to
additional studies, to advertise additional
studies or products, or to perform
marketing or marketing research.
Institution shall provide Sponsor and
CRO an opportunity to review and
approve the content of the ICF (including
any revisions made during the course of
the Trial) before it is used. However, the
ICF will be approved by the competent
IEC and provided to Institution by
Sponsor or CRO. Without Sponsor’s
approval the ICF may not be modified by
Institution and/or CRO. The Institution
shall timely inform Sponsor when a Trial

10.2.

téchto udajl a informaci.

Poskytovatel ziska od kazdého Subjektu
hodnoceni  informovany souhlas v
souladu s Platnymi pravnimi pfedpisy,
ktery bude obsahovat mimo jiné
informace o] shromazdovanim,
pouzivani, zpracovani, uchovavani a
pfedavani (a to i mimo EU) jejich
osobnich udaju, véetné zdravotnich
informaci a biologickych vzork(l, které
umozni Poskytovateli v rozsahu
povoleném Platnymi pravnimi pfedpisy
pfedavat Zadavateli, CRO a dalSim
osobam a subjektlim uréenym
Zadavatelem vyplnéné CRF, podklady a
veskeré dalSi informace a materialy dle
Protokolu. Smluvni strany berou na
védomi, Ze podle této Smlouvy maji
povinnost chranit veSkeré osobni udaje,
v€etné individualné identifikovatelnych
informaci o pacientech, a omezit pouziti
téchto Udaji a informaci pouze na osoby
a subjekty, které museji mit pfistup k
témto informacim za ucelem pinéni jejich
pfidélenych povinnosti v ramci Klinického

hodnoceni a/nebo dle souhlasu
udéleného Subjekty hodnoceni, vcetné
urednikd, fediteld, zaméstnancd,

konzultantl, dodavatel, subdodavatelll
a zastupcld, v souladu s Platnymi
pravnimi pfedpisy. Uvedené pouziti bude
sou€asné omezeno na pouziti povolena
vICF, a ani Poskytovatel, HZ, ani
Zadavatel nebo CRO, ani Zadna jina
strana, které mohou Zadavatel nebo
CRO predat individualné identifikovatelné
zdravotni  informace, nesméji tyto
informace pouzit k naboru Subjektl
hodnoceni do dalSich studii, k inzerci
dalSich studii nebo vyrobkl nebo
provadéni marketingu nebo
marketingového prizkumu. Poskytovatel
da Zadavateli a CRO moznost
zkontrolovat a schvalit obsah ICF (v€etné

vSech revizi provedenych v pribéhu
Klinického  hodnoceni) pfed jeho
pouzitim. ICF  nicméné poskytne

Poskytovateli Zadavatel nebo CRO a
schvali pfislusna IEC. Bez souhlasu
Zadavatele nesmi Poskytovatel ani CRO
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10.4

10.5

Subject exercises his/her data protection
rights, as per Applicable Law. The
Parties agree to collaborate in the
context of Trial Subjects’ individual
requests.

Prior to and during the course of the
Trial, the Pl and Institution Personnel
may be required to provide personal
data which falls within the scope of the
Applicable Law and/or is needed for the
implementation of the Agreement. The
Institution agrees to inform Institution
Personnel that their personal data will be
processed by Sponsor and/or by CRO
and CRO provides them the data
protection notice(s) issued by Sponsor
and/or CRO, as requested.

For the purposes of this Agreement,
both the Institution and Sponsor shall be
considered Data Controllers as defined
by the Applicable Law. Each party shall
be individually and separately
responsible for complying with the
obligations that apply to it as a controller
under Applicable Law. The Institution
shall be considered Data Controller with
respect to the medical treatment and the
medical records. The Sponsor shall be
considered Data Controller with respect
to the “Research Data”, meaning any
personal data with respect to the Trial
Subjects or the Institution Personnel. For
the avoidance of doubt, in principle, the
Sponsor only gets access to de-
identified Trial Subjects personal data,
subject to monitoring activities.

The collection and processing of data by
the Institution shall be conducted as
follows:

a) The collection and processing of
Research Data shall be
performed in compliance with this
Agreement and as indicated in

10.3.

10.4.

10.5.

provadét zmény ICF. Poskytovatel bude
v€as informovat Zadavatele v pfipade, ze
Subjekt hodnoceni uplatni sva prava
tykajici se ochrany osobnich udaju
v souladu s Platnymi pravnimi predpisy.
Smluvni strany se dohodly, Ze budou
spolupracovat v ramci individualnich
pozadavku Subjektl hodnoceni.

Pfed zahajenim Klinického hodnoceni a v
jeho prabéhu mohou byt HZ a Pracovnici
Poskytovatele pozadani o poskytnuti
osobnich udaju, které spadaji do oblasti
plUsobnosti Platnych pravnich pfedpist
a/nebo jsou nezbytné pro plnéni Smlouvy.
Poskytovatel souhlasi s tim, Ze budou
informovat Pracovniky Poskytovatele o
tom, Ze jejich osobni Uudaje budou
zpracovavany Zadavatelem a/nebo CRO,
a CRO jim dle pozadavku preda
prohlaseni o ochrané osobnich udajl
vystavena Zadavatelem a/nebo CRO.

Pro ucely této Smlouvy jsou Poskytovatel i
Zadavatel povazovani za  spravce
osobnich udajl, jak je definovan Platnymi
pravnimi pfedpisy. Kazdd Smluvni strana
nese individualni  a samostatnou
odpovédnost za dodrzovani povinnosti,
které pro ni jako spravce udaju vyplyvaji z
Platnych pravnich predpist. Poskytovatel
je povazovan za spravce udaju ve vztahu
k lécbé a zdravotnim zaznamum.
Zadavatel je povazovan za spravce udajl
ve vztahu k ,Udajim tykajicim se
vyzkumu®, coz znamena jakékoli osobni
Udaje tykajici se Subjektd hodnoceni nebo
Pracovnikli Poskytovatele. Pro vylouceni
pochybnosti se uvadi, Z?e Zadavatel v
zasadé ziska pfistup pouze Kk de-
identifikovanym osobnim Udajim Subjektd
hodnoceni, které podléhaji monitorovani.

Poskytovatel bude shromazdovat a

zpracovavat udaje nasledujicim
zpusobem:
a) Shromazdovani a zpracovani

Udajii  tykajicich se vyzkumu
bude probihat v souladu s touto
Smiouvou tak, jak je uvedeno v



the Protocol, the ICF and any
written instructions issued by
Sponsor. Research Data
collected by the Institution in the
Case Report Form shall be
processed by the Institution only
for the purpose of the
performance of this Agreement.
However, the Institution may use
the data collected in the course of
the Trial for the Trial Subject's
treatment purposes.

The processing of Research Data
shall be performed by the PI,
Institution Personnel and other
authorized persons on the need
to know basis. The Institution
shall be responsible for managing
access to the Research Data.

The Institution shall ensure
Institution Personnel processing
Research Data have appropriate
skills and training to handle
personal data and maintain its
confidentiality.

Research Data must be kept
confidential. It shall not be
disclosed or transferred to any
third party without prior written
approval of Sponsor. In case
such disclosure includes personal
data, the third party receiving the
data must have a valid ground
under Applicable Law to receive
and process such data. Research
Data may be disclosed where
required by Applicable Law or
when requested by a data
protection authority.

The Institution shall implement
appropriate administrative,

Protokolu, ICF a jakychkoli
pisemnych pokynech vydanych
Zadavatelem. Udaje tykajici se

vyzkumu shromazdéné
Poskytovatelem v Zaznamu
subjektu hodnoceni bude

Poskytovatel zpracovavat pouze
za ucCelem pInéni této Smlouvy.
Poskytovatel vSak miize pouzit
Udaje shromazdéné v prabéhu
Klinického hodnoceni pro ucely
Ié€by Subjektu hodnoceni.

Zpracovani Udaju tykajicich se
vyzkumu bude provadét HZ,
Pracovnici Poskytovatele a dalSi
opravnéné osoby, které tyto
informace potfebuiji znat.
Poskytovatel nenese
odpovédnost za fizeni pFistupu k
Udajtim tykajicim se vyzkumu.

Poskytovatel zaijisti, ze
Pracovnici Poskytovatele
provadgjici  zpracovani  Udaja
Z vyzkumu budou mit
odpovidajici schopnosti a Skoleni
v oblasti k zachazeni s osobnimi
udaji a  zachovani jejich
davérnosti.

Je potfeba zajistit duvérnost
Udajd z  vyzkumu. Bez
pfedchoziho pisemného
souhlasu Zadavatele nebudou
sdélovany ani pfedavany zadné
treti osobé. V pfipadé, ze
pfedané udaje zahrnuji osobni
Udaje, musi mit tfeti osoba, ktera
je pfijemcem téchto udajd, platny
ddvod pro pfijem a zpracovani
téchto 0udajd vsouladu s
Platnymi  pravnimi  pFedpisy.
Udaje z vyzkumu mohou byt
zvefejnény, pokud to vyzaduji
Platné pravni predpisy nebo
pokud to poZaduje organ pro
ochranu udaju.

Poskytovatel je povinen zajistit
implementaci odpovidajicich
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technical and physical security
measures to protect personal
data using current industry best
practices taking into
consideration the state of the art
of applicable technologies.

The Institution shall comply with
any instructions regarding the
coding of Research Data issued
at any time by Sponsor in
accordance with Applicable Law
and best practice.

The Institution shall maintain
procedures to detect and respond
to a personal data breach, as
defined under Applicable Law,
including breach of security
leading to the accidental or
unlawful destruction, loss,
alteration, unauthorized
disclosure of, or access to,
personal data transmitted, stored
or otherwise processed.
Institution shall notify Sponsor of
any personal data breach, related
to the processing of the Research
Data, without undue delay, but no
later than twenty-four (24) hours
of discovery of such breach. The
Institution and Sponsor shall
reasonably cooperate to
remediate a personal data breach
and liaise with each other before
reporting a personal data breach
to the relevant authority.

Sponsor may transfer personal data to
other partners or affiliates of the Sponsor

group and their

respective agents

worldwide. Sponsor and its partners,
affiliates and respective agents will apply

10.6.

administrativnich, technickych a
fyzickych bezpeénostnich
opatfeni ze strany Poskytovatele
za UcCelem ochrany osobnich
Gdaju s vyuzitim soucasnych
osvédéenych postupl v daném
odvétvi s  pfihlédnutim  k
soudobému stavu pouZitelnych
technologii.

Poskytovatel je povinen
dodrzovat veskeré pokyny
tykajici se kodovani  Udajd

z vyzkumu vydané Zadavatelem
v souladu s Platnymi pravnimi
predpisy a osvédCenymi postupy.

Poskytovatel zavede postupy
odhalovani pfipadd poruseni
zabezpeceni osobnich Udaju, jak
je definovano Platnymi pravnimi
predpisy, a odpovidajici reakce,
vCetné poruseni zabezpeleni
vedouciho k nahodnému nebo
protipravnimu  zniCeni, ztraté,
Zméne, neopravnénému
poskytnuti  nebo  zpfistupnéni
prenasenych, ulozenych nebo
jinak zpracovavanych osobnich
udaja. Poskytovatel bude
informovat Zadavatele o}
jakémkoli poruSeni zabezpeceni
osobnich Udaji v souvislosti se
zpracovanim Udaji  z vyzkumu
bez zbyteéného odkladu,
nejpozdéji vSak do dvaceti Ctyf
(24) hodin od zjisténi takového
poruseni. Poskytovatel a
Zadavatel budou  pfiméfené
spolupracovat na naprave
poruseni zabezpeceni osobnich
Udajd a budou navzajem
koordinovat oznameni poruseni
zabezpeCeni osobnich  udajl
pFislusnému organu.

Zadavatel muze predavat osobni Udaje

dalSim partnerdm

nebo pfidruzenym

spoleCnostem ze skupiny Zadavatele a

jejich

zastupcim po celém svété.

Zadavatel a jeho partnefi, pfidruzené
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adequate privacy safeguards to protect
such personal data. Personal data may
also be disclosed as required by
individual competent authorities or
Applicable Law, for example to report
serious adverse events and comply with
drug safety laws and regulations.

Personal data will be kept only for the
period necessary to fulfil the purposes of
the collection unless a longer retention
period is required or permitted by
Applicable Law.

Confidential Information

Except as specified below,
“Confidential Information” includes all
information provided by Sponsor and/or
CRO, or developed for Sponsor and/or
CRO, Inventions and all data collected
during the Trial, including without
limitation results, reports, Trial Data,
Sample Data, technical and economic
information, the existence or terms of
this  Agreement or other  Trial
agreements with the Sponsor or CRO,
commercialization and Trial strategies,
trade secrets and know-how disclosed
by Sponsor and/or CRO to Institution
directly or indirectly, whether in writing,
electronic, oral or visual transmission, or
which is developed under this
Agreement.

Confidential Information does not include
information that is in the public domain
prior to disclosure by Sponsor or CRO;
becomes part of the public domain
during the term of this confidentiality
obligation by any means other than
breach of this Agreement by Institution;
is already known to Institution at the time
of disclosure and is free of any
obligations of confidentiality; or is

10.7.
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spole¢nosti a jejich zastupci budou
pouzivat odpovidajici zaruky ochrany
soukromi za ucCelem ochrany téchto
osobnich udaji. Osobni tudaje mohou byt
také zpfistupnény v souladu s pozadavky
pfislusnych organd nebo Platnych
pravnich pfedpist, napfiklad za ucelem
hlaseni zavaznych nezadoucich pfihod a
dodrzovani zakonli a predpisi o
bezpecnosti [€Civ.

Osobni udaje budou uchovavany pouze
po dobu nezbytnou ke spInéni ucelll
jejich shromazdovani, pokud Platné
pravni  pfedpisy nevyzaduji nebo
nepovoluji del§i dobu uchovavani.

Davérné informace

Pokud neni nize uvedeno jinak, Dtvérné
informace zahrnuji vesSkeré informace
poskytnuté Zadavatelem a/nebo CRO,
nebo vyvinuté pro Zadavatele a/nebo
CRO, Objevy a veskeré udaje
shromazdéné bé&hem Klinického
hodnoceni, mimo jiné véetné vysledkd,
zprav, Udajd z Klinického hodnoceni,
Udaiju tykajicich se vzorkd, technickych a
ekonomickych informaci, informaci o
existenci nebo podminkach této Smlouvy
nebo jinych smluv se Zadavatelem
a/nebo CRO tykajicich se Klinického
hodnoceni, komercializace a strategii
Klinického hodnoceni, obchodnich
tajemstvi a know-how zpfistupnéné
Poskytovateli Zadavatelem a/nebo CRO
pfimo nebo nepfimo v pisemné,
elektronické, Ustni nebo vizualni podobé,
nebo vyhotovené na =z&kladé této
Smilouvy.

Dlvérné informace nezahrnuji informace,
které jsou vefejné dostupné pfed jejich
zpfistupnénim  Zadavatelem  a/nebo
CRO; které se stanou vefejné
dostupnymi  béhem  platnosti  této
povinnosti zachovani duvérnosti jinak
nez poruSenim této Smlouvy ze strany
Poskytovatele; které jsou Poskytovatel
znamy v dobé zpfistupnéni a nepodléhaji
povinnosti zachovavat davérnost; nebo



obtained by Institution, free of any
obligations of confidentiality from a third
party who has a lawful right to disclose
it.

Unless Sponsor provides prior written
consent, Institution may not use
Confidential Information for any purpose
other than that authorized in this
Agreement, nor may Institution disclose
Confidential Information to any third
party except as authorized in this
Agreement or as required by Applicable
Law. Institution shall only disclose
Confidential Information to employees of
the Institution who need to know them
for the performance of the Trial and shall
cause the Institution Personnel to
comply with the same confidentiality
obligations.

If disclosure of Confidential Information
beyond that expressly authorized in this
Agreement is required by Applicable
Law, that disclosure does not constitute
a breach of this Agreement so long as
Institution notifies Sponsor and CRO in
writing as far as possible in advance of
the disclosure so as to allow Sponsor
and CRO to take legal action to protect
their Confidential Information, discloses
only that Confidential Information
required to comply with the Applicable
Law requirements, and continues to
maintain the confidentiality of this
Confidential Information with respect to
all other third parties.

For Confidential Information other than
Trial Data and Biological Samples and
Records, these obligations of nonuse
and  nondisclosure  shall  survive
termination of this Agreement and
continue for a period of seven (7) years
after completion or termination of the
Trial or termination of this Agreement.
Permitted uses and disclosures of Trial
Data are described in Sections 14 and
17 of this Agreement.

If requested by Sponsor, Institution shall

11.3.

11.5.

11.6.

které Poskytovatel ziska od tfeti osoby,
ktera ma zakonné pravo je zpfistupnit,
aniz by byla vazana povinnosti
zachovavat diivérnost.

Poskytovatel neni  opravnén  bez
pfedchoziho pisemného souhlasu
Zadavatele pouzivat Davérné informace
k jinym uceldm, nez které jsou schvaleny
v této Smlouvé, ani sdélovat Davérné
informace tfetim osobam, s vyjimkou
opravnéni uvedenych v této Smlouvé

nebo pozadavkl Platnych pravnich
predpisti. Poskytovatel sdéli Davérné
informace pouze zaméstnancim

Poskytovatele, ktefi je potfebuji znat za
ucelem realizace Klinického hodnoceni,
a zajisti dodrzovani stejnych povinnosti
zachovani divérnosti ze strany
Pracovnik(l Poskytovatele.

Pokud Platné pravni predpisy pozaduji

zverejnéni DOvérnych informaci nad
ramec vyslovné schvaleny v této
Smlouvé, nebude takové zvefejnéni

povazovano za poruseni této Smiouvy,
pokud o ném Poskytovatel pisemné
informuje Zadavatele a CRO, pokud
mozno pfedem, a umozni Zadavateli a
CRO podniknout pravni kroky k ochrané
jejich  Davérnych informaci, zvefejni
pouze Duvérné informace, které je nutné
zverejnit za ucelem splnéni pozadavki
Platnych pravnich predpisid, a bude
nadale zachovavat ddvérnost téchto
Davérnych informaci ve vztahu ke vSem
ostatnim tfetim osobam.

V pfipadé Duvérnych informaci, které
nejsou Udaji z Klinického hodnoceni,
Biologickymi vzorky, ani Zaznamy, plati
zékaz jejich pouZiti a zvefejnéni i po
ukonCeni platnosti této Smlouvy a dale
po dobu sedmi (7) let po dokon&eni nebo
ukonc€eni Klinického hodnoceni nebo
ukonleni této Smlouvy. Schvélena
pouziti a zvefejnéni Udaja z Klinického
hodnoceni jsou popsana v ¢lanku 14 a
17 této Smiouvy.

Na zakladé

pozadavku Zadavatele,
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either destroy or return all Confidential
Information except that required to be
retained at the Trial site by Applicable
Law or under the Protocol. However,
Institution may retain a single archival
copy of the Confidential Information in a
secured file for the sole purpose of
determining the scope of obligations

incurred under this Agreement. The
aforementioned confidentiality
obligations shall continue to apply

indefinitely to such retained copies of
Confidential Information.

Trial Data

During the course of the Trial, Institution
and Pl shall collect and submit certain
data to Sponsor or its third party
vendors, including CRO, as specified in
the Protocol, including Trial Data. Trial
Data shall generally be submitted within
ten working days from its collection. All
queries must be resolved within five (5)
days of receipt of such queries by
Institution and/or Pl at any time during
the Trial. This period could be shorter if
this is required by special circumstances
(such as patient safety is at risk,
database closure, interim analysis etc.).
Institution shall ensure accurate and
timely  collection, recording, and
submission of Trial Data.

Sponsor shall be the exclusive owner of
all Trial Data.

Each Party represents and warrants that
procedures compatible with relevant
personal information and data protection
laws and regulations shall be employed
so that processing and transfer of such
information and data identifiers shall not
be impeded.

Biological Samples

12
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Poskytovatel bud zni¢i, nebo vrati
veSkeré Duvérné informace, s vyjimkou
informaci, které museji byt ulozeny
v misté provadéni Klinického hodnoceni
v souladu s pfislusnymi zakony nebo
Protokolem. Poskytovatel si vSak muze
ponechat jednu  kopii  Duvérnych
informaci v zabezpeCené slozce pro
ucely archivace vyhradné za ucelem
stanoveni rozsahu povinnosti
vyplyvajicich z této Smlouvy. Vyse
uvedené povinnosti zachovani dlvérnosti
plati Casové neomezené i na tyto
ulozené kopie Dlvérnych informaci.

Udaje z Klinického hodnoceni

V prabéhu Klinického hodnoceni budou
Poskytovatel a HZ shromazdovat a
predavat urcité udaje Zadavateli nebo
jeho externim dodavatelim, véetné
CRO, jak je uvedeno v Protokolu, véetné
Udajti  z Klinického hodnoceni. Udaje
z Klinického hodnoceni budou obecné
pfedloZzeny do deseti pracovnich dnl od
jejich  shromazdéni. VSechny dotazy
musi Poskytovatel nebo HZ vyfeSit
kdykoli béhem Klinického hodnoceni do
péti (5) dnl od jejich obdrzeni. Tato
Ihata maze byt kratsi, pokud to vyzaduji

zvlastni  okolnosti  (napf. ohroZeni
bezpec&nosti pacienta, uzavfeni
databaze, prdbézna analyza atd.).

Poskytovatel zajisti pfesné a vcasné

shromazdovani, zaznamenavani a
pFedkladani Udaijt z Klinického
hodnoceni.

Zadavatel je vyhradnim vlastnikem

v8ech Udaju z klinického hodnoceni.

Kazda ze Smluvnich stran prohlasuje a
zaru€uje, Ze pouzije postupy, které
budou v souladu s pfisluSnymi zakony a
predpisy o ochrané osobnich udaja, aby
nic nebranilo zpracovani a predavani
téchto informaci a identifikator udaju.

Biologické vzorky
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If so specified in the Protocol, Institution
and Pl may collect and provide to
Sponsor or its designee/third party
vendor Biological Samples for testing
that is not directly related to patient care
or safety  monitoring, including
pharmacokinetic, pharmacogenomic, or
biomarker testing.

Institution shall not use Biological
Samples collected under the Protocol in
any manner or for any purpose other
than that described in the Protocol or the
ICF.

Sponsor or its designees/third party
vendors shall test Biological Samples as
described in the Protocol and/or as
consented by Trial Subject. Unless
otherwise specified in the Protocol,
Sponsor shall not provide the results of
such tests (“Sample Data”) to the
Institution, Pl or Trial Subject. Sample
Data shall be treated as Trial Data;
therefore, if Sponsor provides Sample
Data to the Institution, that data shall be
subject to the permitted use of Trial Data
as outlined in this Agreement.

Records and Retention

Institution shall ensure that Records are
kept up to date and maintained in
accordance with  Applicable Law.
Institution shall retain all Records and
other documents pertaining to the Trial
(including Trial Data and, if and as far as
required by Applicable Law or the
Protocol, Biological Samples), under
storage conditions conducive to their
stability and protection, for a minimum
period of fifteen (15) years, or longer if
required by the Applicable law, after
termination of the Trial (“Retention
period”) unless Sponsor authorizes, in
writing, earlier destruction. Sponsor will

13.1
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Pokud je to uvedeno v Protokolu, mlze

Poskytovatel a HZ shromazdovat a
poskytovat  zadavateli nebo  jim
povéfenému zastupci [/ externimu

dodavateli Biologické vzorky za ucelem
testy, které pfimo nesouvisi s péc¢i o
pacienta nebo s monitorovanim jeho
bezpec&nosti, v€etné farmakokinetickych,
farmakogenomickych testd nebo testu
biomarkeru.

Poskytovatel nepouzije  Biologické
vzorky odebrané podle Protokolu
zadnym jinym zpusobem ani k jinym
Ucellim, nez jak je popsano v Protokolu
nebo ve formulafi ICF.

Zadavatel nebo jeho povéreni zastupci /
externi dodavatelé provedou testy
Biologickych ~ vzorkd  vsouladu s
Protokolem a/nebo se souhlasem
Subjektu hodnoceni. Pokud neni v
Protokolu uvedeno jinak, neposkytne
Zadavatel vysledky t&chto testd (,Udaje
tykajici se vzorki“) Poskytovateli, HZ,
ani Subjektu hodnoceni. Udaje tykajici
se vzork(l budou povazovany za Udaje
z Klinického hodnoceni; proto pokud
Zadavatel poskytne Udaje tykajici se
vzorkl Poskytovateli, budou tyto udaje
podiéhat schvalenému pouziti Udaijt
z Klinického hodnoceni, jak je uvedeno v
této Smlouve.

Zaznamy a uchovavani zaznamu

Poskytovatel  zajisti  aktualizaci a
uchovavani Zaznam( v souladu s
Platnymi pravnimi pfedpisy.

Poskytovatel a HZ budou uchovavat
veSkeré Zaznamy a dalSi dokumenty
tykajici se Klinického hodnoceni (v€etné
Udaji z Klinického hodnoceni a
Biologickych vzork(, pokud to vyzaduji
Platné pravni predpisy nebo Protokol)
vsouladu s podminkami skladovani,
které umozni jejich stabilitu a ochranu,
po dobu minimalné patnacti (15) let nebo
déle, poklud to vyzaduji Platné pravni
predpisy po ukon&eni  Klinického
hodnoceni, (,Doba archivace“) pokud
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inform Institution at least sixty (60) days
beforethe expiry of the Retention period.
In the event that Sponsor fails to inform
the Institution within the specified time, it
shall be considered that he agrees to the
shredding. . Institution further agrees to
permit Sponsor to ensure that the
Records and other documents are
retained for a longer period if necessary,
at Sponsor's expense, under an
arrangement  that protects the
confidentiality of the Records and other
documents (e.g., secure off-site
storage).

Inspections and Audits

Sponsor, authorized representatives of
Sponsor, including the CRO, and/or
authorized representatives of the
competent regulatory authority and/or of
the respective IEC, may during regular
business hours examine and — as far as
permitted by Applicable Law - copy all
Records and other documents related to
the Trial: all CRFs and other Trial
records (including Trial Subject records
and medical charts; Trial Subject
consent documents; drug receipt and
disposition logs); examine and inspect
the facilities and other activities relating
to the Trial or the IEC; and observe the
conduct of the Trial; in each case
provided that such inspections and
audits are not incompatible with national
laws.

Institution shall inform Sponsor and CRO
without delay, in any case within twenty-
four (24) hours, of any effort or request
by regulatory authorities or other
persons to inspect or contact the
Institution or Institution Personnel with
regard to the Trial; shall provide Sponsor
and CRO with a copy of any
communications sent by such persons;
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Zadavatel pisemné neschvali dFfivéjsi
zniCeni.  Zadavatel bude informovat
Poskytovatele alespon Sesedat (60) dni
pfed uplynutim Doby archivace. V
pfipadé, Ze zadavatel ve stanovené
dobé poskytovatele zdravotnich sluzeb
informovat nebude, ma se za to, ze
souhlasi se skartaci. . Poskytovatel dale
souhlasi s tim, ze umozni Zadavateli

zajistit, aby byly Zaznamy a dalSi
dokumenty uchovavany v pfipadé
potfeby déle, na naklady Zadavatele, za
podminek, které  zajisti  ochranu
davérnosti Zaznam{ a dalSich
dokumentt (napf. bezpecné ulozeni

mimo misto provadéni hodnoceni).
Inspekce a audity

Zadavatel, povéreni zastupci Zadavatele,
v€etné CRO, a/nebo povéfeni zastupci
prislusného regulaéniho organu a/nebo
pfislusné IEC mohou v bézné pracovni
dobé& kontrolovat a - v rozsahu
povoleném Platnymi pravnimi pfedpisy —
pofizovat kopie vSech Zaznam( a
dalSich  dokumentli  tykajicich  se
Klinického hodnoceni: vSech CRF a
dalSich Zaznamu z Klinického hodnoceni

(vCetné zaznaml a zdravotni
dokumentace  Subjektd  hodnoceni;
dokumentace tykajici se souhlasu

Subjektd hodnoceni; protokolt o podani
a likvidaci 1éCiv); zkoumat a kontrolovat
prostory a zafizeni a dalSi C¢innosti
souvisejici s Klinickym hodnocenim nebo
IEC; a sledovat pribéh Klinického
hodnoceni; v kazdém pfipadé za
predpokladu, Ze tyto kontroly a audity
nebudou neslucitelné s vnitrostatnimi
pravnimi predpisy.

Poskytovatel bude neprodlené, v kazdém
pfipadé nejpozdéji do dvaceti &ty (24)
hodin, informovat Zadavatele a CRO o
jakékoli snaze nebo Z&dosti regulaénich
organt nebo jinych osob provést
inspekci nebo kontaktovat Poskytovatele

nebo Pracovniky Poskytovatele v
souvislosti s Klinickym  hodnocenim;
poskytnou Zadavateli a CRO kopii
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16.1

and shall provide Sponsor and CRO the
opportunity to participate in any

proposed or actual responses by
Institution and Pl to such
communications and - so far as
permitted by Applicable Law - in any
inspection.

Institution shall ensure the full

cooperation of the Institution Personnel
and |EC members with any such
inspection and shall ensure timely
access to applicable records and data.
Institution shall promptly resolve any
discrepancies that are identified between
the Trial Data and the Trial Subject’s
medical records. Institution  shall
promptly forward to Sponsor and CRO
copies of any inspection findings that
Institution receives from a regulatory
agency in relation to the Trial. Whenever
feasible, Institution shall also provide
Sponsor and CRO with an opportunity to
prospectively review and comment on
any Institution responses to regulatory
authority inspections with regard to the
Trial.

The Institution shall allow Sponsor/CRO
or their representatives to inspect,
monitor or audit the work within the
meaning of this Agreement at the study
site or at other contractually specified
premises where or with the help of which
the Trial shall be conducted exclusively
during normal working hours. However,
such inspection or audit must be agreed
at least 3 days in advance and must not
disrupt the normal operation of the
Institution.

Inventions

Any and all inventions, improvements,
variations, technologies, know-how,
technical information and related objects
resulting from the performance of the
Trial, otherwise arising out of use,
misuse or modification of Sponsor’s
Drug or otherwise arising in connection
with the conduct of the Trial, also where

15.3.

15.4.
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16.1

veSkeré komunikace zaslané témito
osobami a umozni jim podilet se na
jakékoli navrhované nebo skutecné
odpovédi Poskytovatele a HZ na tuto
komunikaci, a pokud to umozZhiuji
pfislusné zakony, ucastnit se pfipadné
inspekce.

Poskytovatel zajisti plnou spolupraci
Pracovnik(l Poskytovatele a clend IEC
pfi pfipadné inspekci a v€asny pfistup k
odpovidajicim zaznamim a datim.
Poskytovatel neprodlené vyfeSi veskeré
zjisténé nesrovnalosti mezi Udaji z
Klinického hodnoceni a zdravotnimi
zaznamy Subjektu hodnoceni.
Poskytovatel neprodlené preda
Zadavateli a CRO kopie kontrolnich
nalezli, které Poskytovatel obdrzi od
regulaéniho organu v souvislosti s
Klinickym hodnocenim. Kdykoli je to
mozné, Poskytovatel rovnéz umozni
Zadavateli a CRO potencialné
pfezkoumat jakékoli reakce Poskytovatel
na inspekce regulaénich organa v
souvislosti s Klinickym hodnocenim a
vyjadfit se k nim.

Poskytovatel umozni Zadavateli/CRO
nebo jejich zastupcim, aby provedli
kontrolu, monitorovani nebo audit praci
ve smyslu této Smlouvy u studijniho

pracovist¢ nebo vjinych  smluvné
uréenych prostorach, v nichz nebo
s jejichz pomoci se provadi Kilinické

hodnoceni, a to vyhradné béhem bézné
pracovni doby. Takova kontrola nebo
audit v8ak musi byt domluven minimalné
3 dny pfedem a nesmi narusit bézny
chod Poskytovatele.

Objevy

VesSkeré Objevy, zlepSeni, modifikace,

technologie, know-how, technické
informace a  souvisejici pfedméty
vytvorené v  dlsledku  provadéni

Klinického hodnoceni, jinak vyplyvajici z
pouziti, zneuziti nebo Upravy IéCiva
Zadavatele nebo jinak vzniklé v
souvislosti s provadénim Klinického
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they are not patentable or not concluded
in any industrial property rights
(“Invention”), are and become the sole
property of the Sponsor. If the conduct of
the Trial results in any Invention,
Institution shall promptly notify Sponsor
in writing. Institution shall ensure that its
contractual arrangements with  the
Institution Personnel (whether they are
its agents, officers, directors, employees,
subcontractors and other
representatives, including the Pl) provide
for the assignment of all interest in any
such Invention to Sponsor, free of any
obligation or consideration beyond that
provided for in this Agreement.
Institution shall provide reasonable
assistance to Sponsor in filing and
prosecuting any patent applications
relating to Inventions, at Sponsor’s
expense. Sponsor shall have the sole
power to apply for, to prosecute, to
enforce, to defend and to abandon any
intellectual property right relating to
Inventions, and Sponsor shall be free to
act in any such matter at its sole
discretion. Institution shall effect all
documents and assignments necessary
to vest all interest in Inventions in
Sponsors, in accordance with applicable
local law.

To the extent that a transfer of an
Invention as described in this Section 16
is not possible, Institution hereby grants
to Sponsor the exclusive (unlimited in
time, territory and scope), transferable,
sub-licensable, irrevocable and royalty-
free license to use and exploit the
Inventions in all manners which are
known today or will become known in
the future.

Publications and Publicity
Publication of the results of the Trial

(including Trial Data) shall be permitted
as set forth in the Protocol. Neither Party

16.2
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hodnoceni, i v pfipadé, Ze nejsou
patentovatelné nebo nejsou predmétem
prav. z  primyslového  vlastnictvi
(,Objev“), jsou a stanou se vyluénym
vlastnictvim  Zadavatele. Pokud =z
provadéni Klinického hodnoceni vyplyne
jakykoli Objev, bude o tom Poskytovatel

neprodlené pisemné informovat
Zadavatele. Poskytovatel je povinen
zajistit, aby smluvni ujednani

s Pracovniky Poskytovatele (tj. s jejimi
zastupci, vedoucimi pracovniky, fediteli,
zaméstnanci, subdodavateli a jinymi
predstaviteli, vcetné HZ) obsahovala
ustanoveni o postoupeni veSkerych prav
k takovému Objevu na Zadavatele bez
naroku na jiné protiplnéni nebo jiné

zavazky, nez jsou stanoveny v této
Smiouvé. Poskytovatel poskytne
Zadavateli  pfiméfenou pomoc a
spolupraci pfi podani a vymahani

patentovych pfihlasek vztahujicich se k
Objeviim, a to na naklady Zadavatele.
Zadavatel bude mit vyhradni pravo
zadat, vymahat, uplatfiovat ¢&i hajit
jakakoli prava k duSevnimu vlastnictvi ve
vztahu k Objevum, pfipadné se téchto
prav vzdat, a bude mit pravo jednat
vtéchto zalezitostech dle svého
vlastniho uvazeni. Poskytovatel vyhotovi
a zrealizuje veskeré dokumenty, kroky a
prevody nezbytné k tomu, aby veskera
prava k Objevim pfesla na Zadavatele v
souladu s mistnim pravem.

Pokud pfevod Objevu dle tohoto ¢lanku

16 neni mozny, udéluje timto
Poskytovatel Zadavateli vyhradni
(Casove, mistné a rozsahové
neomezenou), prevoditelnou,

neodvolatelnou a bezplatnou licenci k
uzivani a plnému vyuziti Objeva vSemi
zpUsoby, které jsou dnes znamy nebo
budou znamy v budoucnu.

Zverejnéni a publicita
Zverejnéni vysledki Klinického

hodnoceni (v&etné Udaja z Klinického
hodnoceni) je povoleno vrozsahu
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shall use the name of the other Party or
any of its employees or representatives
for promotional or advertising purposes
without written permission from the other
Party. However, Sponsor reserves the
right to identify the Institution and/or Pl in
association with a listing of the Protocol
in the National Institutes of Health (NIH)
Clinical Trials Data Bank, other publicly
available listings of ongoing clinical
trials, or other patient recruitment
services or mechanisms.

Insurance

The Sponsor declares and confirms that
in accordance with the provisions of § 52
(3) f) of Act. No. 378/2007 Coll., on
pharmaceuticals, as amended, it will
arrange insurance for the Trial.

The Institution declares that according to
§45 (2) (n) of Act No. 372/2011 Coll., on
health services, as amended, it has
taken out a liability insurance policy to
cover damages caused during the
provision of health care. According to §
45 (2) (n) of Act No. 372/2011 Coll., on
health services, as amended, the
insurance must be taken out for the
entire period during which the Institution
will provide health care.

Notwithstanding the foregoing, the
Institution shall be liable under this
Agreement for any claims resulting from
or in connection with the negligence,
willful misconduct, malpractice or other
wrongful acts or omissions of the
Institution, its Institution Personnel or Pl
in the execution of the Trial. The
Institution  further  represents and
warrants that is has sufficient assets,
means and procedures available to meet
its responsibilities, obligations and
liabilities under this Agreement in
particular the obligations contained in
Section 19.1 and 19.2 and to settle any

stanoveném Protokolem. Zadna ze
Smluvnich stran nepouzije jméno &i
nazev druhé Smluvni strany nebo jejich
zaméstnancu ¢i zastupcu k propagaénim
nebo reklamnim ucelllm bez pisemného
souhlasu  druhé  Smluvni  strany.
Zadavatel si vS8ak vyhrazuje pravo uvést
totoznost Poskytovatele a/nebo HZ v
souvislosti se zvefejnénim Protokolu
v databazi klinickych hodnoceni National
Institutes of Health (NIH), v jinych
vefejné dostupnych seznamech
probihajicich klinickych hodnoceni nebo
v jinych sluzbach nebo mechanismech
naboru pacient(.

Pojisténi

Zadavatel prohlaSuje a potvrzuje, ze v
souladu s ustanovenim § 52 odst. 3,
pism. f) zakon ¢&. 378/2007 Sb., o
lé¢ivech, ve znéni pozdéjsich predpisl,
zajisti pojisténi Klinického hodnoceni.

Poskytovatel prohlaSuje, ze ma dle § 45
odst. 2 pism. n) zakona &. 372/2011 Sb.,
o zdravotnich sluzbach, ve znéni
pozdéjSich pfedpisu, uzavienu pojistnou
smlouvu na pojisténi odpovédnosti za
Skodu zplUsobenou pfi poskytovani
zdravotni péce. Dle § 45 odst. 2 pism. n)
zdkona ¢&. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdéjsich predpisl,
musi byt pojisténi uzavifeno po celou
dobu, po kterou Poskytovatel poskytuje
zdravotni péci.

Bez ohledu na vySe uvedené nese
Poskytovatel podle této  smlouvy
odpovédnost za  jakékoli  naroky
souvisejici nebo vyplyvajici z nedbalosti,
umysiného pochybeni, nespravného
postupu nebo jiného protipravniho
jednani & opomenuti Poskytovatele,
Pracovnikll Poskytovatele nebo HZ pfi
provadéni Klinického hodnoceni nebo v
souvislosti s nim. Poskytovatel dale
prohlasuje a zaru€uje, Ze ma k dispozici
dostatecny majetek, finan¢ni prostrfedky
a postupy k plnéni svych povinnosti,
zavazkl a odpovédnosti podle této
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19.1

19.2

19.3

claims that
Institution.

may be made against

Indemnification

Institution shall defend, indemnify and
hold harmless Sponsor and its affiliates,

shareholders, officers, directors,
employees, third party vendors,
successors and assigns and the CRO
(collectively, the "Sponsor

Indemnitees") from and against any and
all liabilities, claims, actions or suits
resulting from any third party claim made
or suit brought against Sponsor
Indemnities arising out of:

a) the negligence or wrongful act or
omission of Institution, Pl or other
Institution Personnel, or

b) the breach of any term of this
Agreement (including the
Protocol) or of Applicable Law by
Institution, Pl and/or other
Institution Personnel.

Institution further agrees to indemnify
and hold harmless Sponsor Indemnitees
against any and all liability for claims by
an employee or independent contractor
of Institution asserting an employment
relationship with a Sponsor Indemnitee.

In consideration of the performance of
the Trial in accordance with the
provisions of this Agreement (including
the Protocol) and Applicable Law,
Sponsor agrees to defend, indemnify
and hold harmless Institution and
Institution Personnel from and against
any and all liabilities, claims, actions or
suits resulting from any third party claim
made or suit brought against Institution

19

19.1

19.2

19.3

smlouvy, zejména zavazk( obsazenych
v Clancich 19.1 a 19.2, a k vyporadani
jakychkoli narokd, které mohou byt vigi
Poskytovateli vzneseny.

Odskodnéni

Poskytovatel se zavazuje chranit,
odSkodnit a zbavit odpovédnosti
Zadavatele a jeho pfidruzené
spole€nosti, akcionare, vedouci
pracovniky, Feditele, = zaméstnance,
externi  dodavatele, nastupce a
postupniky a CRO (souhrnné

,Chranéné osoby Zadavatele®) z titulu
pfipadnych zavazk(, narok(, Zalob nebo
navrhl na zahajeni fizeni vyplyvajicich z
naroku tretich osob uplatnénych nebo
podanych proti Chranénym osobam
Zadavatele a vyplyvajicim z:

a) nedbalosti nebo protipravniho
jednani nebo opomenuti
Poskytovatele, HZ nebo jinych
Pracovnik(l Poskytovatele, nebo

b) poruseni jakékoli podminky této
Smlouvy (vCetné Protokolu) nebo
Platnych pravnich predpisi ze
strany  Poskytovatele a/nebo
Pracovnik(l Poskytovatele.

Poskytovatel dale souhlasi s tim, ze
bude chranit a od8kodni Chranéné
osoby Zadavatele a zbavi je
odpoveédnosti z titulu narok( uplatnénych
zaméstnancem nebo nezavislym
dodavatelem Poskytovatele na zakladé
pracovniho poméru u Chranéné osoby
Zadavatele.

S ohledem na provadéni Klinického
hodnoceni v souladu s ustanovenimi
této Smlouvy (vCetné Protokolu) a
Platnymi pravnimi pfedpisy se Zadavatel
zavazuje chranit, odSkodnit a zbavit
odpovédnosti Poskytovatele a
Pracovniky = Poskytovatele z titulu
veskerych pfipadnych zavazkd, narokd,
Zalob nebo navrhi na zahdjeni Fizeni
vyplyvajicich z narokl tfetich osob
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20.1

and Institution Personnel arising out of
the use of the Sponsor Drug, except to
the extent such liabilities, claims, actions
or suits result from Institution’s or , PI's
and/or other Institution Personnel’s
negligent or wrongful act or omission.

Termination

This Agreement shall terminate upon the
earlier of any of the following events:

a) If, through no fault of Institution,
the Trial is never initiated
because of IEC and/or competent
regulatory authorities’
disapproval, this Agreement shall
terminate immediately.

b) For purposes of this Agreement,
the Trial shall be considered
complete, and therefore the
Agreement shall terminate, after
conclusion of all Protocol-
required activities for all enrolled
Trial Subjects; receipt by Sponsor
of all relevant Protocol-required
data, Trial documents and
Biological Samples; and receipt
of all payments due to either
Party.

C) If the Trial in its entirety or at
Institution is terminated early as
described below, the Agreement
shall terminate after receipt by
Sponsor of all relevant Protocol-
required data, Trial documents
and Biological Samples and
receipt of all payments due to
either Party for the actually
performed services.

uplatnénych nebo podanych proti
Poskytovateli a jinym Pracovnikim
Poskytovatele a vyplyvajicich z uzivani
Hodnoceného |éCiva, s  vyjimkou
pfipadd, kdy tyto zavazky, naroky,
Zaloby nebo navrhy vyplyvaji z
nedbalosti nebo protipravniho jednani
nebo opomenuti Poskytovatele nebo HZ
a/nebo jinych Pracovnikd Poskytovatele.

Ukoncéeni Smlouvy

Platnost této Smlouvy skonCi vyskytem
nasledujicich udalosti, podle toho, ktera
nastane dfive:

a) Pokud bez zavinéni
Poskytovatele nebo HZ Klinickeé
hodnoceni neni zahajeno =z
ddvodu neschvaleni IEC nebo
pfislusnymi regulacnimi organy,
skonci tato Smlouva s okamzitou
platnosti.

b) Pro dcely této Smlouvy bude
Klinické hodnoceni povazovano
za dokondené, a tudiz platnost
této Smlouvy skonéi, jakmile
budou ukon&eny vSechny
¢innosti vyzadované na zakladé
Protokolu ve vztahu ke vSem
prihlaSenym Subjektim
hodnoceni; Zadavatel obdrzi
veskeré relevantni udaje
pozadované Protokolem,
dokumenty tykajici se Klinického
hodnoceni a Biologické vzorky; a
kazda Smluvni strana obdrzi
vesSkeré platby, které ji nalezi.

c) Dojde-li k pfed€asnému ukonceni
Klinického hodnoceni v piném
rozsahu nebo v ramci
Poskytovatele, jak je popsano
nize, platnost Smlouvy skonci,
jakmile Zadavatel obdrzi veSkeré
relevantni Udaje poZadované
Protokolem, dokumenty tykajici
se Klinického hodnoceni a
Biologické vzorky a kazda
Smluvni strana obdrzi veskeré



20.2

d) Sponsor reserves the right to
terminate the Trial in its entirety
or at Institution only at its
discretion upon thirty (30) days
written notice to Institution.

e) Sponsor further reserves the right
to terminate the Trial in its
entirety or at Institution only
immediately upon written
notification to Institution for
causes that include violation of
the Applicable Law, failure to
enroll Trial Subjects at a rate
sufficient to  achieve  Trial
performance goals; material
unauthorized deviations from the
Protocol or reporting
requirements; circumstances that
in Sponsor’s opinion pose risks to
the health or well-being of Trial
Subjects; or regulatory authorities
actions relating to the Trial or the
Sponsor Drug or Comparator
Drug.

f) Institution reserves the right to
terminate the Trial at Institution
immediately upon written
notification to Sponsor and CRO
if requested to do so by the
responsible IEC or if such
termination is mandatorily
required to protect the health of
Trial Subjects.

If the Trial is terminated early in
accordance with this Agreement other
that for Institution’s default in
accordance with Section 20.1.e),
Sponsor shall provide a termination

20.2

platby, které ji nalezi za skute¢né
poskytnuté sluzby.

d) Zadavatel si vyhrazuje pravo
ukonéit Klinické hodnoceni v
celém rozsahu nebo pouze
v ramci Poskytovatele dle svého
vlastniho uvazeni na zakladé
pisemné vypovédi predlozené
Poskytovateli tficet (30) dnu
predem.

e) Zadavatel si dale vyhrazuje
pravo ukoncit Klinické hodnoceni
v celém rozsahu nebo pouze
vV ramci Poskytovatele
s okamzitou platnosti na zakladé
pisemného oznameni
pfedlozeného Poskytovateli z
davodu, mezi které patfi
poruSeni  Platnych  pravnich
predpisq, nabor Subjektd
hodnoceni, ktery nestadi k
dosazeni cilt Klinického
hodnoceni; vyznamné
neschvélené odchylky od
Protokolu nebo pozadavkid na
vykazovani;  okolnosti, které
podle nazoru Zadavatele ohrozuji
zdravi nebo kvalitu Zivota
Subjektl hodnoceni; nebo
opatfeni  regulaénich  organu
tykajici se Klinického hodnoceni,
Hodnoceného IéCiva nebo
Srovnavaciho |é¢iva.

f) Poskytovatel si vyhrazuje pravo
ukonéit Klinické hodnoceni u
Poskytovatele s okamZitou
platnosti na zakladé pisemného
oznameni Zadavateli a CRO,
pokud o to pozada odpovédna
IEC nebo pokud je jeho ukon&eni
nezbytné za ucCelem ochrany
zdravi Subjektd hodnoceni.

Dojde-li  k pfed€asnému ukonceni
Klinického hodnoceni v souladu s touto
Smlouvou, nikoli v dusledku chyby na
strané Poskytovatele podle &lanku 20.1
e), poskytne Zadavatel odstupné ve vysSi
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payment equal to the amount owed for
work already performed up to and
including the effective date of
termination, in  accordance  with
Attachment A, less payments already
made. The termination payment shall
include any non-cancelable expenses,
other than personnel costs, so long as
they were properly incurred and
prospectively approved by Sponsor
and/or CRO, and, only to the extent such
costs cannot reasonably be mitigated. If
the Trial was never initiated because of
disapproval by the IEC, Sponsor shall
reimburse Institution for IEC fees, if any,
and for any other expenses that were
prospectively approved in writing by
Sponsor.

Unless Sponsor instructs otherwise in
writing, Institution shall promptly return
all materials supplied by Sponsor for the
conduct of the Trial, including unused
Sponsor Drug or Comparator Drug,
unused CRFs, and any Equipment
supplied by Sponsor.

Debarment, Exclusion, Licensure and
Response

Institution certifies that it is not debarred
or restricted from conducting clinical
research and shall not use in any
capacity the services of any person
debarred or restricted from conducting
clinical research under Applicable Law
with respect to services to be performed
under this Agreement. Institution also
certifies that it is not excluded from any
governmental health care
program. Institution further certifies that
has not violated any applicable anti-
kickback or false claims laws or
regulations. During the term of this
Agreement and for three (3) years after
its termination, Institution shall notify
Sponsor promptly in writing [to the extent
possible, within two (2) business days if
either of these certifications needs to be

20.3
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Castky nélezZejici za jiz vykonanou praci
do data uc€innosti ukonceni véetné, v
souladu s Prilohou A, po odecteni
Castek, které jiz byly uhrazeny.
Odstupné bude zahrnovat veskeré
nezrus$itelné vydaje, s vyjimkou osobnich
naklad(l, pokud byly fadné vynalozeny a
vyhledové  schvaleny  Zadavatelem
a/nebo CRO, a pouze v rozsahu, v
jakém tyto vydaje nelze pfimérené snizit.

Pokud Klinické hodnoceni nebylo
zahdjeno z dGvodu neschvaleni ze
strany IEC, uhradi Zadavatel

Poskytovateli pfipadné poplatky IEC a
veSkeré dalSi vydaje, které byly
potencialné pisemné schvaleny
Zadavatelem.

Pokud Zadavatel pisemné neurci jinak,
vrati Poskytovatel neprodlené vsechny
materialy dodané Zadavatelem za
ucelem provadéni Klinického hodnoceni,
vcetné nepouzitého Hodnoceného léCiva
nebo Srovnavaciho IéCiva, nepouzitych
formulaft CRF a jakéhokoli Zafizeni
dodaného Zadavatelem.

Zakaz ¢innosti, vylouéeni, povoleni
pracovat ve zdravotnictvi a reseni
situace

Poskytovatel potvrzuje, Ze nema zakaz
¢innosti ani jiné omezeni provadét
klinicky vyzkum, a zavazuje se
nevyuzivat zadné sluzby jakékoli osoby,
na kterou se vztahuje zakaz nebo
omezeni provadéni klinického vyzkumu
v souladu s Platnymi pravnimi pfedpisy,
v souvislosti se sluzbami poskytovanymi
podle této Smlouvy. Poskytovatel dale
potvrzuje, Ze nebyl vylou€en ze zadného

vladniho programu zdravotni péce.
Poskytovatel rovnéz potvrzuje, ze
neporusil zadné platné zakony a

predpisy proti Uplatkim a korupci.
Poskytovatel se zavazuje v dobé
platnosti této Smlouvy a po dobu ffi (3)
let po jejim ukon€eni neprodlené
pisemné informovat Zadavatele [pokud
mozno do dvou (2) pracovnich dnd] v
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amended in light of new information or if
Institution becomes aware of any
material issues related to the medical
licensure of any associated Trial
researchers (including the PI). Institution
shall cooperate with Sponsor regarding
any responsive action necessary.

The Institution certifies that the Pl is not
debarred or restricted from conducting
clinical research and shall not use in any
capacity the services of any person
debarred or restricted from conducting
clinical research under Applicable Law
with respect to services to be performed
under this Agreement.

Assignment and Delegation

Sponsor may at any time assign or
otherwise transfer the Agreement and all
or any parts of its rights or obligations
under this Agreement to an affiliate or to
a third party without the prior consent of
Institution. Sponsor may also at any time
and upon written notice to Institution
assume the obligations and rights of the
CRO or substitute the CRO with another
independent contractor. None of the
rights or obligations under this
Agreement may be assigned or
subcontracted by Institution to any third
party without the prior written consent of
Sponsor, and the express agreement of
Institution and the requisite new
assignee or subcontractor. For the
avoidance of doubt any approved
subcontractor will be placed under the
oversight of the Pl in the performance of
the Trial related activities. Institution
must notify Sponsor, in advance, prior to
moving to another location. This
Agreement shall bind and inure to the
benefit of the successors and permitted
assigns of the Sponsor.
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pfipadé&, Ze bude potfeba zménit nékteré
z téchto opravnéni s ohledem na nové
informace, nebo pokud se dozvi o
zavaznych problémech souvisejicich
s povolenim pracovat ve zdravotnictvi
jakychkoli  vyzkumnych  pracovnik
podilejicich se na Klinickém hodnoceni
(véetné HZ). Poskytovatel bude
spolupracovat se Zadavatelem, pokud
jde o vesSkeré nezbytné kroky, kdy je
potfeba reagovat.

Poskytovatel potvrzuje, ze HZ nema
zakaz ¢innosti ani jiné omezeni provadét
klinicky vyzkum, a zavazuje se
nevyuzivat zadné sluzby jakékoli osoby,
na kterou se vztahuje zakaz nebo
omezeni provadéni klinického vyzkumu
v souladu s Platnymi pravnimi pfedpisy,
v souvislosti se sluzbami poskytovanymi
podle této Smlouvy.

Postoupeni a delegovani

Zadavatel mize kdykoli postoupit nebo
jinak prevést Smlouvu a veSkera sva

prava nebo povinnosti podle této
Smlouvy nebo jejich &ast na pfidruZenou
spoleCnost nebo tfeti osobu bez

predchoziho souhlasu Poskytovatele.
Zadavatel muze také kdykoli na zakladé
pisemného oznameni Poskytovateli
prevzit zavazky a prava CRO nebo
nahradit CRO jinym  nezavislym
dodavatelem. Poskytovatel nesmi
postoupit ani pfevést Zadna prava nebo
povinnosti vyplyvajicich z této Smlouvy
na tfeti osobu bez prfedchoziho
pisemného souhlasu Zadavatele a
vyslovného souhlasu Poskytovatele a
pfipadného nového nabyvatele nebo
subdodavatele. K vylou€eni pochybnosti
se uvadi, Ze jakykoli schvaleny
subdodavatel bude pfi vykonu c¢innosti
souvisejicich s Klinickym hodnocenim
pod dohledem HZ. Poskytovatel musi
pfedem informovat Zadavatele dfive,
nez se pfestéhuje na jiné misto. Tato
Smlouva je zavazna pro vSechny
nastupce a schvalené nabyvatele prav
Zadavatele a pfechazi na né i vyhody



23

24

241

24.2

24.3

Equipment

Sponsor or CRO may provide, or
arrange for a vendor to provide, certain
equipment for use by Institution during
the conduct of the Trial (“Equipment”).
Equipment  use, ownership  and
disposition terms are further outlined in
Attachment B, if any Equipment is
provided.

Anti-Bribery

Institution shall comply at all times with
all applicable laws and regulations
combating bribery and corruption (“Anti-
Bribery Laws”). Institution hereby
represents and warrants that it has not
offered to pay, paid, or accepted, and
undertakes that it will not offer, pay, or
accept, any bribes (including any
improper gifts or entertainment) to or by
any person (including, in particular, any
government or public official of any
jurisdiction) to secure or retain a
business advantage for the benefit of
Institution, PI, Sponsor and/or CRO
under or in connection with this
Agreement.

Institution shall take appropriate steps, in
particular maintain and effectively
enforce internal policies and procedures,
to ensure that Institution’s officers,
directors, employees, third party vendors
and representatives, or any other person
acting on behalf of Institution, including
the PI (collectively the
“Representatives”) will not breach any
Anti-Bribery Laws. Institution shall be
responsible for any breach of Anti-
Bribery Laws by its Representatives
under or in connection with this
Agreement.

In addition, Institution shall ensure that
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24.3

plynouci ze Smlouvy.

Zarizeni

Zadavatel nebo CRO mohou poskytnout
urCité zafizeni nebo vybaveni zajistit
jeho poskytnuti externim dodavatelem

za ucelem pouziti  ze strany
Poskytovatele béhem provadéni
Klinického  hodnoceni  (,Zafizeni").

Podminky pouziti, vlastnictvi a dispozice
se Zafizenim jsou dale uvedeny v
Pfiloze B, pokud bylo né&jaké Zafizeni
poskytnuto.

Boj proti korupci

Poskytovatel musi za kazdych okolnosti
dodrzovat veSkeré platné zakony a
predpisy proti uplatkarstvi a korupci
(,Protikorupcni zakony*). Poskytovatel
timto prohlasuje a zarucuje, ze nenabidl
ani neposkytl platbu zadné osobé a
nepfijal Zadné Uplatky (vCetné
nevhodnych darli nebo zabavy) od
zadné osoby (zejména statnich afednikl
v jakékoli jurisdikci), a ani v budoucnu
nenabidne, neposkytne, ani nepfijme
vy8e uvedené k zajisténi nebo udrzeni
obchodni  vyhody ve prospéch
Poskytovatele, HZ, Zadavatele a/nebo
CRO na zakladé této Smlouvy nebo v
souvislosti s ni.

Poskytovatel pfijme vhodna opatfeni,
zejména zavede a bude efektivné
uplatiovat interni zdsady a postupy s
cilem zabranit poruseni Protikorup&nich
zakonl ze strany Ufednika, fediteld,
zaméstnancl, externich dodavatelll a
zastupcu Poskytovatele, popf. jinych
osob jednajicich jménem Poskytovatele

véetné HZ (spole¢né ,Zastupci).
Poskytovatel odpovida za jakékoli
poruseni Protikorupénich zakona ze

strany svych Zastupcl na zakladé této
Smlouvy nebo v souvislosti s ni.

Poskytovatel dale zajisti, aby vSechny
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any person engaged by Institutionfor
purposes of performing services or
providing goods under or in connection
with this Agreement does so only on the
basis of a written contract which
imposes on and secures from such
person applicable terms equivalent to
those imposed on Institution in this and
the foregoing paragraphs of this
Section 24.

Any material breach of any obligation
under this Section 24 by Institution or its
Representatives shall entitle Sponsor to
terminate this Agreement with immediate
effect and claim any damages resulting
from such breach.

Employer’s Approval

Institution acknowledges that Pl may
need to participate in investigator
meetings regarding this Trial. The

Institution will approve the participation
of Pl in such meetings within no longer
than two (2) weeks.

Survival of Obligations

Obligations relating to Confidential
Information, Inventions, Records,
Publications, Publicity, Debarment and
Exclusion, and Indemnification shall
survive termination of this Agreement, as
do any other provision in this Agreement
or its Attachments that by its nature and
intent remains valid after the term of the
Agreement.

Entire Agreement and No Waiver

This Agreement contains the complete
understanding of the Parties and shall,
as of the Effective Date, supersede all
other agreements between the Parties
concerning the specific Trial.  This
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osoby jim angazované za uCelem
poskytovani zbozi nebo sluzeb na
zakladé této Smlouvy nebo v souvislosti
s ni poskytovaly pInéni pouze na
zakladé pisemné smlouvy, ktera kazdé
takové osobé uklada odpovidajici
podminky rovnocenné podminkam, které
je Poskytovatel povinen dodrzovat dle
tohoto odstavce a predchazejicich
odstavcu tohoto ¢lanku 24, a zajistuje
jejich dodrzovani.

Jakékoli podstatné poruseni jakékoli
povinnosti podle tohoto ¢lanku 24 ze
strany  Poskytovatele nebo  jeho
Zastupcl opraviiuje Zadavatele k
okamzitému ukoncCeni této Smlouvy a
uplatnéni narokl na nahradu S$kody
vyplyvajici z takového poruseni.

Souhlas zaméstnavatele

Poskytovatel bere na védomi, ze HZ se

bude muset ucastnit setkani
zkousejicich  tykajicich se  tohoto
Klinického hodnoceni.  Poskytovatel

schvali u€ast HZ na takovych setkanich
do dvou (2) tydnu.

Platnost povinnosti po ukonéeni
Smlouvy

Povinnosti  tykajici se  Duvérnych
informaci, Objev(, Zaznamu, zvefejnéni,
publicity, zakazu &innosti a vylouceni a
odskodnéni zUstavaji v platnosti i po
ukond&eni této Smlouvy, stejné jako dalsi
ustanoveni této Smlouvy nebo jejich
pfiloh, které vzhledem ke své povaze a
zaméru zlstavaji v platnosti i po
ukon&eni Smiouvy.

Uplna smlouva, neexistence vzdani se
prava

Tato Smlouva obsahuje Uplné ujednani
Smluvnich stran a k Datu d€innosti
nahradi vS8echny ostatni smlouvy
Smluvnich stran tykajici se daného
Klinického hodnoceni. Tuto Smlouvu Ize
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Agreement may only be extended,
renewed or otherwise amended in
writing, by the mutual consent of the
Parties. No waiver of any term,
provision or condition of this Agreement,
or breach thereof, whether by conduct or
otherwise, in any one or more instances
shall be deemed to be or construed as a
further or continuing waiver of any such
term, provision or condition, or any prior,
contemporaneous or subsequent breach
thereof, of any other term, provision or
condition of this Agreement whether of a
same or different nature.

Conflict with Protocol

To the extent that terms or provisions of
this Agreement conflict with the terms
and provisions of the Protocol, the terms
and provisions of the Protocol shall
control.

Relationship of the Parties

The relationship of Institution to Sponsor
is one of independent contractor and not
one of partnership, agent and principal,
employee and employer, joint venture, or
otherwise.

Governing Law

This Agreement shall be governed by
and construed in accordance with the
laws of the Czech Republic, without
giving effect to conflict of law provisions.
The Czech version of this Agreement
shall prevail for any interpretation and
construction thereof, and all proceedings
shall be conducted in Czech.

All the disputes arising out of or related
to the Agreement will be submitted to the
jurisdiction of materially and locally

prodlouZit, obnovit nebo jinak upravit
pouze pisemné se souhlasem obou
Smluvnich stran. Vzdani se prava na
dodrzeni  jakékoli podminky nebo
ustanoveni této Smlouvy nebo prava
plynouciho z jejich poruSeni, na zakladé
jednani ¢i jinak, v jednom ¢&i nékolika
pfipadech nebude povazovano za dalsi
nebo pokracdujici vzdani se prava na
dodrzeni takové podminky nebo
ustanoveni, ani prava plynouciho z jejich
pfedchoziho, soucasného nebo
nasledného poruseni, nebo vzdani se
prava na dodrzZeni jakékoli jiné podminky
nebo ustanoveni této Smlouvy stejné
nebo odlisné povahy, ani tak nebude
vykladano.

Rozpor s Protokolem

Pokud jsou podminky a ustanoveni této
Smlouvy v rozporu s podminkami a
ustanovenimi Protokolu, plati podminky
a ustanoveni Protokolu.

Vztahy mezi Smluvnimi stranami

Vztah Poskytovatele k Zadavateli je
vztahem nezavislych smiluvnich stran,
nikoli vztahem partnerského podniku,
zastupce a zmocnitele, zaméstnance a
zaméstnavatele, spoleéného podniku a
podobné.

Rozhodné pravo

Tato Smlouva se fidi a je vykladana
vsouladu s pravem Ceské republiky,
bez pouziti koliznich norem. Pro ucely
interpretace a vykladu Smlouvy plati jeji
Ceska verze a vesSkera fizeni budou
vedena v ¢eském jazyce.

VSechny spory vyplyvajici z této
Smlouvy a s touto Smlouvou souvisejici
budou feSeny u vécné a mistné
pfislusného ¢eského soudu, pokud
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competent courts of the Czech republic if
the dispute cannot be settled amicably.

Force Majeure

Neither Party shall be liable for delay in
performing or failure to perform
obligations under this Agreement if such
delay or failure results  from
circumstances outside its reasonable
control (including, without limitation, any
act of God, governmental action,
accident, strike, terrorism, bioterrorism,
lock-out or other form of industrial
action) promptly notified to the other
Party (“Force Majeure”). Any incident of
Force Majeure shall not constitute a
breach of this Agreement and the time
for performance shall be extended
accordingly; however, if it persists for
more than thirty (30) days, then the
Parties may enter into discussions with a
view to alleviating its effects and, if
possible, agreeing on such alternative
arrangements as may be reasonable in
all of the circumstances.

Severability Clause

Should a provision of this Agreement be
invalid or become invalid or should this
Agreement contain an omission, then
the legal effect of the other provision
shall not thereby be affected. Instead of
the invalid provision a valid provision is
deemed to have been agreed upon
which comes closest to what the Parties
intended; the same applies in the case
of an omission.

Notices

All  notices required under this
Agreement shall be in writing and in
English, and shall be deemed to have
been given when hand delivered, sent
by overnight courier or certified mail, as
follows, provided that all urgent matters,
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nedojde k jejich smirnému urovnani.

Vyss§i moc

Zadna ze Smluvnich stran neodpovida
za opozdéné pinéni nebo neplnéni
povinnosti vyplyvajicich z této Smlouvy,
jestlize je takové zpozdéni €i neplnéni
disledkem  okolnosti  mimo  jeji
pfiméfenou kontrolu (mimo jiné vcetné
pfirodnich  katastrof, krokd vlady,
nehody, stavky, terorizmu, bioterorizmu,
vyluky nebo jiné formy protestnich akci
zaméstnancu), o kterych dana Smluvni
strana neprodlené uvédomi druhou
Smluvni stranu (,Vy$Si moc®). Udalost
vy$S8i moci nepfedstavuje poruSeni této
Smlouvy a termin pInéni bude pfiméfené
prodlouzen; jestlize v8ak udalost trva
déle nez tficet (30) dnd, mohou Smluvni
strany zahajit jednani s cilem zmirnit jeji
disledky a dohodnout se, pokud mozno,
na alternativnich ujednanich
pfiméfenych danym okolnostem.

Salvatorni klauzule

Pokud bude nékteré ustanoveni této
Smlouvy neplatné nebo se neplatnym
stane, nebo pokud budou nékteré
informace vynechany, nebude tim
dotcen pravni uCinek  ostatnich
ustanoveni. Misto neplatného
ustanoveni se méa za to, Ze bylo
dohodnuto platné ustanoveni, které se
svym vyznamem nejvice blizi zaméru
Smluvnich stran; totéz plati v pfipadé
vynechani informaci.

Oznameni

VeSkera oznameni vyzadovana touto
Smlouvou musi mit pisemnou podobu a
musi byt v angli¢tin@ a budou
povazovana za uskuteCnéna, pokud
budou doru¢ena osobné, zaslana kuryrni
sluzbou do druhého dne nebo



such as safety reports, shall be promptly
communicated via telephone, and
confirmed in writing:

If to Sponsor:

MorphoSys AG
Semmelweisstrasse 7
82152 Planegg
Germany

Attention: Head of Clinical Operations

Tel: @i R s f i

B L

If to CRO:

PSI CRO Czech Republic s.r.o.
V Parku 2343/24, 148 00 Praha 4 — Chodov
Czech Republic

Attention: Head of Clinical Operations
Telephone & i fZa iz
If to Institution:

Fakultni nemocnice v Motole
(Motol University Hospital)
V Uvalu 84/1

150 06 Praha 5

Czech Republic

Attention: Department of Clinical Trials,
Secretariat of the Deputy for Medical and
Preventive Care

Telephone: ;3‘”',1:_’ :::-;i:ﬁ_?‘lm}*; ::
In the event that the Parties execute this
Agreement by exchange of electronically signed
copies or facsimile signed copies, the Parties
agree that, upon being signed by both Parties,
this Agreement shall become effective and
binding and that facsimile copies and/or
electronic signatures shall constitute evidence of
a binding Agreement with the expectation that

doporu€enym dopisem na nasledujici
adresu pod podminkou, Ze vSechny

naléhavé véci, napf. zpravy o
bezpecnosti, budou nahlaseny
neprodlené telefonicky a potvrzeny
pisemné:

Pro Zadavatele:

MorphoSys AG

Semmelweisstrasse 7

82152 Planegg

Némecko

K rukam: Head of Clinical Operations
Tel: SR i s aating Ty

Pro CRO:

PSI CRO Czech Republic s.r.o.

V Parku 2343/24, 148 00 Praha 4 — Chodov
Ceska republika

K rukam: Head of Clinical Operations

T AR A
oLl "'H' '|- :..;1- %
Tel AL “E!F .:’: L] .{I

Pro Poskytovatele:

Fakultni nemocnice v Motole
V Uvalu 84/1

150 06 Praha 5

Ceska republika

K rukam: Oddéleni klinickych studii, sekretariat
naméstka LPP-AAE 0 St i inasaeld

V pfipadé, ze Smluvni strany podepisi tuto
Smlouvu prostfednictvim vymény elektronicky
podepsanych kopii nebo podepsanych kopii
zaslanych faxem, dohodly se Smluvni strany na
tom, Ze po podpisu obéma Smluvnimi stranami
bude tato Smlouva U¢€inna a zavazna a ze faxové
kopie a/nebo elektronické podpisy budou
dikazem zavazné Smlouvy stim, Ze se



original documents shall later be exchanged in
good faith. This Agreement has been executed in
two originals, one for the Institution and one for
the CRO.

34 Contract Register

The Parties acknowledge that Act No. 340/2015
Coll.,, on the Contract Register obliges the
Institution to publish this Agreement. The
Sponsor through CRO shall prepare a machine-
readable electronic format of this Agreement
which will blind out sensitive information in
compliance with Section 3 Subsection 1 of the
Act on the Contract Register and send it to the
Institution for publication. Once the Institution
publishes the Agreement, the Institution shall
inform CRO of the publication via the CRO data
box with identifier: gw5vnbb and by email sent
to: sl SRR, The Act on the
Contract Register also obliges the Institution to
publish the estimated value of this Agreement.
The parties agree that this amount shall be
defined as CZK 2 630 000.00.

The Sponsor acknowledges that the Institution,
as a state-subsidized organization, is obliged to
provide information at the request of a third party
under Act No. 106/1999 Coll., on free access to
information, as amended.

predpoklada, Ze originalni dokumenty budou v
dobré vife vyménény pozdéji. Tato Smlouva je
vyhotovena a podepsana ve dvou vyhotovenich,
pficemz Poskytovatel a CRO obdrzi po jednom
vyhotoveni.

34 Registr smluv

Smluvni strany berou na védomi, Ze v souladu se
Zakonem ¢&. 340/2015 Sb. o registru smluv je
Poskytovatel povinen zvefejnit tuto Smlouvu.
Zadavatel prostfednictvim CRO pfipravi tuto
Smlouvu ve strojové Ccitelném elektronickém
formatu, vnémz budou =zaslepeny citlivé
informace vsouladu s § 3 odst. 1 uvedeného
zdkona o registru smluv, a zasle ji Poskytovateli
pro ucCely zvefejnéni. Jakmile Poskytovatel
zvefejni smlouvu, bude o tom informovat CRO
prostfednictvim datové schranky CRO s pouzitim
nasledujiciho identifikatoru: gw5vnbb a emailem
zaslanym na adresu:;ufaEl Eriandiiaanhag 4
Poskytovatel je dle zakona o registru smiuv
rovnéz povinen zvefejnit odhadovanou hodnotu
této Smlouvy. Smluvni strany souhlasi s tim, ze
tato hodnota je ve vysi 2 630 000 K¢&.

Zadavatel bere na védomi, Ze Poskytovatel
jakozto statni pfispévkova organizace, je povinen
na dotaz tfeti osoby poskytnout informace podle
zakona €. 106/1999 Sb., o svobodném pfistupu k
informacim, ve znéni pozdéjSich predpisu.



The Parties have caused this Agreement to be Smluvni strany podepsaly tuto  Smlouvu
executed by their duly authorized representative:  prostfednictvim svych Fadné zplnomocnénych
zastupcl:

INSTITUTION / POSKYTOVATEL:

I ) cclegation / na

zakladé povéreni
Date, Signature / Datum, Podpis

CRO on behalf and for the account of MorphoSys AG / CRO jménem a na ucet
MorphoSys AG:

_, Country Manager, by Power of Attorney/ na zakladé pIné moci
Date, Signature / Datum, podpis

_, by Power of Attorney/ na zakladé& plné moci

Date, Signature / Datum, podpis

I, the undersigned [ GG s ihc | estigator, do hereby confirm that |

have been properly made aware of the Agreement and relevant Trial Documentation and | undertake
to comply with the obligations arising therefrom. Furthermore, | undertake not to disclose information
regarding the Trial without the prior written consent of the Sponsor, not to disclose any information
provided, to treat such information as confidential and to refrain from any other use of such information
and results than for the purposes of this Trial. As Investigator, | agree that the Sponsor (and, if
applicable, the CRO) will collect, use, process and disclose my personal data, including the name,
qualifications and experience in the Trial, my financial data concerning, among other things,
remuneration and financial compensation received and other personal data for Trial-related
administrative purposes and to ethics committees and government authorities, and | undertake to
ensure this approval also from the co-investigators and other members of the Study Team.



Nize podepsana | IEGNNNGEG@G@GEGEEEEE. oo zkousejici potvrzuji, Ze jsem se Ffadné
seznamila se smlouvou a pfislusnou dokumentaci ke klinickému hodnoceni |€Civa a zavazuji se zajistit
dodrzovani povinnosti z nich vyplyvajicich. Dale se zavazuji nezvefejnovat informace tykajici se
pfedmétného klinického hodnoceni bez pfedchoziho pisemného souhlasu zadavatele, zachovavat
micenlivost o vSech poskytnutych informacich, povazovat tyto za divérné a zdrzet se jakéhokoliv
jiného uziti téchto informaci a vysledkd nez pro ucely tohoto klinického hodnoceni. Jako zkousejici
souhlasim s tim, ze zadavatel (a popf. i CRO) bude/budou shromazdovat, pouzivat, zpracovavat a
zvefejfiovat mé osobni udaje, v€etné jména, kvalifikace a zkuSenosti v klinickém hodnoceni, mé
finanéni udaje vztahujici se mimo jiné k obdrzené odméné a finanéni nahradé& a dalsi osobni udaje k
administrativnim Gc¢elim v souvislosti s klinickym hodnocenim, popf. k poskytnuti etickym komisim a
statnim Gfadlm a zavazuji se zajistit tento souhlas i od spoluzkousejicich a ostatnich ¢lend studijniho
tymu.




Attachment A
Payment Terms

1. Procedural Costs

(1) General Terms. Institution shall be paid
the per patient grant amount as outlined in
Annex 1 per Trial Subject properly enrolled in
the Trial. These payments should cover
procedural costs in accordance to the schedule
of assessments in the Protocol. Institution shall
be reimbursed for visits and procedures
conducted once these are documented in the e-
CRF. The grant amount constitutes the full
compensation for the work to be completed by
the Institution and P, including all work and care
specified in the Protocol for the Trial, along with
all overhead and administrative services,
including Trial Subjects’ travel and care costs, if
applicable. No compensation shall be available
for Trial Subjects enrolled or continuing in the
Trial in violation of the Protocol.

(2) Institution will not be reimbursed for any
additional testing, treatment, or procedures not
required by the Protocol or specified in the
Annex 1 to this Attachment A.

1. Non-Procedural Costs

(1) Non-Procedural and Other Additional
Costs. Institution shall be paid for additional non-
procedural and other additional costs that are
pre-approved by Sponsor, as per Annex 1. To
request payment for such costs, Institution shall
remit an itemized invoice to CRO with
documentation and receipts substantiating pre-
agreed-upon pass-through expenses. Any non-
procedural and other additional pass-through
expenses shall be invoiced only in the amount
actually incurred with no mark-up, up to the
maximum amounts shown in Annex 1. Institution
waives its right to receive any payments for pass
through expenses to the extent Institution has
failed to produce actual copy invoices or other
documentation clearly substantiating that the
expenditures were actual, reasonable, and
verifiable in  the amount submitted for
compensation.

Priloha A

Platebni podminky

1. Naklady na procedury

(1) Obecné podminky. Poskytovateli bude
placena d&astka grantu na pacienta, jak je
uvedeno v pfiloze & 1, na jeden Subjekt

hodnoceni Ffadné zafazeny do Kilinického
hodnoceni. Tyto platby pokryvaji naklady na
procedury v souladu s rozpisem vySetfeni
uvedenym v Protokolu. Poskytovatel obdrzi

Uhradu za uskute¢néné navstévy a procedury,
jakmile budou tyto zdokumentovany v e-CRF.
Castka grantu predstavuje celou odménu za
praci, kterou ma Poskytovatel a HZ provadét,
véetné vesSkeré prace a péle upresnéné
v Protokolu  Klinického  hodnoceni, spolu
s veSkerymi  rezijnimi a  administrativnimi
sluzbami, véetné nakladl Subjektd hodnoceni
na cestovné a na péci, podle vhodnosti. Za
Subjekty hodnoceni zafazené do Kilinického
hodnoceni nebo pokralujici v ucasti v rozporu

s Protokolem  nebude  poskytnuta Zadna
odména.
(2) Poskytovatel neobdrzi odménu za

zadné dopliujici testy, léCbu ani procedury,
které nejsou vyzadovany Protokolem nebo
upfesnény v pfiloze &. 1 k této pfiloze A.

L. Naklady jiné nez na procedury

(1) Naklady jiné nez na procedury a dalSi
naklady. Poskytovateli bude zaplaceno za dalSi
naklady jiné nez na procedury nebo jiné dalsi
naklady, které predem schvali Zadavatel
v souladu s pfilohou €. 1. K vyzadani plateb za
takové naklady je tfeba, aby Poskytovatel
odeslal CRO rozepsanou fakturu s dokumentaci
a uctenkami dokladajicimi pfedem dohodnuté,
zprostiedkované vydaje. Néaklady jiné neZz na
procedury a jiné dalSi, zprostfedkované vydaje
budou fakturovany pouze ve vySi, vjaké
skute¢né vznikly, bez pfirdZky, do maximalnich
Castek uvedenych v pfiloze €. 1. Poskytovatel se
vzdava svého prava na jakékoliv platby za
zprostifedkované vydaje, za které nepredlozi
faktury se skuteCnymi kopiemi nebo jinou
dokumentaci, ktera bude predstavovat
jednoznacCné opodstatnéni toho, Ze dané vydaje
byly skute€né, pfiméfené a ovéfitelné, pokud jde
o Castku pfedloZenou ke kompenzaci.




Payment for any necessary procedure due to
patient safety shall be reimbursed at the agreed
upon unit cost in the budget and shall require a
separate invoice with documentation for the
medical necessity of the procedure. Where
practicable, Sponsor's prior written consent shall
be obtained, unless it shall compromise the
integrity of the Trial or affect Trial Subject safety,
in which case Sponsor shall be notified as soon
as practicable after the fact.

Amendments:

Institution Costs that exceed the agreed
amounts will require Sponsor and CRO written
approval before being eligible for payment. CRO
or Sponsor may approve additional items in
writing without the necessity of amending this
agreement.

(2) Adverse Event Compensation. If a Trial
Subject is physically injured by the Sponsor
Drug or properly performed Trial procedures and
the Institution, Pl and other individuals
participating in the conduct of the Trial have
followed the Protocol, all Applicable Law and all
directions of Sponsor, Sponsor shall reimburse
the reasonable costs of medical expenses
necessary to treat the injury. To the extent
allowed by law, such reimbursements shall be
covered only to the extent such costs are not
first covered by the Trial Subject's medical or

hospital insurance or by third-party or
governmental  programs  providing  such
coverage.

. Invoicing and Payment

(1) Invoices for Procedural Costs: Sponsor,
through CRO, shall pay Institution on a per
subject basis for each visit completed and
entered into the eCRF’s. CRO shall send
quarterly overviews to the Institution, setting out
the amounts earned by the Institution, based on
the Trial visits and Trial procedures completed
and the Trial Data reported in compliance with
this Agreement (each a “Quarterly Overview”).
Data for invoicing of the Trial will be sent to the
email address: fakturykhl@fnmotol.cz. Any and
all notices to the Institution will be sent to FN
Motol and designated with Clinical trial of drugs,

Platba za jakoukoliv nezbytnou proceduru
z hlediska bezpec€nosti pacienta bude uhrazena
podle dohodnutych jednotkovych nakladl
vrozpoCtu a Kk jejimu uhrazeni se pozaduje
samostatna faktura s dokumentaci |ékarské
nezbytnosti dané procedury. Kde to bude
mozné, ziska se pfedem pisemny souhlas
Zadavatele, pokud by tim nedoSlo k ohrozZeni
integrity Klinického hodnoceni nebo pokud by to
neovlivnilo bezpecnost Subjektu hodnoceni,
v kterémzto pfipadé bude Zadavatel informovan
co nejdfive poté, jak to bude mozné.

Dodatky:

U  nakladd Poskytovatele  pfesahujicich
dohodnuté &astky je kjejich proplaceni nutny
pisemny souhlas Zadavatele a CRO. CRO nebo
Zadavatel mize pisemné schvalit dalSi polozky,
aniz by bylo nutné tuto smlouvu doplnit.

(2) Kompenzace za nezadouci pfihody.
Pokud u Subjektu hodnoceni dojde k fyzickému
poranéni |éCivem Zadavatele nebo Fadné
provedenymi procedurami Klinického hodnoceni
a Poskytovatel, HZ a ostatni osoby podilejici se
na provadéni Klinického hodnoceni dodrzovali
Protokol, veSkeré Platné pravni predpisy a
veSkeré pokyny Zadavatele, uhradi Zadavatel
pfiméfené naklady na lékafské vydaje nezbytné
k 16Cbé daného poranéni. V mife, vjaké to
umoznuji pravni predpisy, budou dané uhrady
pokryty pouze do té miry, do jaké dané naklady
nejsou nejprve pokryty zdravotnim nebo
nemocni¢nim pojisténim Subjektu hodnoceni
nebo programy ftfetich stran nebo statnimi
programy poskytujicimi takové kryti.

1. Fakturace a platby

(1) Faktury za naklady na procedury:
Zadavatel bude prostifednictvim CRO
Poskytovateli provadét platby, vzdy na subjekt,
za kazdou navstévu, uskute€nénou a zapsanou
do eCRF. CRO bude Poskytovateli zasilat
Ctvrtletni prehledy s uvedenim Castek
nalezejicich Poskytovateli podle uskute¢nénych
navstév v Klinickém hodnoceni a provedenych
procedur Klinického hodnoceni a podle Udaji z
Klinického hodnoceni nahlasenych v souladu
stouto Smlouvou (kazdy znich je dale
oznadovan jako ,Ctvrtletni piehled”). Podklady
pro fakturaci Klinického hodnoceni budou




secretariat of the Deputy for Medical and
Preventive Care, V Uvalu 84, 150 06 Prague 5,
Czech Republic or to the following contact e-
mail: studie@fnmotol.cz. If the Institution agrees
with the Quarterly Overview, the Institution shall
issue an invoice for the amount indicated in the
Quarterly Overview converted into CZK using
the conversion rate of the local national bank on
the date of invoicing. Sponsor may withhold
payment in the event of a good faith dispute.
CRO will provide payment to the Institution
solely with funds received from Sponsor. No
payments will be made to the Payee until the
following are completed: (1) execution of the
CTA, (2) submission of all regulatory documents
to Sponsor and CRO, and (3) IRB approval.

Payments for services carried out by the

pharmacy of FN Motol will be made bi-annualy.
Pharmacy representative:
shall prepare

the data for invoicing for the pharmacy services
carried out in the Trial, which are listed in this
Agreement, and send them for approval to the

responsible erson of CRO to
IR Tho 2pproved

data for invoicing will be sent by the responsible
representative  of CRO to the financial
accounting office of FN Motol
(fakturykhl@fnmotol.cz). Based on this data, the
financial accounting office of FN Motol will
prepare an invoice and send it to the CRO
according to the instructions provided in this
Agreement.

Payments for services performed by the
Department of Imaging Methods of the Second
Faculty of Medicine, Charles University and the
Motol University Hospital (KZM) will be made
quarterly. The KZM representative

shall prepare,
on a quarterly basis, data for invoicing for
radiological services performed in the Trial,
which are listed in the financial annex to this
Agreement, and send them for approval to the
responsible person of the CRO to

The approved
data for invoicing will be sent by the responsible
representative of the CRO to the financial
accounting office of FN Motol
(fakturykhl@fnmotol.cz). Based on the data, the
financial accounting office of FN Motol will
prepare an invoice, and send it to the
Sponsor/CRO according to the instructions

zaslany na emailovou adresu:
fakturykhl@fnmotol.cz. Veskera  oznameni
Poskytovateli zdravotnich sluzeb budou zaslana
do FN Motol a oznalena Klinické hodnoceni
lé&iv, sekretariat naméstka pro LPP, V Uvalu 84,
150 06 Praha 5, Ceska republika &i na kontaktni
email:  studie@fnmotol.cz.  Pokud  bude
Poskytovatel s danym Ctvrtletnim prehledem
souhlasit, vystavi fakturu za ¢astku uvedenou ve
Ctvrtletnim prehledu, pfevedenou na ménu CZK
s vyuzitim meénového Kkurzu mistni narodni
banky k datu vystaveni faktury. V pfipadé sporu
v dobré vife mlze Zadavatel platbu zadrzet.
CRO uhradi platbu Poskytovateli vyhradné
s vyuzitim prostfedkl obdrzenych od Zadavatele
Pfijemci nebudou provedeny Zzadné platby,
dokud nebude spInéno nasledujici: (1) uzavieni
Smilouvy, (2) predloZzeni vSech regulaénich
dokumentli Zadavateli a CRO a (3) schvaleni
IEC.

Platby za sluzby provadéné Iékarnou FN Motol

budou probihat pololetné. Zastupce I|ékarny:

podklad k fakturaci za sluzby Iékarny provedené
v Klinickém hodnoceni, jez jsou uvedeny v této
Smlouvé, a zasle je ke schvaleni odpovédné
osobé CRO na

bude

Schvaleny  podklad k  fakturaci
odpovédnym zastupcem CRO zaslan do
financni uctarny FN Motol

(fakturykhl@fnmotol.cz). Na zakladé podkladu
pfipravi financni uactarna FN Motol fakturu,
kterou zasle CRO dle instrukci uvedenych v této
Smlouvé.

Platby za  sluzby provadéné Klinikou
zobrazovacich metod 2. LF UK a FN Motol

iKZMi budou probihat Ctvrtletné. Zastupce KZM

pfipravi Ctvrtletné podklad k fakturaci za
radiologické sluzby provedené v Klinickém
hodnoceni, jez jsou uvedeny ve financni pfiloze
této Smlouvy, a =zaSle je ke schvaleni

odpovédné osobé CRO na
R Schéleny podkiad

k fakturaci bude zodpovédnym zastupcem CRO
zaslan do finanéni uétarny FN  Motol
(fakturykhl@fnmotol.cz). Na zakladé podkladu
pfipravi finan¢ni uétarna FN Motol fakturu,
kterou zasle CRO dle instrukci uvedenych v této
Smiouvé.



provided for in this Agreement.

(2) Invoices for Non-Procedural and Other
Additional Costs. The Institution shall invoice
these items not later than thirty (30) days after
they become invoiceable.

(3) General Requirements for All Invoices:
All invoices must be addressed to:

PSI CRO Czech Republic s.r. o.

V Parku 2343/24, 148 00 Praha 4 - Chodov,
Czech Republic

IN: 28196775
TIN: CZ28196775
and be forwarded to the following as instructed:

Email (preferred):

Mail:
2343/24, 148 00 Prague

PSI CRO Czech Republic, V Parku

If sending electronically, please be sure to
include the Protocol Number (MOR208C310)
and Pl name on the subject line of the e-mail.

Please note that invoices will not be
processed unless they reference the
Sponsor name, Protocol number and Pl
name and site number. After receipt and
verification, reimbursement for invoices will
be included with the next regularly
scheduled payment for subject activity

All undisputed invoices will be paid thirty (30)
days after receipt and Institution must provide
the final invoice to CRO within sixty (60) days of
Trial site closure. CRO is not liable for payment
of invoices sent after such time.

If overpayment by CRO has occurred, Institution
will refund any overpayment to CRO upon notice

(2) Faktury za naklady jiné nez na
procedury a jiné dalSi ndklady. Poskytovatel
bude tyto polozky fakturovat nejpozdéji do tficeti
(30) dnu poté, kdy se staly fakturovatelnymi.

(3) Obecné pozadavky na vSechny faktury:
VSechny faktury museji byt adresovany takto:

PSI CRO Czech Republic s. r. o.

V Parku 2343/24, 148 00 Praha 4 - Chodov,
Ceska republika

ICO: 28196775
DIC: CZ28196775
a museji byt poslany nasledovné, dle pokynu:

Email (prednostné):

Postou: PSI CRO Czech Republic,

V Parku 2343/24, 148 00 Praha

V pfipadé zaslani elektronicky nezapomerite
v pfedmétu e-mailu uvést cislo Protokolu
(MOR208C310) a jméno HZ.

Upozoriujeme, ze faktury nebudou
zpracovany, pokud nebudou obsahovat
nazev Zadavatele, Cislo Protokolu a jméno
HZ a cislo pracovisté. Po obdrzeni a ovéreni
bude uhrazeni faktur zafazeno do pristi
pravidelné planované platby za predmétnou
¢innost.

VeSkeré nesporné faktury budou uhrazeny do
tficeti (30) dnG od obdrzeni, pFicemz
Poskytovatel musi vystavit zavérecnou fakturu
CRO do Sedesati (60) dnG od uzavfeni
pracovisté Klinického hodnoceni. CRO neni
povinna zaplatit faktury poslané po uplynuti této
doby.

V pfipadé, ze ze strany CRO dojde k uhrazeni
nadmérné C&astky, vrati Poskytovatel pfeplatek



of such. Institution shall promptly reimburse
Sponsor or CRO amounts overpaid within thirty
(30) days of natification by Sponsor or CRO.

(4) Final Payment. Sponsor through CRO
shall be entitled to withhold the last (final)
payment to the Institution (this will include last
pending payments for subjects’ visits and
optional additional fees like archival). At the
conclusion of the Trial, all e-CRFs and Trial-
related documents shall be promptly made
available for Sponsor review. The final payment
shall be issued as noted below and paid once:
all e-CRFs have been completed and received;
data queries have been satisfied; all unused
Sponsor Drug is returned and all used Sponsor
Drug is destroyed on site; and all close out
issues are resolved and procedures completed
and CRO has performed a closeout visit to the
Institution, including final IEC notification.

(5) Non-Payment. CRO will make no
payments for subjects whom Pl entered into the
Trial in violation of either the Protocol
Inclusion/Exclusion  Criteria  or  Sponsor
directives. CRO will make no payment for
subjects who have Protocol violations, caused
by the PI, Subinvestigator or Institution.

(6) Payee. The research grant payments
under this Agreement shall solely be made to
Institution. Sponsor through CRO will only
accept making payments to bank accounts of
the Institution located in the country where the
services under this Agreement have been
performed and in compliance with the applicable
legislation.

No payments for services under this Agreement
shall be directly made by Sponsor and CRO to

the Pl or other Institution Personnel.

The following information should be included on
the invoice:

o Complete Pl name, address and phone
number

o Invoice Date

o  Sponsor

o  Invoice Number

o Payee Name (must match Payee indicated
in CTA)

o Payment Amount

CRO po jeho oznameni. Poskytovatel
bezodkladné uhradi Zadavateli a CRO
preplacené c¢astky do ftficeti (30) dn0 od

oznameni ze strany Zadavatele nebo CRO.

(4) Zavére€na  platba. Zadavatel je
opravnén prostfednictvim CRO zadrzet posledni
(zavéreCnou) platbu Poskytovateli (ktera bude
zahrnovat posledni nevyfizené platby za
navstévy subjektll a volitelné dalSi poplatky,
napfiklad na archivaci). Po dokon&eni
Klinického  hodnoceni  budou  Zadavateli
bezodkladné predloZzeny ke kontrole viechny e-
CRF a dokumenty souvisejici s Klinickym
hodnocenim. Zavérecna platba bude vydana,
jak je uvedeno nize, a uhrazena, jakmile: budou
vyplnény a obdrzeny vSechny e-CRF, budou
vyfeSeny dotazy na udaje, bude vraceno
veSkeré nepouzité IéCivo Zadavatele a veSkeré
pouzité |écivo Zadavatele bude zni€eno na
pracovisti, budou vyifeSeny vSechny zavérecné
zalezitosti a dokoncéeny procedury a CRO
provede zavéreCnou navstévu u Poskytovatele
véetné zavérecného oznameni IEC.

(5) Neprovedeni platby. CRO neuskutec¢ni
zadné platby za subjekty, které HZ zaradil do
Klinického hodnoceni v rozporu se zafazovacimi
| vyfazovacimi kritérii Protokolu nebo pokyny
Zadavatele. CRO neuskute¢ni zadnou platbu za
subjekty, u nichz doSlo k odchylkam od
Protokolu,  které byly  zplUsobeny HZ,
spoluzkous$ejicim nebo Poskytovatelem.

(6) Prilemce. Platby vyzkumného grantu
podle této Smlouvy budou provadény vyhradné
Poskytovateli. Zadavatel bude prostfednictvim
CRO akceptovat pouze platby na bankovni ucty
Poskytovatele, které se nachazeji v zemi, kde
byly sluzby podle této Smlouvy provedeny, a
v souladu s Platnymi pravnimi pfedpisy.

Zadné platby za sluzby podle této Smlouvy
nebudou Zadavatelem a CRO provedeny pfimo
HZ ani jinym Pracovnikiim Poskytovatele.

Na faktufe je nutno uvést nasledujici informace:

o Celé jméno HZ, adresa a telefonni €islo

o  Datum faktury
o Zadavatel

o Cislo faktury

o Jméno pfijemce (musi odpovidat pfijemci
uvedenému ve Smlouvé)

o Céastka platby



o  Complete description of services rendered
o  Trial Number:

(7) Any consideration payable under this
Agreement will be exclusive of statutory VAT. In
case any other services or goods are subject to
VAT, a valid VAT invoice must be issued by the
supplier to the recipient in respect of the
transaction covered by the consideration.

(8) All payments will be converted into CZK
using the conversion rate of the local national
bank on the date of invoicing.

(9) Institution shall be responsible for all
taxes (excluding Value Added Taxes including
without limitation, withholding, stamp, income
(e.g., payroll and employment taxes) and any
and all taxes assessed by government authority
that apply to the activities performed by
Institution and PI under this Agreement. CRO
shall be entitled to withhold from any payment
due to Institution any taxes that CRO is required
to pay on behalf of Institution, and such payment
shall decrease by an equivalent amount the
payment due to Institution. CRO will report
payments made to Institution as required by
applicable federal, state or local tax law or
regulations.

By law, payments made under this
Agreement may be required to be reported
by Sponsor or CRO. Institution understands
and acknowledges, and shall ensure that
Study Team understand and acknowledge,
that Sponsor or CRO may disclose the
nature of the relationship contemplated by
this Agreement, including details pertaining
to any payment or transfers of value
(including non-monetary items of value) by
Sponsor or CRO to Institution or Institution
Personnel; or any payment or transfers or
value by Sponsor or CRO to any entity or
individual at the request of or designated on
behalf of Institution, or Institution Personnel.
Institution agrees (and shall require all
Institution Personnel to agree) to provide to
Sponsor or CRO any payment or transfer of
value information needed for Sponsor or
CRO to fulfil such reporting requirements.

o Uplny popis poskytnutych sluzeb
o Cislo Klinického hodnoceni:

(7) Jakakoliv odména splatna podle této
Smlouvy bude bez zakonné sazby DPH.
V pfipadé, Ze néjaké jiné sluzby nebo zbozi
podléhaji platbé DPH, musi byt dodavatelem
pfijemci dané transakce, na kterou se odména
vztahuje, vystavena platna faktura s DPH.

(8) VeSkeré platby budou pfevadény na
CZK s vyuzitim ménového kurzu mistni narodni
banky v den fakturace.

(9) Poskytovatel zodpovida za veSkeré
dané (kromé dani z pfidané hodnoty), mimo jiné
za srazkovou dan, kolkovné, dan z pfijmu (napf.
dan ze mzdy a zaméstnanecka dan), a dale za
vesSkeré pfipadné dané vyméfené statnim
Urfadem, které se vztahuji na ¢innosti provadéné
Poskytovatelem a HZ podle této Smlouvy. CRO
je opravnéna srazit zplatby nalezejici
Poskytovateli veSkeré dané, které ma hradit
jménem Poskytovatele, a takova platba bude
shizena o ekvivalentni ¢astku platby nalezejici
Poskytovateli. CRO bude hlasit platby
uskute¢néné Poskytovateli v souladu
s pozadavky platnych federalnich, statnich nebo
mistnich dafiovych pravnich pfedpisi nebo
nafizeni.

Podle zakona muze byt pozadovano, aby
Zadavatel nebo CRO | hlasili platby
uskute€néné na zakladé této Smiouvy.
Poskytovatel je srozumén a bere na védomi
a dale zajisti, aby Studijni tym byl srozumén
a vzal na védomi, ze Zadavatel nebo CRO
muize sdélit charakter vztahu zamysleného
touto Smlouvou, véetné udaji tykajicich se
jakékoliv platby nebo prevodi hodnoty
(véetné jinych nez penéznich polozek
hodnoty) ze strany Zadavatele nebo CRO
Poskytovateli nebo Pracovnikiim
Poskytovatele, nebo udaji tykajicich se
jakékoliv platby nebo prevodd hodnoty ze
strany Zadavatele nebo CRO jinému subjektu
nebo osobé, na zadost Poskytovatele nebo
Pracovniki Poskytovatele ¢i dle uréeni
jménem  Poskytovatele ¢€i  Pracovnika
Poskytovatele. Poskytovatel souhlasi (a
bude pozadovat, aby vsichni Pracovnici
Poskytovatele souhlasili) s tim, ze Zadavateli



a CRO poskytne veskeré informace o platbé
nebo prevodu hodnoty, které bude Zadavatel
nebo CRO potiebovat ke spilnéni danych
pozadavk( na hlaseni.



Annex 1/ Priloha ¢. 1

PER PATIENT AMOUNT / CASTKA NA PACIENTA

Fee schedule is based on country IG version: 02Dec2020/ Prehled poplatkul vychazi z verze IG ze dne 2. prosince 2020



















