Radiology Clinical Trial Agreement / Smlouva o sluzbach radiologie v klinickém hodnoceni

RADIOLOGY CLINICAL TRIAL AGREEMENT

Concluded in accordance with § 1746 (2) of the
Act. No. 89/2012 Coll., Civil Code, as amended.

For Trial MOR208C310.

“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)”
(hereinafter referred to as “Trial”)

This Radiology Clinical Trial Agreement (the
“Agreement”) is entered into with effect as of the
date of publishing in the Contract Register (the
“Effective Date”),

is entered into by and between:

MorphoSys AG, a German pharmaceutical
company with a principal place of business at
Semmelweisstr. 7, 82152 Planegg, Germany,
VAT: DE155069821

(hereinafter referred to as “Sponsor”)

and

Nemocnice Na Homolce (Na Homolce
Hospital), with a principal place of business at
Roentgenova 37/2, 150 30 Praha 5, Czech
Republic, VAT: Cz00023884, Department of
nuclear medicine PET center, contact person:
doc. MUDr. Otakar Bélohlavek, CSc.
(hereinafter referred to as "NNH").

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

Preamble

WHEREAS, by separate agreement, Sponsor
has 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 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, VAT:
CZ28196775, registered in Business Register,

Protokol studie ¢.: MOR208C310

SMLOUVA O SLUZBACH RADIOLOGIE
V KLINICKEM HODNOCENI

Uzavfena v souladu s ustanovenim § 1746 odst.
2 zak. ¢. 89/2012 Sb., obcansky zakonik, ve
znéni pozdéjsich predpisa.

Pro klinické hodnoceni MOR208C310.

~Multicentricka randomizovana dvojité zaslepena
placebem kontrolovana klinicka studie faze Il
porovnavayjici ucinnost a bezpecnost
tafasitamabu a lenalidomidu v kombinaci s R-
CHOP oproti R-CHOP u dfive nelécenych
pacientt se stfedné vysokym a vysokym rizikem,
kterym byl nové diagnostikovan difuzni
velkobunécny B-lymfom (DLBCL)“ (déle jen
,Klinické hodnoceni*)

Tuto smlouvu o sluzbach radiologie v klinickém
hodnoceni (dale jen ,smlouva®), ktera nabyva
uginnosti od data uvefejnéni v registru smluv
(,datum ucinnosti),

mezi sebou uzaviraji:

MorphoSys AG, némecka farmaceuticka
spoleénost s hlavnim sidlem na adrese
Semmelweisstr. 7, 82152 Planegg, Némecko,
DIC: DE155069821

(dale jen ,zadavatel®)

a

Nemocnice Na Homolce, sidlem na adrese
Roentgenova 37/2, 150 30 Praha 5, Ceska
republika, DIC: CZ00023884, Oddéleni nuklearni
mediciny PET centrum, kontaktni osoba
oddéleni: doc. MUDr. Otakar Bélohlavek, CSc.
(dale jen ,NNH).

Zadavatel a NNH jsou dale oznaCovani jako
,Ssmluvni strana“ a spole¢né jako ,smluvni
strany*“.

Uvodni éast

VZHLEDEM K TOMU, Ze na zakladé samostatné
smlouvy zadavatel ujednal s PSI CRO AG,
spole¢nosti s hlavnim sidlem na adrese
Baarerstrasse 113a, 6300 Zug, Svycarsko,
jednajici jako nezavisla smluvni vyzkumna
organizace, spolu sjejimi  pfidruzenymi
spole&nostmi v&etn& PSI CRO Czech Republic
s.r.o. se sidlem na adrese V Parku 2343/24, 148
00 Praha 4 - Chodov, Ceska republika,
ICO: 28196775, DIC: CZ28196775, zapsané
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Municipal Court in Prague, section C, folio
132148 (“CRQ”), (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 and Fakultni nemocnice v
Motole (“Institution”) and

Principal Investigator (“PI”)
have entered into a Clinical Trial Agreement
regarding the performance of the Trial at
Institution (hereinafter referred to as “CTA”).

Whereas, NNH is a public benefit corporation
under direct control of the Ministry of Health of
the Czech Republic, established by a decision of
the Minister of Health of the Czech Republic of
November 25, 1990, Ref. no.: OP-054.25.11.90
as amended by the Measure of the Ministry of
Health issued under Ref. no.: MZDR 2610/2020-
2/0OPR dated May 4, 2020,

WHEREAS, some of the services set forth in the
CTA will be provided by NNH’s dept. of Nuclear
medicine and compensated directly to NNH,

NOW, THEREFORE, the Parties conclude the
following Radiology Clinical Trial Agreement
(hereinafter referred to as “Agreement”):

1 Definitions

1.1“Applicable Law” shall mean the Clinical
Trials Directive 2001/20/EC, the Clinical
Trials Regulation (EU) 536/2014 — to the
extend already applicable to this Trial,
Directive 2004/10/EC on the OECD
Principles of Good Laboratory Practice, the
Good Clinical Practice (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 from time
to time, the 1964 Declaration of Helsinki as
most recently amended and all other
applicable European, international 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

Protokol studie ¢.: MOR208C310

v obchodnim rejstfiku vedeném Méstskym
soudem v Praze, oddil C, vlozka 132148 (dale
jen ,CRO®), (i) pofadani a monitorovani
klinického hodnoceni jménem zadavatele a
zastupovani zadavatele pro ucely v8ech Cinnosti
nezbytnych pro uspésSné provedeni klinického
hodnoceni, jak je uvedeno nize, a (ii) podpis této
smlouvy jménem zadavatele,

VZHLEDEM K TOMU, Ze zadavatel a Fakultni
nemocnice v Motole (dale jen ,zdravotnické
zarizeni“) a

hlavni zkousejici (dale jen ,PI%) uzavreli smlouvu
o klinickém hodnoceni o provadéni klinického
hodnoceni ve zdravotnickém zafizeni (dale jen
,CTA"),

Vzhledem k tomu, Ze NNH je statni pfispévkova
organizace, v primé Fidici  pUGsobnosti
Ministerstva zdravotnictvi Ceské republiky,
zfizena rozhodnutim ministra zdravotnictvi ze
dne 25. 11. 1990, ¢&j.: OP-054.25.11.90, ve znéni
zmén provedenych Opatfenim Ministerstva
zdravotnictvi vydaného pod ¢j.: MZDR
2610/2020-2/0PR ze dne 4. 5. 2020,

VZHLEDEM K TOMU, Ze nékteré ze sluzeb
stanovenych v CTA bude poskytovat oddéleni
nuklearni mediciny a za tyto sluzby bude pfimo
odménovana NNH,

TUDIZ NYNI smluvni strany uzaviraji nasledujici
smlouvu o sluzbach radiologie v klinickém
hodnoceni (dale jen ,smlouva®):

1 Definice

1.1 ,Platnymi pravnimi pfedpisy“ se rozumi
smérnice 2001/20/ES tykajici se klinickych
hodnoceni, nafizeni (EU) & 536/2014 o
klinickych hodnocenich — v mife uplatnitelné

na toto Kklinické hodnoceni, smérnice
2004/10/ES tykajici se zasad spravné
laboratorni praxe OECD, smérnice

2005/28/ES tykajici se spravné klinické praxe
(GCP), nafizeni (EU) €. 679/2016 — obecné
nafizeni o ochrané osobnich udaju (GDPR),
ve vSech pfipadech ve znéni pozdéjsich
predpist, a dale jakékoliv platné narodni
zakony implementujici ustanoveni vySe
uvedenych predpisq, pokyn
GCPMP/ICH/135/95 pro spravnou klinickou
praxi, v plathném znéni, Helsinska deklarace
zroku 1964 v nejnovéjSim znéni a veSkeré
dalsi platné evropské, mezinarodni a narodni
zakony, pravidla a nafizeni, mimo jiné véetné
zavaznych mistnich pravnich predpist, které
jsou jinak rozhodujici pro provadéni
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1.3 “Personal

relevant Anti-Bribery Laws.

For avoidance of doubts the Parties confirm
that the Applicable Law further includes the
national 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, Act 373/2011 Coll. on Specific
Health 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 national legislation governing
data protection in the Czech Republic, in
particular the Act No. 110/2019 Coll., on
Processing of Personal Data, as amended).

1.2 “NNH Personnel” shall mean any individual

acting directly or indirectly on behalf of NNH
in the performance of this Agreement.

Information” shall mean
information which identifies an individual or
from which an individual can be identified.

1.4 “Protocol” shall mean the support document

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 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 Pl and approved by the applicable
independent ethics committee/institutional
review board. Thereafter, the Protocol may
only be amended at the direction of Sponsor,
subject to subsequent approval by the
independent ethics committee/institutional
review board.

1.5 “Records” shall mean all records including

Results generated under or relating to the
Trial, in any form including hard copy and
electronic and created or provided by NNH to
Sponsor, CRO, Institution or Principal
Investigator as part of performing
the Services.

1.6 “Results” shall mean all results from

radiology testing and, if applicable, of other

1.6 ,Vysledky®  jsou
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klinického hodnoceni podle této smlouvy,
a relevantnich protikorup&nich zakonu.

Aby se zabranilo pochybnostem, potvrzuji
smluvni strany, ze mezi platné pravni
predpisy dale patfi vnitrostatni legislativa
upravujici provadéni Kklinickych hodnoceni
v Ceské  republice, zejména  zékon
€. 378/2007 Sb., o léCivech, ve znéni
pozdéjSich predpisl, zakon &. 372/2011 Sb.,
0 zdravotnich sluzbach, ve znéni pozdéjsich
predpisti, zakon &  373/2011 Sb.,
o specifickych zdravotnich sluzbach, ve
znéni pozdéjSich predpisi a nafizeni ¢.
226/2008 Sb., o spravné klinické praxi a
blizSich podminkach klinického hodnoceni
lé¢ivych pfipravkl a platné vnitrostatni
zakony upravujici ochranu Gdaji v Ceské
republice, zejména zakon ¢&. 110/2019 Sb.,
0 zpracovani osobnich Udaju, ve znéni
pozdéjSich predpisu.

1.2 Pojmem ,personél NNH" se rozumi jakakoliv

osoba jednajici, pfimo &i nepfimo, jménem
NNH pfi plnéni této smlouvy.

1.3 ,0sobni informace” jsou informace, které

identifikuji urCitou osobu nebo z nichz je
mozné zjistit totoznost urcité osoby.

1.4 ,Protokol* znamena podkladovy dokument,

ktery obsahuje podrobny popis klinického
hodnoceni a veSkeré dodatky k nému a je
identifikovan €islem protokolu MOR208C310,
a pfipadny doprovodny protokol (doprovodné
protokoly), ktery pozdéji vypracuje a pisemné
schvali zadavatel a podepiSe PI, provadény
(provadéné) soubézné u vSech nebo stejnych
subjektd  hodnoceni, v€etné pfipadnych
dodatkd. Aby se zabranilo pochybnostem,
protokol se povazuje za finalni poté, kdy jej
podepsal zadavatel a Pl a schvalila pfisluSna
nezavisla etickd komise / institucionalni
hodnotici komise. Poté mlze byt protokol
dopliovdn pouze na zakladé pokynu
zadavatele, kdy bude podléhat naslednému
schvéleni nezavislou etickou komisi /
institucionalni hodnotici komisi.

1.5 ,Zaznamy® jsou veSkeré zaznamy vcetné

vysledkli, vytvofené vramci Kklinického
hodnoceni nebo v souvislosti s nim,
v libovolné formé& vCetné tisténé a
elektronické  formy,  vytvofené  nebo
poskytnuté NNH zadavateli, CRO,
zdravotnickému zafizeni nebo hlavnimu
zkousejicimu jako soucast plnéni sluzeb.

veskeré vysledky
z radiologického testovani, a pokud je to
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samples and/or  other pathological
evaluations at NNH.

1.7 “Trial Subject” shall mean a patient
participating in the Trial and enrolled at
Institution.

2 Obligations of NNH

2.1 Sponsor hereby assigns to NNH, and NNH
hereby undertakes, to conduct PET
examinations (hereinafter also “Services”)
on the basis of written order from Pl or from
authorized team members at the Trial site
according to the Protocol.

The PI or physician of the Trial team at
Institution shall indicate the examination in
the form of a request for examination.
Specific testing dates will be agreed with
employees of NNH, while respecting tests
deadlines specified in the Protocol.

2.2 All original Results have to be sent for central
evaluation to the external vendor - Bioclinica.
Copies of the Results shall be kept in the
NNH archive.

2.3NNH shall not use any biological samples
collected or Records generated in connection
with this Agreement in any manner or for any
purpose other than described in the written
order in accordance with the Protocol or
consented by Trial Subject.

3 Quality Assurance

3.1 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 NNH’s business hours
examine and — as far as permitted by
Applicable Law - copy all Records and other
documents related to the Trial, 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.
Examinations pursuant to this paragraph
must take place on the basis of a prior
agreement so that this examination does not
disrupt the normal operation of NNH and the
provision of health services. The prior
arrangement must be set minimum 5 working
days ahead of the date of visit.

Protokol studie ¢.: MOR208C310

relevantni, i z testovani jinych vzorkd a/nebo
jinych patologickych vySetfeni provadénych
NNH.

1.7 ,Subjekt hodnoceni* je pacient u¢astnici se
klinického hodnoceni a zafazeny ve
zdravotnickém zafizeni.

2 Povinnosti NNH

2.1 Zadavatel timto zadava NNH provadéni PET
vySetfeni (dale téz ,sluzby“) na zakladé na
zakladé pisemné objednavky od Pl nebo
opravnénych ¢len tymu na pracovisti
klinického hodnoceni v souladu s protokolem
a NNH se k jejich provadéni timto zavazuije.

VySetfeni indikuje PI, popf. I€kaf z tymu Pl ve
zdravotnickém zafizeni, a to formou zadosti
o provedeni vySetieni. Konkrétni terminy
vySetfeni budou domluveny se zaméstnanci
NNH, pfiéemz budou dodrzeny terminy
vySetfeni uvedené v protokolu.

2.2 VeSkeré originalni vysledky je nutno odesilat
k  centrdlnimu  vyhodnoceni  externi
spole€nosti  Bioclinica. Kopie vysledkud
zUstanou ponechany v archivu NNH.

2.3 NNH nepouzije zadné odebrané biologické
vzorky ani zaznamy vytvofené v souvislosti
s touto smlouvou zadnym jinym zplUsobem
apro zadny jiny ucel, nez jak je popséano

v pisemné objednavce % souladu
s protokolem nebo jak projevil souhlas
subjekt hodnoceni.

3 Zabezpeceni kvality

3.1 Zadavatel, opravnéni zastupci zadavatele
véetné CRO a/nebo opravnéni zastupci
pfislusnych  regulaénich  ufadld a/nebo
pfisludné IEC mohou bé&hem pracovni doby
NNH navstivit a prohlizet — tak, jak to povoluji
platné pravni pfedpisy — kopirovat veskeré
zaznamy a jiné dokumenty tykajici se
klinického hodnoceni, prohlizet a kontrolovat
zafizeni a jiné aktivity tykajici se klinického
hodnoceni nebo IEC a sledovat provadéni
klinického hodnoceni, v kazdém pfipadé za
predpokladu, ze dané kontroly a audity
nejsou neslucitelné s vnitrostatnimi zakony.
Navstévy NNH dle tohoto odstavce musi
prob&hnout na zékladé pfedchozi domluvy
tak, aby tato navatéva nenarusila bézny chod
NNH a poskytovani zdravotnich sluzeb.
Navstéva musi byt v souladu s timto
odstavcem dohodnuta minimalné
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3.2 NNH 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 NNH or NNH Personnel with regard
to the Trial; shall provide Sponsor and CRO
with a copy of any communications sent by
such persons; and shall provide Sponsor and
CRO the opportunity to participate in any
proposed or actual responses by NNH to

such communications and — so far as
permitted by Applicable Law - in any
inspection.

3.3NNH ensures that the employees
participating in the Trial, in particular the head
of Nuclear Medicine himself, is available to
Sponsor, the CRO, monitors, auditors and
inspectors to a sufficient extent in order to
answer questions and provide information
and data necessary for them to carry out their
tasks assigned to them by Sponsor.

3.4 Sponsor and CRO shall ensure in advance
that all monitors, auditors and inspectors,
who are acting within the scope of this
Agreement, in so far as they are not bound to
secrecy by their profession, will maintain
secrecy (insofar as disclosure is not
requested or required by legal regulations or
court order) in order to ensure the
confidential handling of patient data.

3.5 NNH agrees that it will take any reasonable
steps requested by Sponsor and/or CRO to
cure any deficiencies of NNH’s processes
identified in an inspection or audit

4 Records and Retention

4.1 NNH shall ensure that Records are kept up to
date and maintained in accordance with
Applicable Laws. NNH shall retain all
Records and other documents pertaining to
the Trial (including Trial data and, if and as
far as required by applicable laws or the
Protocol, biological samples), under storage
conditions conducive to their stability and
protection, for a minimum period of twenty-
five (25) years after termination of the Trial
unless Sponsor authorizes, in writing, earlier
destruction.

Protokol studie ¢.: MOR208C310

5 pracovnich dnu pred jejim uskuteénénim.

3.2 NNH bude zadavatele a CRO neprodleng,
v kazdém pfipadé do dvaceti ¢tyf (24) hodin,
informovat o jakékoliv snaze nebo pozadavku
regula¢nich ufadu nebo jinych osob provést
kontrolu nebo kontaktovat NNH ¢i personal
NNH ohledné klinického  hodnoceni,
poskytne zadavateli a CRO kopii veskerych
sdéleni zaslanych takovymi osobami
a zadavateli a CRO umozni se podilet na
navrhovanych nebo skute€nych odpovédich
ze strany NNH na takovéa sdéleni a — tak, jak
to povoluji platné pravni predpisy — u¢astnit
se kontroly

3.3 NNH zajisti, aby zamé&stnanci spolupracujici
na klinickém hodnoceni, zejména sam
vedouci oddéleni nuklearni mediciny, byli
zadavateli, CRO, monitordm, auditordm
a inspektordm v dostate¢né mife k dispozici
k zodpovézeni otazek a poskytnuti informaci
a udaju nezbytnych k tomu, aby vySe uvedeni
mohli provadét ukoly, které jim zadal
zadavatel.

3.4 Zadavatel a CRO pfedem zajisti, Ze vSichni
monitofi, auditofi a inspektofi, ktefi jednaji
v rozsahu této smlouvy, pokud nejsou vazani
svou profesni ml&enlivosti, budou
zachovavat mi€enlivost (pokud neni pravnim
predpisem nebo nafizenim soudu
vyzadovano sdéleni informaci), aby bylo
zajisténo davérné nakladani s udaji pacientl

3.5 NNH souhlasi stim, ze podnikne veSkeré
pfiméfené kroky, které si zadavatel a/nebo
CRO wvyzada, knapraveni pfipadnych
nedostatk(l zjiSténych v procesech NNH
bé&hem kontroly nebo auditu.

4 Zaznamy a uchovani

4.1 NNH zajisti, aby zaznamy byly udrzovany
aktuélni a uchovavany v souladu s platnymi
pravnimi predpisy. NNH uchova veskeré
zaznamy a jiné dokumenty tykajici se
klinického hodnoceni (v&etné jeho dat a —
pokud a v mife, vjaké to je poZadovano
platnymi pravnimi pfedpisy a protokolem —
biologické vzorky) za podminek uchovavani
vhodnych z hlediska jejich stability a ochrany,
minimalné dvacet pét (25) let od ukon&eni
klinického hodnoceni, pokud zadavatel
nevyda pisemné opravnéni  kjejich
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4.2 At the end of such required retention period,

NNH shall not destroy any such Records and
other documents until it has obtained
Sponsor’s prior written permission to do so;
provided, however, that if Sponsor does not
give written permission to NNH to destroy
such Records and other documents within
thirty (30) days of NNH’s request to Sponsor,
NNH may forward all such Records and other
documents to Sponsor to the extent
permitted by applicable laws at Sponsor’s
expense or continue to retain such records
and other documents and/or to destroy such
Records in accordance with legal regulations.
NNH further agrees to permit Sponsor,
unless it is forbidden by legislation applicable
at the time of granting such permission, 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).

Protected Personal Data, including
Health Information.

5.1 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. NNH represents
and warrants that it shall comply with the
provisions of any Applicable Law relating to
the confidentiality, privacy and security of
such data and information.”

5.2The use of such personal data shall be

restricted to those uses permitted or required
by Applicable Law and/or consented by Trial
Subject and neither NNH, Sponsor nor CRO
nor any party to whom Sponsor or CRO may
disclose individually identifiable health
information may use such information to
recruit research subjects for clinical studies,
to advertise clinical studies or products, or to
perform marketing or marketing research.

5.3 Prior to and during the course of the Trial,

NNH and NNH 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.
NNH agrees to inform NNH Personnel that
their personal data will be processed by

Radiology Clinical Trial Agreement / Smlouva o sluzbach radiologie v klinickém hodnoceni

4.2 Na konci daného pozadovaného obdobi

5

uchovavani NNH takové zaznamy ani ostatni
dokumenty nezni¢i, dokud ktomu od
zadavatele neziska pisemné svoleni, ovSem
za pfedpokladu, Ze pokud zadavatel pisemné
svoleni se zniCenim zaznamu a jinych
dokumentld NNH neposkytne do ftficeti (30)
dnl od doby, kdy o néj zadavatele pozadala,
muZze NNH takové zdznamy a jiné dokumenty
poslat zadavateli, je-li to pFipustné podle
platnych pravnich predpist, na naklady
zadavatele, nebo takové zaznamy a jiné
dokumenty nadale uchovavat, popf. znicit
tyto dokumenty v souladu s pravnimi
predpisy. NNH dale souhlasi stim, Zze
zadavateli umozni, nevyluéuji-li to pravni
pfedpisy platné v dobé udéleni takového
povoleni, zajistit uchovani zaznamu a jinych
dokumentl delsi dobu, bude-li to nezbytné, a
to na naklady zadavatele a na zakladé
ujednani, které bude chranit davérnost
zdznam(O a jinych dokumentd (napf.
zabezpecené skladovani mimo pracovisté).

Chranéné osobni véetné

zdravotnich informaci

udaje

5.1 Smluvni strany uznavaji spole¢ny cil, a sice

5.2 Pouziti

zabezpeceni veSkerych osobnich udaju
v€etné zdravotnich informaci umozriujicich
individualni  zjisténi totoznosti, zachovani
davérnosti takovych Gdajd a informaci a jejich
ochrana pfed neopravnénym zpfistupnénim.
NNH prohlaSuje a =zaruluje, Ze bude
dodrzovat ustanoveni veSkerych platnych
pravnich pfredpisu tykajicich se duvérnosti,
ochrany soukromi a zabezpedeni takovych
Udajl a informaci.

takovych osobnich udajd bude
omezeno na takové zplUsoby pouZiti, které
jsou povolené nebo jsou poZadovany podle
platnych pravnich predpist a/nebo takové,
s nimiz souhlasil subjekt hodnoceni, a NNH,
zadavatel, CRO ani jina strana, které muze
zadavatel nebo CRO zpfistupnit zdravotni
informace umozniujici individudlni  zjisténi
totoznosti, nesmi takové informace pouzit
k naboru subjektd vyzkumu do klinickych
studii, k propagaci klinickych studii nebo
produktd o] k marketingu nebo
marketingovému vyzkumu.

5.3 Pfed klinickym hodnocenim a v jeho pribéhu

mize byt od NNH a personalu NNH
pozadovano poskytnuti osobnich udaju, které
spada do pusobnosti platnych pravnich
predpist a/nebo je nezbytné k realizaci této
smlouvy. NNH souhlasi stim, zZe bude
personal NNH informovat, Ze jejich osobni
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Sponsor and/or CRO.

5.4 The Parties undertake to comply with

6

Regulation (EU) No 2016/679 of the
European Parliament and of the Council of 27
April 2016 (General Regulation on the
protection of personal data, hereinafter
referred to as "GDPR"). NNH will during the
term of the Agreement be processing
Personal Data on behalf of the Sponsor.

Confidentiality

6.1 Except as specified below, 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, technical and economic information,
the existence or terms of this Agreement or
other Trial-related agreements with the
Sponsor or CRO, commercialization and
Trial-related strategies, trade secrets and
know-how disclosed by Sponsor and/or CRO
to NNH directly or indirectly, whether in
writing, electronic, oral or visual transmission,
or which is developed under this Agreement
shall be considered and treated as
confidential in nature (“Confidential
Information”).

6.2 Confidential Information does not include

6.3 Unless Sponsor

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 NNH;
is already known to NNH at the time of
disclosure and is free of any obligations of
confidentiality; or is obtained by NNH, free of
any obligations of confidentiality from a third
party who has a lawful right to disclose it.

provides prior written
consent, NNH may not use Confidential
Information for any purpose other than that
authorized in this Agreement, nor may NNH
disclose Confidential Information to any third
party except as authorized in this Agreement
or as required by applicable law. NNH shall
only disclose Confidential Information to its
personnel who needs to know them for the
performance of this Agreement and shall
cause such personnel to comply with the
same confidentiality obligations.
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6.3 Pokud zadavatel

Udaje bude <zadavatel a/nebo CRO

Zpracovavat.

5.4 Strany se pfi zpracovani udaji zavazuji

postupovat v souladu s Nafizenim
Evropského parlamentu a Rady (EU)
€. 2016/679 ze dne 27. dubna 2016 (obecné
narizeni o ochrané osobnich udaja, dale jen
,GDPR*). NNH bude po dobu trvani této
smlouvy pro zadavatele zpracovavat osobni
Gdaje.

Duvérnost

Vyjma nize uvedeného se veskeré informace
poskytnuté zadavatelem a/nebo CRO nebo
vyvinuté pro zadavatele a/nebo CRO, dale
vynalezy a veSkeré udaje shromazdéné
béhem klinického hodnoceni, mimo jiné
vysledky, zpravy, technické a ekonomické
informace, existence nebo podminky této
smlouvy nebo jinych smluv souvisejicich
s klinickym hodnocenim, uzavienych se
zadavatelem nebo CRO, obchodni vyuziti
a strategie tykajici se klinického hodnoceni,
obchodni tajemstvi a know-how zpfistupnéné
zadavatelem a/nebo CRO NNH, pfimo i
nepfimo, pisemné, elektronicky, ustné nebo
vizualnim pfenosem, pfipadné vyvinuté na
zakladé této smlouvy, povazuji za informace
divérné povahy a naklada se s nimi jako
s divérnymi (,davérné informace”).

6.2 Mezi davérné informace nepatfi informace,

které byly vefejné dostupné pied jejich
zpfistupnénim ze strany zadavatele nebo
CRO, stanou se verfejné dostupnymi bé&éhem
platnosti  tohoto  zavazku  zachovani
davérnosti jinym zplsobem nez porusenim
této smlouvy ze strany NNH, jsou jiz NNH
zZnamé v dobé jejich zpfistupnéni
a nevztahuji se na né zadné povinnosti
zachovani divérnosti nebo je NNH ziska bez
zavazku zachovani davérnosti od tfeti strany,
ktera ma zakonné pravo je zpfistupnit.

neposkytne pfedchozi
pisemny souhlas, nesmi NNH pouzit dGvérné
informace pro Zadny jiny ucel nez tak, jak je
opravnéno touto smlouvou, ani je nesmi
zpfistupnit zadné tfeti strané vyjma zplsobd,
k nimz je opravnéno touto smlouvou, nebo
jak bude pozadovano podle platnych
pravnich pfedpisd. NNH zpfistupni davérné
informace pouze svym pracovnikiim, ktefi je
potfebuji znat pro plnéni této smlouvy, a
zajisti, aby tito pracovnici dodrZovali stejné
povinnosti zachovani dlveérnosti.
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6.4 1f disclosure of Confidential

6.5 For

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 NNH 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 its Confidential Information,
discloses only that Confidential Information
required to comply with the legal
requirement, and continues to maintain the
confidentiality of this Confidential Information
with respect to all other third parties.

Confidential Information, 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.

6.6 If requested by Sponsor, NNH shall return all

8

Confidential  Information except such
required to be retained at by Applicable Laws
or under the Protocol. However, NNH 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.

Publications

Publication of the results of the Trial
(including Trial Data) shall be permitted only
as set forth in the Protocol. Neither Party 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 NNH 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.

Inventions

8.1 Any and all inventions, technologies, know-

how, technical information and related
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6.4 Pokud bude

podle platnych pravnich
predpist pozadovano zptistupnéni
ddvérnych informaci nad ramec vyslovné
opravnéného  zpfistupnéni podle této
smlouvy, nepfedstavuje takové zpfistupnéni
poruseni této smlouvy, jestlize NNH toto
zpfistupnéni pisemné oznami zadavateli
a CRO s co nejvétsim predstihem, aby mohli
zadavatel a CRO podniknout pravni kroky
k ochrané svych duvérnych informaci, dale
jestlize NNH zpfistupni pouze ty davérné
informace, u nichz je to nutné k vyhovéni
zdkonnému pozadavku, a bude nadale
zachovavat duvérnost ohledné téchto
divérnych informaci vaéi veSkerym jinym
tfetim stranam.

6.5 V pfipadé davérnych informaci tyto zavazky

zdrzeni se pouziti a zpFistupnéni zlstavaji
v platnosti i po skon€eni této smlouvy
a budou platit dalSich sedm (7) let od
dokon€eni nebo pFfedCasného ukonceni
klinického hodnoceni nebo skoncCeni této
smlouvy.

6.6 Pokud si to zadavatel vyzada, NNH vrati

8

veskeré davérné informace kromé téch, které
je nezbytné uchovat podle platnych pravnich
predpisi nebo podle protokolu. NNH si
ovSem muze ponechat jednu archivni kopii
davérnych informaci v zabezpecené slozce,
a to pouze pro ucCel stanoveni rozsahu
povinnosti vyplyvajicich z této smlouvy. Vyse
uvedené povinnosti zachovani ddvérnosti
ohledné takto ponechanych kopii davérnych

informaci zGstavaji v platnosti na dobu
neurcitou.
Publikace

Publikovani vysledku klinického hodnoceni
(v€etné jeho udaju) je povoleno pouze tak, jak
je stanoveno v protokolu. Zadna ze
smluvnich stran nepouZije jméno druhé
smluvni strany ani zadného zjejich
zaméstnancl nebo zastupcu pro Gcely
propagace nebo reklamy bez pisemného
svoleni druhé smluvni strany. Zadavatel si
ovSem vyhrazuje pravo identifikovat NNH
v souvislosti s uvedenim protokolu v databazi
klinickych hodnoceni National Institutes of
Health (NIH; Narodnich ustavd zdravi), jinych
verejné dostupnych seznamech probihajicich
klinickych hodnoceni, pfipadné jinych sluzeb
nebo mechanismu pro nabor pacienta.

Vynalezy

8.1 VeSkeré vynalezy, technologie, know-how,

technické informace a souvisejici pfedméty,



objects resulting from the performance of the
Trial, otherwise arising out of use, misuse or
modification of Sponsor's investigational
product or otherwise arising in connection
with the conduct of the Trial, also where 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, NNH shall promptly notify Sponsor
in writing. NNH shall ensure that its
contractual  arrangements  with  NNH
Personnel (whether they are its agents,
officers, directors, employees,
subcontractors and other representatives)
provide for the assignment of all interest in
any such Invention to Sponsor is free of any
obligation or consideration beyond that
provided for in this Agreement. NNH 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. NNH shall effect all documents
and assignments necessary to vest all
interest in Inventions in Sponsor, in
accordance with applicable local law.

8.2 To the extent that a transfer of an Invention

as described in this Section 8 is not possible,
NNH 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.

Assignment and Delegation

The Parties shall not assign, transfer or
pledge this Agreement or any rights,
obligations, debts, receivables or claims
following herefrom without prior written
consent of the other Party, such consent not
to be unreasonably withheld. The Parties
already now consent to an assignment of this
Agreement to a third party that acquires all or
the larger part of one of the Parties’ shares
or assets or who acquires those assets from

Radiology Clinical Trial Agreement / Smlouva o sluzbach radiologie v klinickém hodnoceni

které vzniknou na zakladé provadéni

klinického hodnoceni, jinak  vyplynou
z pouziti, nespravného  pouZiti  nebo
modifikace hodnoceného pfipravku

zadavatele nebo jinak vyplynou v souvislosti
s provadénim klinického hodnoceni, rovnéz
v pfipadech, kdy nejsou patentovatelné nebo
pro né nejsou uzaviena prava
k pramyslovému vlastnictvi (,vynalez®), jsou
a stanou se vyhradnim vlastnictvim
zadavatele. Pokud provadéni klinického
hodnoceni povede k néjakému vynalezu,
NNH to bezodkladné pisemné oznami
zadavateli. NNH zajisti, aby jeho smluvni
ujednani s personalem NNH (at uz se jedna
o jeho zastupce, vedouci pracovniky,
feditele, zaméstnance, subdodavatele a jiné
zastupce) zajistovalo, Zze postoupeni
vesSkerého zajmu na takovém vynalezu na
zadavatele nebude spojeno s zadnou
povinnosti ani odménou nad ramec toho, jak
je stanoveno v této smlouvé. NNH poskytne
zadavateli na jeho naklady pfiméfenou
pomoc pfi podavani a soudnim uplatnéni
jakychkoliv patentovych prihlasek
souvisejicich s vynalezy. Zadavatel bude mit
vyhradni pravomoc pfihlasit nebo soudné
uplatnit, vymahat, branit a upustit od
jakychkoliv  prav  duSevniho vlastnictvi
souvisejicich s vyndlezy a v jakékoliv takové
zéleZitosti bude moci svobodné jednat dle
vlastniho vyhradniho uvazeni. NNH vyhotovi
veSkeré dokumenty a postoupeni tak, jak
bude nezbytné k pfevedeni veSkerého zajmu
na vynalezech na zadavatele, v souladu
s platnymi pravnimi pfedpisy.

8.2 Vrozsahu, v jakém pfevedeni vynalezu dle

popisu vtomto ¢lanku 8 nebude mozné,
udéluje NNH zadavateli timto vyhradni
(neomezené z hlediska ¢asu, Uzemi
a pusobnosti) pfenositelnou, neodvolatelnou,
bezplatnou licenci, rovnéz umoznujici
udéleni sublicence, na pouzivani a vyuzivani
vynalez(l veSkerymi zpUsoby, jaké jsou
v souCasnosti znamé nebo se stanou
znamymi v budoucnu.

Postoupeni a delegovani

Smluvni strany nejsou opravnény postoupit,
prevést ani zastavit tuto smlouvu ani jakakoli
prava, povinnosti, dluhy, pohledavky nebo
naroky vyplyvajici z této smlouvy bez
pfedchoziho pisemného souhlasu druhé
smluvni strany, pfiéemz tento souhlas nesmi
byt bezdlvodné odmitnut. Strany jiz nyni
souhlasi s postoupenim této smlouvy treti
strané, ktera nabyva veSkeré podily nebo
majetkové hodnoty nebo jejich vétsi Cast
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10.3

the Sponsor to which this Trial belongs. Any
assignment contrary to the terms of this
Agreement shall be null and void. Breach of
obligations under this provision shall be
deemed a gross breach of this Agreement.
None of the rights or obligations under this
Agreement may be assigned or
subcontracted by NNH to any third party
without the prior written consent of Sponsor.
For the avoidance of doubt any approved
subcontractor will be placed under the
oversight of NNH in the performance of the
Trial related activities. NNH 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.

Anti-Bribery

10.1 Parties shall comply at all times with all

applicable laws and regulations combating

10

Radiology Clinical Trial Agreement / Smlouva o sluzbach radiologie v klinickém hodnoceni

jedné ze stran nebo ziska tyto majetkové
hodnoty od zadavatele, ktery je vlastnikem
tohoto klinického hodnoceni. Jakékoliv
postoupeni v rozporu s podminkami této
smlouvy bude neplatné a neucinné. Poruseni
povinnosti uvedenych v tomto ustanoveni
bude povazovano za hrubé poruSeni této
smlouvy. Zadna z prav nebo povinnosti podle
této smlouvy nemuize NNH postoupit ani
subdodavatelsky zadat Zadné tfeti strané bez
predchoziho pisemného souhlasu
zadavatele. Aby se zabranilo pochybnostem,
pfipadny schvaleny subdodavatel bude pfi
provadéni Cinnosti souvisejicich s klinickym
hodnocenim pod dohledem NNH. Pred
stéhovanim na jiné misto musi NNH tuto
skute€nost pfedem oznamit zadavateli. Tato
smlouva bude zavazna a ve prospéch
nastupcl a povolenych nabyvatel(l
zadavatele.

Protikorupéni ujednani

10.1 Smluvni strany budou vzdy dodrzovat

veSkeré platné zakony a predpisy pro

bribery and corruption (“Anti-Bribery potirani Uplatkarstvi a korupce
Laws”). NNH hereby represents and (,protikorupéni zakony“). NNH timto
warrants that it has not offered to pay, paid, prohlaSuje a zaruCuje, Zze nenabidlo,
or accepted, and undertakes that it will not nezaplatilo ani nepfijalo — a dale se
offer, pay, or accept, any bribes (including zavazuje, Ze nenabidne, nezaplati a
any improper gifts or entertainment) to or by nepfijme — Z2adné uplatky (v€etné

any person (including, in particular, any
government or public official of any
jurisdiction) to secure or retain a business
advantage for the benefit of NNH, Sponsor
and/or CRO under or in connection with this
Agreement.

10.2 Parties shall take appropriate steps, in

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

In addition, NNH shall ensure that any
person engaged by them for 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 NNH in this
Section 10.

10.2

10.3

nevhodnych dard nebo zabavy) zadné
0sobé — nebo od zadné osoby — (mimo jiné
v€etné jakychkoliv vliadnich nebo vefejnych
¢initeld libovolné jurisdikce) k zajisténi nebo
zachovani néjaké obchodni vyhody ve
prospéch NNH, zadavatele a/nebo CRO
podle této smlouvy nebo v souvislosti s ni.

Smluvni strany podniknou pfiméfené kroky,
zejména budou zachovavat a efektivné
vymahat interni zasady a postupy,
k zajisténi toho, aby jejich vedouci osoby,
feditelé, zaméstnanci, dodavatelé ve formé
tfetich stran a zastupci nebo jakakoliv jina
osoba jednajici jménem smluvnich stran
(spole¢né dale jen ,zastupci“) neporusovali
protikorupCni  zakony. Smluvni strany
budou odpovédné za jakékoliv poruseni
protikorup€nich zakonl ze strany svych
zastupc podle této smlouvy nebo
Vv souvislosti s ni.

NNH dale zajisti, aby jakakoliv osoba,
kterou pro ucely plnéni sluzeb nebo
poskytovani zbozi podle této smlouvy nebo
v souvislosti s ni bude angaZovat, takto
Cinila pouze na zakladé pisemné smlouvy,
ktera bude této osobé ukladat a bude z jeji
strany zajiStovat dodrZovani platnych
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10.4 Any material breach of any obligation under
this Section10 by Party or its
Representatives shall entitle other Party or
CRO to terminate this Agreement with
immediate effect and claim any damages
resulting from such breach.

11 Force and Effect of the Agreement,

Termination

11.1 The Agreement shall take force on the date
of signature by all parties and effect on the
date of its publication in the Agreements
Register according to Act no. 340/2015
Coll. on Special Conditions for the Efficacy
of Some Agreements, Publication of These
Agreements, and on an Agreement
Register, as amended. Unless terminated
earlier, this Agreement shall remain valid
until the Trial closure. Provisions set forth in
Sections 2, 3, 4, 5, 6, 7 and 8 shall survive
the termination of this Agreement.

11.2 Sponsor reserves the right to terminate this
Agreement for any reason upon thirty (30)
days written notice delivered to NNH.
NNH’s right for yet unpaid payments does
not cease by termination, or early
termination of this Agreement.

11.3 Sponsor may terminate this Agreement with
immediate effect, on delivering written
notice if:

* NNH breaches this Agreement;
» the safety of a Trial Subject is at risk.

11.4 Termination will not prejudice any rights
and remedies to which a Party may be
entitled to at law.

12 Qualifications

12.1 NNH declares that it has skills,
gualifications and equipment necessary to
perform the work mentioned in this
Agreement.

12.2 NNH shall assure appropriate quality and
diligence in the course of performing the
work and delivery of the data; NNH will also
immediately inform Sponsor about any
problems that may arise.

Protokol studie ¢.: MOR208C310

10.4

11

11.1

11.2

11.3

11.4

12

121

12.2

podminek ekvivalentnich tém, které jsou
NNH ulozeny v tomto ¢lanku 10.

Jakékoliv zavazné poruseni nékteré
z povinnosti podle tohoto ¢lanku 10
smluvnimi stranami nebo jejich zastupci
opravnuje opravnénou smluvni stranu nebo
CRO tuto smlouvu ukonc€it s okamzitou
platnosti a pozZadovat nahradu jakékoliv
Skody, ktera z daného poruseni vznikne.

Platnost a u€innost
ukonéeni

smiouvy,

Tato smlouva vstupuje v platnost dnem, kdy
ji podepisi obé strany a v ucinnost dnem
jejiho uvefejnéni v registru smiluv dle
zékona ¢&. 340/2015 Sb., o zvlastnich
podminkach ac&innosti nékterych smiuv,
uvefejfiovani téchto smluv a o registru
smluv, v platném znéni. Tato smlouva,
nebude-li jeji platnost ukonéena dfive,
zUstava v platnosti do uzavreni klinického
hodnoceni. Ustanoveni uvedend v ¢lancich
2,3,4,5,6,7 a8 zustavaji v platnosti i po
ukonceni této smlouvy.

Zadavatel si vyhrazuje pravo tuto smlouvu
ukongit z libovolného duvodu na zakladé
pisemné vypoveédi doruCené NNH se fficeti
(30) denni vypovédni dobou. Ukonéenim
nezanika narok NNH na dosud neuhrazené
platby.

Zadavatel m(ze tuto smlouvu ukondit
s okamzitou U¢€innosti, dnem doruceni
pisemné vypovédi, jestlize:

¢ NNH tuto smlouvu porusi,

* bude ohrozena bezpecnost
hodnoceni.

subjektu

Ukonceni neohrozi z&dna prava ani
napravné prostfedky, na které mize mit
néktera smluvni strana podle zakona narok.

Kvalifikace

NNH prohlasuje, ze disponuje
dovednostmi, kvalifikacemi a vybavenim
nezbytnym pro provadéni prace uvedené
v této smlouvé.

NNH zabezpeli pfiméfenou  kvalitu
a svédomitost v prlbéhu provadéni praci
adodavani udajua. NNH bude rovnéz
zadavatele ihned informovat o vyskytu
pfipadnych probléma.

CZE_Ancillary_Radiology 20210106_MOR_bilingual_Final_Approved on 20-Jan-2021
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13 Payment

13.1 The payment shall cover the work
performed by NNH under this Agreement
based on the instructions provided by the
Protocol and in the written instructions
provided by Sponsor.

13.2 The Parties acknowledge and agree that
compensation made under this Agreement
shall be made from funds provided by the
Sponsor and payment facilitated by CRO
directly or through one of its affiliates.

13.3 NNH shall be reimbursed in accordance
with Attachment A.

13.4 Maximum amount of total payments
rendered for Services provided under this
Agreement will approximately be
151,525,00 EUR, if the enrollment of Trial
Subjects is successful as planned.

14 Indemnification

14.1 NNH 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:

. the negligence or wrongful act or omission
of  NNH or NNH Personnel; or

. the breach of any term of this Agreement
(including the Protocol) or of Applicable
Law by NNH and/or NNH Personnel.

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

Protokol studie ¢.: MOR208C310

13

131

13.2

13.3

13.4

14

141

14.2

Uhrada

Uhrada se bude vztahovat na préci
odvedenou NNH podle této smlouvy dle
pokyn uvedenych v protokolu
av pisemnych pokynech poskytnutych
zadavatelem.

Smluvni strany berou na védomi a souhlasi
stim, zZze odména hrazena podle této
smlouvy bude hrazena z prostfedki
poskytnutych zadavatelem a Ze uhradu
bude zajistovat CRO, bud pfimo, nebo
prostifednictvim nékteré ze svych
pfidruzenych spole¢nosti.

NNH bude odména hrazena v souladu
s pfilohou A.

Maximalni  vyse celkovych plateb
poskytnutych za sluzby provedené na

zakladé této smlouvy bude pfiblizné
151.525,00 EUR, pokud bude nabor
subjektdl hodnoceni Uspésny, jak je
planovano.

Odskodnéni
NNH bude zadavatele a jeho pfidruzené

spole€nosti, akcionafe, vedouci osoby,
feditele, zaméstnance, dodavatele ve formé
tfetich stran, nastupce a nabyvatele a CRO
(spole¢né dale jen ,pfijemci odSkodnéni
zadavatele®) hajit, odSkodni je a bude je
chranit ve véci jakychkoliv zavazkd, narok,
Zalob nebo soudnich fizeni vzniklych na
zakladé jakéhokoliv vzneseného naroku
tfeti strany nebo soudniho Fizeni vedeného
proti pfijemcim odSkodnéni zadavatele,
vyplyvajicich s nasledujiciho:

nedbalost nebo protipravni jednani nebo
opomenuti ze strany NNH nebo personélu
NNH nebo

poruseni nékteré z podminek této smlouvy
(v&etné protokolu) nebo platnych pravnich
predpisll ze strany NNH a/nebo personalu
NNH.

NNH déale souhlasi stim, Ze pfijemce
odskodnéni zadavatele odSkodni a bude je
chranit ve véci veSkeré odpovédnosti
v pfipadé naroku ze strany zaméstnance

nebo nezavislého dodavatele NNH
uplatiujiciho pracovnépravni pomeér
s nékterym Z pfijemcu odskodnéni
zadavatele.

CZE_Ancillary_Radiology 20210106_MOR_bilingual_Final_Approved on 20-Jan-2021
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14.3 In consideration of the performance of the 14.3 Jako protihodnotu za provadéni klinického

Trial in accordance with the provisions of
this Agreement (including the Protocol) and
Applicable Law, Sponsor agrees to defend,
indemnify and hold harmless NNH and its
Personnel from and against any and all
liabilities, claims, actions or suits resulting
from any third party claim made or suit
brought against NNH and NNH Personnel
arising out of the use of the Sponsor Drug,
except to the extent such liabilities, claims,
actions or suits result from NNH’s or NNH
Personnel’s negligent or wrongful act or
omission.

14.4 Sponsor shall defend, indemnify and hold

15

16

harmless NNH and its officers, directors,
employees, agents, successors and
assigns (collectively, the “NNH
Indemnities”) from and against any and all
liabilities, claims, actions or suits resulting
from any third party claim made or suit
brought against NNH Indemnities arising
out of:

the gross negligence or wrongful act or
omission of Sponsor or any individual
acting on behalf of Sponsor in the
performance of this Agreement, or

any breach of this Agreement by Sponsor.

Insurance

NNH must hold adequate insurance which
will cover any and all losses or liability
arising out of or in connection with their
obligations under this Agreement. Upon
request, NNH must provide appropriate
certificates of currency evidencing the
insurance. The insurance must be
maintained during the term of this
Agreement and for a reasonable period
thereafter.

Sponsor maintains necessary insurance in
accordance with Czech regulations for the
entire duration of the Trial.

Records

16.1 NNH will securely maintain and store the

Records in compliance with Good Clinical
Practices and as required by local laws and
regulations or applicable Regulatory
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14.4

15

16

16.1

hodnoceni v souladu s ustanovenimi této
smlouvy (véetné protokolu) a platnymi
pravnimi predpisy souhlasi zadavatel s tim,
Zze bude NNH a persondl NNH hdjjit,
odSkodni jej a bude jej chranit ve véci
jakychkoliv zavazkl, narokl, zalob nebo
soudnich fizeni vzniklych na zakladé
jakéhokoliv vzneseného naroku tfeti strany
nebo soudniho fizeni vedeného proti NNH
a personalu NNH, vyplyvajicich z pouziti
|éCivého pfipravku zadavatele, pokud dané
zavazky, naroky, Zaloby nebo soudni fizeni
nevyplyvaji z nedbalého nebo protipravniho
jednani nebo opomenuti NNH nebo
personalu NNH.

Zadavatel odSkodni, obhaji a zbavi NNH
a jeho vedouci pracovniky, zaméstnance,
zastupce, nastupce a nabyvatele prav
(spolecné ,strany zbavené odpovédnosti
NNH") odpovédnosti ve vztahu ke vSem
zavazkum, narokim, zalobam nebo
soudnim spordm vzniklym v dudsledku
naroku tfetich stran nebo Zalob podanych
tfetimi stranami proti strandm zbavenym
odpovédnosti NNH z divodu:

hrubé nedbalosti nebo protipravniho
jednani & opomenuti na strané zadavatele
nebo jakékoli osoby jednajici jménem
zadavatele pfi plnéni této smlouvy nebo
jakéhokoli poruseni této smlouvy
zadavatelem.

Pojisténi

NNH musi mit sjednano adekvatni pojisténi
pokryvajici veskeré ztraty nebo
odpovédnost vyplyvajici nebo souvisejici
sjeho zavazky podle této smlouvy. Na
vyzadani musi NNH prFedloZit pfisludna
osvédcéeni o aktualnosti pojisténi,
dokladajici dané pojisténi. Toto pojisténi
musi byt udrzovano po celou dobu platnosti
této smlouvy a po pfiméfenou dobu poté.

Zadavatel uzavrel na celou dobu klinického
hodnoceni nezbytné pojisténi v souladu
s Eeskymi pravnimi pfedpisy.

Z&znamy

NNH bude uchovéavat a skladovat zaznamy
zabezpeenym zpusobem, v souladu se
spravnou Kklinickou praxi a dle pozadavk
mistnich  zakonli a predpisi nebo
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16.2

16.3

17

17.1

17.2

17.3

17.4

Authority.

NNH will inform Sponsor in writing of any
change of address or relocation of the
Records.

Sponsor or CRO shall provide written
instructions to NNH to deliver up or destroy
all Records in its possession at the
completion of the Services.

Changes

This Agreement may only be extended,
renewed or otherwise amended by written
and numbered amendments on the basis of
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.

This Agreement represents the entire
understanding between the Parties, and
supersedes all other agreements,
expressed or implied, between the Parties
concerning the subject matter hereof. This
Agreement shall be governed and
construed in accordance with the laws of
the Czech Republic without giving effect to
conflict of law provisions. In case of a
bilingual version of this Agreement, the
Czech version of this Agreement shall

prevail and all proceedings shall be
conducted in Czech.
This Contract is executed in four

counterparts and each party shall receive
two counterparts.

The Parties have agreed within the
meaning of the provisions of Section 89a of
Act No. 99/1963, Coll. the Civil Procedure
Code, that the competent court to hear and
rule on disputes and other legal matters
arising from the legal relationship under this
Agreement, as well as related relationships,
shall be the Prague Municipal Court for
matters within the competence of a regional
court, and the Prague 5 District Court for
matters within the competence of a district
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16.2

16.3

17

17.1

17.2

17.3

17.4

pfislusného regula¢niho uradu.

NNH bude zadavatele pisemné informovat
0 jakékoliv zmé&né& adresy nebo zméné
umisténi zaznamda.

Zadavatel nebo CRO poskytne NNH
pisemné pokyny k doruéeni nebo ke zni¢eni
veskerych zaznamd(, které bude mit po
dokonéeni plnéni sluzeb v drzeni.

Zmény

Tato smlouva mlze byt prodlouzena,
obnovena nebo jinak doplnéna pouze
pisemné, formou vzestupné c¢islovanych
dodatku, na zakladé vzajemného souhlasu
smluvnich stran. Jakékoliv upusténi od
néjaké podminky nebo ustanoveni této
smlouvy ¢i jejiho/jeho poruseni, na zakladé
jednani ¢&i jinak, vjednom nebo vice
pfipadech, nelze povazovat ani vykladat
jako dalSi nebo pokracujici upusténi od
dané podminky nebo ustanoveni, pfipadné
jakéhokoliv dFfivéjsiho, sou€asného nebo
nasledného porudeni dané podminky Ci
ustanoveni nebo jiné podminky &i
ustanoveni této smlouvy, stejného nebo
odliSného charakteru.

Tato smlouva predstavuje celé ujednani
mezi smluvnimi stranami a nahrazuje
veSkeré jiné dohody, vyslovné nebo
pfedpokladané, mezi smluvnimi stranami,
tykajici se pfedmétu této smlouvy. Tato
smlouva se Fidi a vyklada se v souladu se
zakony Ceské republiky s vylougenim
ustanoveni o koliznich norméch. V pfipadé
dvojjazyéné verze této smlouvy ma
prednost jeji Ceska verze a veskera fizeni
budou vedena v Ceském jazyce.

Tato smlouva je vyhotovena ve C&tyfech
stejnopisech, pfiemz kazda ze smluvnich
stran obdrzi dva stejnopisy.

Smiuvni strany se ve smyslu ustanoveni
§ 89a zakona &. 99/1963 Sb., ob&ansky
soudni fad dohodly, ze mistné pfislusSnym
soudem k projednani a rozhodnuti spor(
a jinych pravnich véci vyplyvajicich z touto
smlouvou zalozeného pravniho vztahu,
jakoz i ze vztahll stimto vztahem
souvisejicich, je v pfipadé, ze k projednani
véci je vécné pfislusny krajsky soud,
Méstsky soud v Praze a v pfipadé, Ze
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court.

18 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.

19 Severability Clause

19.1 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.

20 Proclamation

20.1 The Sponsor undertakes to order and NNH
undertakes to perform Services associated
with only such PET / CT examination in
accordance with § 71/1 point a) of Act
373/2011 Coll. on Specific Health Services
for which a direct benefit to the health of
persons will be demonstrated in
comparison with an injury that may be
caused by medical radiation exposure
associated with the examination. Sponsor
further agrees that it will not order Services,
which would lead to the exposure of healthy
individuals or patients  voluntarily
participating in  biomedical research
program, including those exposures that do
not have a direct health benefit for the
person undergoing the exposure ( 8§ 72/2 of
the Act 373/2011 Coll.).

20.2 Both Sponsor and CRO acknowledge that
employees of NNH are not authorized to
enter in connection with the provision of

Protokol studie ¢.: MOR208C310
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k projednani véci je vécné pfislusny okresni
soud, Obvodni soud pro Prahu 5.

Vyssi moc

Zadna ze smiluvnich stran nenese
odpovédnost za prodleni s plnénim nebo za
neplnéni zavazku podle této smlouvy,
pokud je toto prodleni nebo neplnéni
vysledkem  okolnosti mimo  rdmec
pfiméfené kontroly dané smluvni strany
(mimo jiné véetné jakéhokoliv zasahu vysSi
moci, vladniho opatfeni, nehody, stavky,
terorismu, bioterorismu, uzavfeni (lock-out)
nebo jiné formy protestni akce) a je
bezodkladné oznameno druhé smluvni
strané (dale jen ,vys$Si moc®). Zasah vyssi
moci nepfedstavuje poruseni této smlouvy
a doba pro plnéni se nalezité prodlouzi.
Pokud ovSem bude zasah vy3Si moci
pretrvavat déle nez tficet (30) dn, mohou
smluvni strany zahdjit jednani zamérena na
zmirnéni jeho dopadu a, bude-li to mozné,
na dohodnuti takovych alternativnich
ujednani, ktera mohou byt za vSech danych
okolnosti pfiméfena.

19 Ujednani o oddélitelnosti

19.1 Pokud nékteré z ustanoveni této smlouvy

bude nebo se stane neplatnym nebo pokud
bude tato smlouva obsahovat néjaké
opomenuti, nedojde tim k ovlivnéni
pravniho ucinku ostatnich ustanoveni.

20 Prohlaseni

20.1 Zadavatel se zavazuje objednavat a NNH

se zavazuje proveést sluzby spojené pouze
s takovym PET/CT vySetfenim, ve smyslu
§ 71, odst. 1, pism. a) zdkona 373/2011 Sh.
o specifickych zdravotnich  sluzbéach,
u néhoz bude prokazan pfimy pfinos pro
zdravi osoby ve srovnani s Ujmou, kterou
muize Iékarské ozareni spojené
s vySetfenim zpUsobit. Zadavatel se déale
zavazuje, ze nebude objednavat sluzby,
které by vedly k ozareni zdravych osob
nebo pacientl v ramci dobrovolné ucéasti na
biolékafském  vyzkumném  programu,
v€etné téch ozafeni, kterd nemaji mit pfimy
zdravotni pfinos pro osoby podstupujici
ozareni (§ 72 odst. 2 zakona 373/2011 Shb.).

20.2 Zadavatel a CRO berou na védomi, ze

zaméstnanci NNH nejsou opravnéni
vstupovat v souvislosti s poskytovanim
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21

Services into any direct contractual
relationships with Sponsor, CRO or any
other person acting in line with Sponsor or
CRO upon their order or in their favor, or to
accept any consideration based on such
relationships, unless NNH is a party to such
an agreement.

Publication of this Agreement

21.1 The Parties agree, that to the extent

required by Applicable Laws, in particular
Czech Act no. 340/2015 Coll, on Special
Conditions for the Efficacy of Some
Agreements,  Publication of These
Agreements, and on an Agreement
Register, as amended, this Agreement will
be registered in the Public register of the
Agreements according to Act no. 340/2015
Coll.

21.2 The Parties declare that in relation to the

Act no. 340/2015 Coll. certain information is
regarded as sensitive information and
therefore a trade secret of the Sponsor in
the meaning of § 504 of the Act no. 89/2012
Coll., Civil Code, as amended.

sluzeb dle této smlouvy do jakychkoli
pfimych smluvnich vztah(i se zadavatelem,
s CRO, nebo s jakoukoli jinou osobou
jednajici se zadavatelem nebo s CRO ve
shodé, na jeho pfikaz nebo v jeho
prospéch, a pfijimat na zakladé téchto
smluvnich vztah( jakékoli pInéni, ledaze je
NNH stranou takové smlouvy.

21 Uverejnéni smlouvy

21.1

21.2

Smluvni strany se dohodly, Ze v rozsahu,
v jakém je tak pozadovano pfisluSnymi
pravnimi pfedpisy, zejména zakonem
€. 340/2015 Sb., o zvlastnich podminkach
ucinnosti nékterych smluv, uvefejhiovani
téchto smluv a o registru smluv, v platném
znéni, bude tato smlouva uvefejnéna ve
vefejném registru smluv v souladu se
zdkonem €. 340/2015 Sb,.

Smluvni strany prohladuji, ze ve vztahu
k zakonu ¢&. 340/2015 Sb., jsou urcité
informace povazovany za citlivé informace
a tudiz obchodni tajemstvi zadavatele ve
smyslu § 504 zakona ¢. 89/2012 Sb.,
obcansky zakonik, v plathém znéni.

IN WITNESS WHEREOF, the Parties have NA DUKAZ VYSE UVEDENEHO uzaviraji

executed this Agreement.

CRO

on behalf and for the account of Sponsor /
jménem a na ucet zadavatele

V Praze
(place) (date)
(misto) (datum)

-y Power of Attorney

by Power of Attorney
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smluvni strany tuto smlouvu.

Nemocnice Na Homolce
(Na Homolce Hospital)

V Praze
(place) (date)
(misto) (datum)

MUDr. Petr Polou¢ek, MBA
feditel / Director
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Attachment A
Payment Schedule and Terms

1 Payment Schedule

Pfiloha A

Rozpis plateb a platebni podminky

1

Rozpis plateb

e s e
. I .
P . —
2 Invoices 2 Faktury
a. Payments will be issued by CRO based on a. Platby bude CRO provadét podle rozpoctu
visit budget, payment frequency and pro navstévy, Cetnosti plateb a platebnich
payment terms as described in this podminek tak, jak je popsano v této
Agreement. smlouvé.
b. Within 10 (ten) days after the end of every
quarter, NNH shall provide CRO with an b. Do 10 (deseti) dnd po skonceni kazdého
invoice/payment request (as applicable) and Ctvrtleti pfeda NNH CRO fakturu / Zadost o
attach a detailed list of all services rendered platbu (podle vhodnosti) a pfipoji podrobny
within the past quarter containing data seznam vSech vyhotovenych sluzeb béhem
regarding each individual service (protocol posledniho Ctvrtleti, s uvedenim udaji ke
number, patient's study ID, date of kazdé jednotlivé sluzbé (Cislo protokolu, id.
performance, scope of the services €. pacienta v klinickém hodnoceni, datum
performed). plnéni, rozsah odvedenych sluzeb).
c. Payments will be made only upon receipt of
corresponding undisputed and valid c. Platby budou provadény pouze na z&kladé
invoices/payment request (as applicable), obdrzeni pfisluSnych nespornych a platnych
including back-up documentation, in the faktur / Zadosti o platbu (podle vhodnosti),
specified currency, as described below. v€etné podkladové dokumentace, ve
Invoices/payment request (as applicable) stanovené méné, jak je popsano nize.
will be payable within thirty (30) days from Faktury / zadost o platbu (podle vhodnosti)
the date of receipt by CRO of the budou splatné do tficeti (30) dnii od data,
invoice/payment request (as applicable), kdy fakturu / zadost o platbu (podle
including any applicable back-up vhodnosti) obdrzi CRO, v€etné podkladové
documentation. dokumentace, podle vhodnosti.
d. Any consideration payable under this
Agreement should be exclusive of statutory  d. Jakakolivn odména splatnd podle této
VAT. In case services or goods are subject smlouvy ma byt bez zakonné DPH.
to VAT, a valid VAT invoice must be issued V pripadé sluzeb nebo zbozi, které podléha
by NNH in respect of the transaction platbé DPH, musi NNH ohledné transakce,
covered by the consideration. na kterou se odména vztahuje, vystavit
platnou fakturu s DPH.
e. NNH shall be responsible for all taxes
(excluding Value Added Taxes including e. NNH je odpovédna za odvod veskerych dani

without limitation, withholding, stamp,
income (e.g., payroll and employment
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taxes) and any and all taxes assessed by
government authority that apply to the
activities performed by NNH under this
Agreement.

All payments will be made in CZK, using the
conversion rate of the local national bank on
the date of invoicing.

. Invoices/payment request (as applicable)
for any additional payments to those stated
in this Agreement (i.e., additional
reimbursements) must also be sent to CRO
and approved by  Sponsor. All
invoices/payment request (as applicable)
must fulfil, in the European Union, all
requirements pursuant to Council Directive
2006/112/EC or, in a jurisdiction outside the
European Union, any equivalent tax law.
The invoice must contain particulars
pursuant to Act No. 235/2004 Coll., on value
added tax. The CRO is obliged to return the
invoice which does not contain such
particulars to NNH within 14 days from
receipt of the invoice. All invoices/payment
request (as applicable) shall be addressed
to and raised in the following manner:

Invoices to be billed to:

PSI CRO Czech Republic s. r. 0.

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

IN: 28196775

VAT: CZ28196775

Invoices to be sent electronically to:

. Invoices/payment request (as applicable)
shall include the VAT-ID number, the net
amount and the VAT (0%, if the recipient is
exempted from VAT).

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

Undisputed payments will be effected via
bank transfer to the following bank account:
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zpfijmu  (napf. dan ze mzdy a
zaméstnanecka dan) a jakychkoliv jinych
dani uloZenych statnim ufadem, které se
vztahuji na ¢innosti provadéné NNH podle
této smlouvy.

Veskeré platby budou provadény v CZK za
pouziti sménného kurzu mistni narodni
banky k datu fakturace.

. Faktury / zadost o platbu (podle vhodnosti)

tykajici se jakychkoliv dalSich plateb k t&m,
které jsou uvedené v této smlouvé (tj. dalsi
Uhrady), museji byt rovnéz zaslany CRO a
schvaleny zadavatelem. VSechny faktury /
zadost o platbu (podle vhodnosti) museji
v Evropské unii splfovat veSkeré pozadavky
v souladu se smérnici Rady 2006/112/ES
nebo, v pfipadé jurisdikce mimo Evropskou
unii, ekvivalentniho dafiového zakona.
Faktury musi obsahovat nalezitosti dle
zakona ¢&. 235/2004 Sb., o dani z pfidané
hodnoty. CRO je povinna vratit fakturu, ktery
neobsahuje uvedené Udaje, NNH k opravé
do 14 dnu od jejiho obdrzeni.

Veskeré faktury / zadost o platbu (podle
vhodnosti) se adresuji a podavaji
nasledujicim zplsobem:

Faktury se Uctuji spoleénosti:

PSI CRO Czech Republic s. r. o.

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

ICO: 28196775

DIC: CZ28196775

Faktury se zasilaji elektronicky na
adresu:

. Faktury / zadost o platbu (podle vhodnosti)

museji obsahovat dafiové identifikacni €islo,
Cistou Castku a vysi DPH (0 %, je-li pfijemce
osvobozen od DPH).

Upozorfiujeme, 2e  faktury  nebudou
zpracovany, pokud nebudou obsahovat
odkaz na nazev zadavatele, Cislo protokolu
a jméno Pl a Cislo pracovisté. Po obdrzeni a
ovéfeni bude Uhrada faktur zafazena mezi
nasledujici, pravidelné planované platby za
pfedmétnou Cinnost.

Nesporné  platby  budou
bankovnim pfevodem na
bankovni ucet:

provadény
nasledujici

Protokol studie ¢.: MOR208C310
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Bank name / Nazev banky: Ceskéa narodni banka

Bank address / Adresa banky: Na P¥ikopé 28, 115 03 Praha 1, Ceska republika / Czech

Republic
Bank Code / Kod banky: 0710

Account no. / €. uétu (IBAN): 17734051/0710

SWIFT Code / Kbéd SWIFT: CNBACZPP

k. The remuneration for the services in scope
of this Agreement shall solely be made to
NNH. Sponsor through CRO will only accept
making payments to bank accounts of NNH
in the country where the services under this
Agreement have been performed and in
compliance with the applicable legislation.

I.  NNH must provide the final invoice/payment
request (as applicable) to CRO within sixty
(60) days of Trial site closure. CRO is not
liable for payment of invoices sent after
such time.

m. If overpayment by CRO has occurred, NNH
will refund any overpayment to CRO upon

notice of such. NNH shall promptly
reimburse Sponsor or CRO amounts
overpaid within thirty (30) days of

notification by Sponsor or CRO.

By law, payments made under this Agreement
may be required to be reported by Sponsor or
CRO. NNH understands and acknowledges,
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. NNH agrees to provide to Sponsor or
CRO any payment or transfer of value
information needed for Sponsor or CRO to
fulfil such reporting requirements.

Protokol studie ¢.: MOR208C310

k. Odména za sluzby vramci této smlouvy
bude hrazena vyhradné NNH. Zadavatel
bude prostfednictvim CRO akceptovat
provadéni plateb pouze na bankovni ucty
NNH v zemi, kde byly sluzby podle této
smlouvy odvedeny, a v souladu s platnymi
pravnimi pfedpisy.

. NNH musi zavére¢nou fakturu / zadost o
platbu (podle vhodnosti) pfedat CRO do
Sedesati (60) dnU od uzavfieni pracovisté
klinického  hodnoceni. CRO  nenese
odpovédnost za platbu faktur zaslanych
pozdéiji.

m. V pfipadé, zZe CRO provede platbu
v nadmérné vysi, vrati NNH pfipadny
preplatek CRO na zakladé pfislusného
oznameni. NNH ¢&astky nadmérnych plateb
bezodkladné uhradi zadavateli nebo CRO do
tiiceti (30) dnd od jejich oznameni
zadavatelem nebo CRO.

Podle zakona mulze byt pozadovano, aby
zadavatel nebo CRO hlasili platby provedené
na zakladé této smlouvy. NNH je srozuméno
a bere na védomi, ze zadavatel nebo CRO
mohou zpristupnit  charakter vztahu
zamySleného touto smlouvou, véetné
podrobnosti tykajicich se jakékoliv platby
nebo prfevodu hodnoty (véetné jinych nez
penéznich hodnotovych polozek) ze strany
zadavatele nebo CRO. NNH souhlasi, ze
zadavateli nebo CRO poskytne jakékoliv
informace o platbé nebo prevodu hodnoty,
které bude zadavatel nebo CRO ke spinéni
danych pozadavkui na hlaseni potrebovat.
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