THIS AGREEMENT
is made by and between

(1) Parexel International (IRL) Limited, 70 Sir John
Rogerson's Quay Dublin 2, Ireland
Company No: 541507
(hereinafter “CRO”)

and
2) Fal,(ultni nemocnice v Motole
V Uvalu 84
150 06 Praha 5
Czech Republic

ID No: 00064203

VAT No: CZ00064203

Represented by: NG
]

(hereinatter “Institution™)
regarding

Protocol No: CAAA617A12402
(hereinafter Protocol)

“A Phase 1V, Post-Authorization Safety Study to Investigate
the Lon-Term Safety of lutetium (177Lu) vipivotide
tetraxetan in Adult Participants with Prostate Cancer”
(hereinafter “Study”)

of

SPONSOR: Novartis Pharma AG
at Lichtstrasse 35, CH-4056 Basel Switzerland
hereinafter “SPONSOR”

WHEREAS, SPONSOR is the sponsor of the multi-
center/multi-centre Study to clinically characterize the long-
term safety of AAA617 in adults with prostate cancer who
received at least one dose of AAA617 from interventional
Novartis sponsored clinical trials, and CRO (or its Affiliate)
has been retained by SPONSOR (under a separate written
agreement) to act as SPONSOR'’s contractor and designee in
managing the Study for SPONSOR; and

WHEREAS Institution shall Fully Cooperate with CRO and
shall permit CRO to perform any and all of the SPONSOR’s
Study obligations and to exercise any and all of SPONSOR’s
Study rights that lie with SPONSOR on the basis of
Applicable Law and GCP regulations as though such rights
were CRO’s own rights, as has been delegated by SPONSOR
to CRO; and

TATO SMLOUVA
se uzavira mezi témito smluvnimi stranami
(1) Parexel International (IRL) Limited
70 Sir John Rogerson's Quay Dublin 2, Irsko
Registracni ¢.: 541507
(dale oznacovana jako ,,CRO*)

a
2) Fa!(ultni nemocnici v Motole, se sidlem:
V Uvalu 84
1v50 06 Praha 5
Ceska republika

IC: 00064203
DIC: CZ00064203
zastoupena: i G
na zakladé povéteni
(dale oznacované jako ,,Poskytovatel zdravotnich sluzeb*)

ohledné

Protokolu ¢.: CAAA617A12402
(déle oznacovany jako Protokol)

,Poregistracni bezpecnostni studie faze IV zkoumajici
dlouhodobou bezpecnost lutecium-(177Lu) vipivotid
tetraxetanu u dospélych ucastnikti s rakovinou prostaty*
(dale oznacované jako ,,Klinické hodnoceni*)

zadavatele

Novartis Pharma AG
at Lichtstrasse 35, CH-4056 Basel Switzerland
dale jako ,,ZADAVATEL*

VZHLEDEM K TOMU, ZE ZADAVATEL je
zadavatelem multicentrického Klinického hodnoceni,
jehoZz cilem je klinicky charakterizovat dlouhodobou
bezpecnost piipravku AAA617 u dospélych ucastnikl s
rakovinou prostaty, ktefi dostali alesponn jednu davku
AAA617  vintervencnich  klinickych  hodnocenich
sponzorovanych spolecnosti Novartis; a ZADAVATEL
povetil CRO (piipadné Sptiznénu osobu), aby jednala
jako smluvni dodavatel ZADAVATELE a jim povétfena
osoba pii fizeni Klinického hodnoceni; a

VZHLEDEM K TOMU, ZE Poskytovatel zdravotnich
sluzeb bude plné¢ spolupracovat s CRO a umozni CRO
plnit vesSkeré povinnosti ZADAVATELE v Klinickém
hodnoceni a vykonavat veskerd priva ZADAVATELE v
Klinickém hodnoceni, ktera nalezi ZADAVATELI na
zaklade platnych pravnich predpist a predpist GCP, jako
by tato prdva byla prdva CRO vlastni, a jak byla
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WHEREAS, Institution has the Resources
sufficient to properly conduct the Study; and

and space

WHEREAS I (hcreinafter
Investigator) will conduct the Study in Fakultni nemocnice v
Motole, I
Czech republic and all Study Personnel will conduct the
Study under the supervision of Investigator; and

WHEREAS, this Agreement explains the

obligations of Institution and CRO; and

respective

WHEREAS, under this Agreement CRO does not act, or
purport to act, as SPONSOR's contractual agent, but rather as
SPONSOR's appointed designee for managing the Study.

1. DEFINITIONS

Definitions for terms used in this Agreement are in Exhibit B.

2. PROVISION OF RESOURCES AND SPACE TO

ZADAVATELEM delegovana na CRO; a

VZHLEDEM K TOMU, ZE Poskytovatel zdravotnich
sluzeb disponuje zdroji a prostorem dostateCnymi k
fadnému provadéni Klinického hodnoceni; a

VZHLEDEM K TOMU, I
Bl (dile oznadovany jako ZkousSejici) bude Klinické

hodnoceni nrovadét ve Fakultni nemocnici v Motole na

I, C sk
republika a vSichni Pracovnici zapojeni do Klinického
hodnoceni budou provadét Klinické hodnoceni pod
dohledem Zkousejiciho; a

VZHLEDEM K TOMU, ZE tato Smlouva vysvétluje
prislusné povinnosti Poskytovatele zdravotnich sluzeb a
CRO; a

VZHLEDEM K TOMU, ZE na zékladé této Smlouvy
CRO nejednd ani se nesnaZi jednat jako smluvni z4stupce
ZADAVATELE, nybrz jako zmocnénec ZADAVATELE
pro fizeni Klinického hodnoceni.

1. DEFINICE

Definice vyrazli pouzivanych v této Smlouve jsou uvedeny
v Priloze B.

2. POSKYTNUTI ZDROJU A PROSTORU PRO

CONDUCT THE STUDY AND STUDY CONDUCT POTREBY A PROVADENI  KLINICKEHO
HODNOCENI
2.1 Institution agrees, and commits itself to CRO, to | 2.1 Poskytovatel zdravotnich sluzeb souhlasi a

provide and create all necessary conditions allowing the
Investigator to use the Resources and premises to conduct the
Study.

2.2 Institution agrees, and commits itself to CRO, to
allow Investigator and other Study Personnel to conduct the
Study at Institution. Institution, as the employer of
Investigator, further warrants, that it has granted consent in
accordance with Section 304, paragraph 1 of Act No.
262/2006 Coll., to the Investigator conducting the Study
according to this Agreement upon his sole responsibility and
for a separate fee from the SPONSOR.

23 Institution acknowledges and agrees that CRO will
conclude a separate agreement with the Investigator
concerning the obligations of the Investigator in relation to
the Study. Institution further confirms that it has received a
copy of that agreement or has been otherwise satisfactorily
informed as to its terms and that such agreement may include
fair compensation.

24 Institution acknowledges that SPONSOR is the

zavazuje se viCi CRO, Ze poskytne a vytvoii veskeré
nezbytné podminky, které umozni Zkousejicimu vyuzivat
zdroje a prostory k provadéni Klinického hodnoceni.

2.2 Poskytovatel zdravotnich sluzeb souhlasi a
zavazuje se vuci CRO, ze umozni Zkousejicimu a dalSim
Pracovniklim zapojenym do klinického hodnoceni provadét
Klinické  hodnoceni ve  Zdravotnickém  zafizeni.
Poskytovatel zdravotnich sluzeb jako zaméstnavatel
Zkousejiciho dale zarucuje, ze udélil souhlas v souladu s §
304, odst. 1 zakona 262/2006 Sb., k tomu, aby ZkouSejici
provadél Klinické hodnoceni podle této Smlouvy na vlastni

odpovédnost a za  samostatnou  odménu  od
ZADAVATELE.
2.3 Poskytovatel zdravotnich sluzeb bere na védomi a

souhlasi s tim, Ze CRO uzavie se Zkousejicim samostatnou
smlouvu o povinnostech ZkouSejiciho. Poskytovatel
zdravotnich sluzeb déle potvrzuje, ze obdrzel kopii této
dohody nebo ze byl jinak uspokojivé informovan o jejich
podminkach a Ze tato dohoda mize zahrnovat spravedlivou
ndhradu.
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sponsor of the Study, and as such is an intended third-party
beneficiary of this Agreement, whereas SPONSOR transfers
any or all of the SPONSOR's Study-related functions to CRO
in compliance with ICH-GCP, sec. 5.2.1. In addition to the
foregoing, Institution agrees that CRO may disclose any and
all Information and/or documents relating to this Agreement,
and/or relating to Investigator’s and Institution’s participation
in the Study (including without limitation any Reports or
other documents or materials provided by Investigator or
Institution to CRO hereunder), to SPONSOR. All references
to SPONSOR herein (whether in the context of delivery of
Information, submission of applications, financial terms, or
anything else) derive from SPONSOR’s status as such, and
Institution agrees to all such instances. Institution will Fully
Cooperate with CRO’s requests relating to SPONSOR.

2.5 Institution acknowledges that CRO is the recipient of
Services described in this Agreement and, for the avoidance
of any doubt, that SPONSOR is not the recipient of Services
described in this Agreement.

2.6 Institution agrees, and commits itself to CRO, that the
Study shall be conducted in a diligent, efficient, and skilful
manner, in strict compliance with the terms and conditions of
this Agreement, the Protocol including subsequent
amendments, any specific Study Instructions, Applicable Law
and any other professional standards applicable to their
professional industries and fields. Institution shall not commit
any negligent acts or any willful misconduct in connection
with the Study. Institution shall not make any unauthorized
warranties to any person (including Subjects) concerning the
product being tested in the Study.

2.7 If required by Applicable Law, CRO shall, or procure
that SPONSOR, make(s) the necessary submissions or
notifications to the regulatory authorities. The Study may not
commence until the Investigator has been informed by CRO
that such authorization has been granted.

2.8 Institution understands that Investigator, shall agree
or has agreed to enroll 3 duly qualified (according to the
Protocol) Subjects for the Study and shall do so according to
the timetable set forth in Exhibit A. Notwithstanding the
foregoing, Institution also understands that Investigator shall
agree or has agreed that SPONSOR or CRO may unilaterally
revise the number of Subjects that Investigator shall enroll,

24 Poskytovatel zdravotnich sluzeb souhlasi, ze
ZADAVATEL je zadavatelem Studie a jako takovy je
Zadavatel opravnénou tfeti stranou této Smlouvy,
ZADAVATEL prevadi veSkeré nebo vSechny funkce
ZADAVATELE souvisejici se Studii na CRO v souladu s
ICH-SKP, ods. 5.2.1. Krom¢ vyse uvedené¢ho Poskytovatel
zdravotnich sluzeb souhlasi s tim, Zze CRO muze
ZADAVATELI zptistupnit veskeré informace a/nebo

dokumenty tykajici se této Smlouvy a/nebo ucasti
ZkouSejictho a  Poskytovatele zdravotnich  sluzeb
v Klinickém hodnoceni (véetné, ale bez omezeni,

jakychkoli Zprav nebo jinych dokumenti ¢i materialt
poskytnutych ZkouSejicim nebo Instituci CRO podle této
Smlouvy). Veskeré odkazy na ZADAVATELE v této
Smlouvé (at’ uz v souvislosti s poskytovanim Informaci,
predkladdnim Zzadosti, financnimi podminkami nebo
¢imkoli jinym) vyplyvaji ze statusu ZADAVATELE jako
takového a Poskytovatel zdravotnich sluzeb se vSemi
takovymi pfipady souhlasi.  Poskytovatel zdravotnich
sluzeb bude pln¢ spolupracovat s pozadavky CRO
tykajicimi se ZADAVATELE.

2.5 Poskytovatel zdravotnich sluzeb bere na védomi,
ze CRO je ptijemcem Sluzeb popsanych v této Smlouvé, a
aby se ptfedeslo pochybnostem, pak také ze ZADAVATEL
neni piijemcem Sluzeb popsanych v této Smlouve.

2.6 Poskytovatel zdravotnich sluzeb souhlasi a
zavazuje se viuci CRO, ze Klinické hodnoceni bude
provadéno peclivé, ulinné a kvalifikované, v pfisném
souladu s podminkami této Smlouvy, Protokolem vcetné
naslednych zmén, jakymikoli konkrétnimi pokyny k
provadéni Klinického hodnoceni, platnymi pravnimi
predpisy a jakymikoli jinymi odbornymi standardy, které se
vztahuji na jejich odborné odvétvi a obor. Poskytovatel
zdravotnich sluzeb se v souvislosti s Klinickym
hodnocenim nedopusti zadnych nedbalostnich c¢inli ani
zameérného pochybeni. Poskytovatel zdravotnich sluzeb
neposkytne zaddné osobé (véetné Subjektl) zadné
neopravnéné zaruky tykajici se Studijniho 1éciva.

2.7 Pokud to vyzaduji platné pravni ptedpisy, ucini
CRO, nebo zajisti, aby ZADAVATEL ucinil, nezbytna
podani nebo oznameni regulacnim organtim. Klinické
hodnoceni nesmi byt zahdjeno, dokud ZkousSejici neobdrzi
od CRO informaci o tom, Ze bylo pfislusné povoleni
udéleno.

2.8 Poskytovatel zdravotnich sluzeb bere na védomi, ze
ZkouSejici souhlasi s ndborem 3 vhodnych (podle
Protokolu) Subjektti pro Klinické hodnoceni, a ucini tak v
souladu s ¢asovym harmonogramem obsazenym v Ptiloze
A. Bez ohledu na vySe uvedené Poskytovatel zdravotnich
sluzeb rovnéz bere na védomi, ze Zkousejici souhlasi s tim,
ze ZADAVATEL (ptimo nebo prostiednictvim CRO) miize

]
Strana 3 z 32




and/or the timeframe for such enrollment, via Study
Instructions at any time. The Study is expected to start in July
2023 and end in September 2033. The expected remuneration
per patient for the Institution shall be CZK 100,460.

2.9 Institution shall retain all necessary Subject records
and/or documents whether electronic, paper, or in any other
form relating to the Study for twenty-five (25) years after the
end or the premature termination of the Study (Archiving
period). Institution shall inform SPONSOR of the planned
shredding six (6) months prior to the expiration of the
Archiving Period. SPONSOR shall notify the Institution
within thirty (30) days of receipt of this notice whether
SPONSOR consents to the shredding or prefers to continue
archiving of the records and/or documents at SPONSOR’s
expense, to retrieve them or to otherwise dispose of them.
This notice regarding the expiration of the Archiving Period
shall be included as a separate item in the Study Budget. In
the event that the SPONSOR fails to notify the Institution of
SPONSOR’s decision within 30 days, SPONSOR shall be
deemed to have consented to shredding.

2.10  Institution is not presently under any agreement or
obligation which conflicts with the duties and obligations
owed to SPONSOR or CRO under this Agreement, and
further agree not to undertake any such obligation or
agreement during the course of the Study.

2,11  Institution hereby acknowledges and agrees that it
has received sufficient Information regarding the provision of
its Services.

2.12  Institution shall, throughout the duration of the Study,
provide, keep available to the Investigator and Study
Personnel and maintain all necessary Resources for the
adequate performance of the Study. Institution shall inform
CRO promptly in writing (including by email) about all
changes impacting the Resources.

2.13 The Protocol, including any amendments thereto,
constitutes an integral part of this Agreement by reference. In
case of any inconsistency between this Agreement and the
Protocol, the Protocol shall take precedence on matters of
medicine, science and conduct of the Study; otherwise the
terms of this Agreement shall prevail.

2.14  Institution agrees to compensate CRO and
SPONSOR as applicable, for all costs arising out of

jednostranné revidovat pocet Subjektt, které Zkousejici do
studie zaradi, a/nebo Casovy ramec pro takové zatazeni do
studie, a to kdykoliv prostfednictvim Pokynii k provadéni
Klinického hodnoceni. Predpoklddané zahajeni Studie je
Cervenec 2023 a piedpokladané ukonceni Studie je zafi
2033. Predpokladana vySe odmény na dokonceného
pacienta pro Poskytovale ¢ini 100 460 K¢.

2.9 Poskytovatel zdravotnich sluZeb bude archivovat
vSechny prislusné zaznamy a/mebo dokumenty o
Subjektech, at’ jiz v elektronické, tisténé nebo jakékoli jiné
form¢, tykajici se Klinického hodnoceni, a to po dobu
dvacetpét (25) let od ukonceni Klinického hodnoceni (Doba
archivace). Poskytovatel bude informovat ZADAVATELE
o planované skartaci Sest (6) mésicii pfed uplynutim Doby
archivace. ZADAVATEL se vyjadri do triceti (30) dnti ode
dne, kdy obdrzel tuto informaci, zda se skartaci souhlasi ¢i
zda si pfeje zdznamy a/nebo dokumenty na své naklady
dale archivovat, prevzit, ptipadné¢ s nimi nalozit jinak. Tato
informace o uplynuti Doby archivace bude v rozpoctu
Klinického hodnoceni uvedena jako samostatna polozka. V
pripadé, ze ZADAVATEL neozndmi své rozhodnuti do 30
dntl, POSKYTOVATEL ma za to, ze ZADAVATEL se
skartaci souhlasi.

2.10  Poskytovatel zdravotnich sluzeb v soucasné dobé
nemd Zddnou dohodu ani zdvazek, ktery by byl v rozporu s
jeho povinnostmi a zdvazky vici ZADAVATELI nebo
CRO vyplyvajicimi z této Smlouvy, a dédle souhlasi s tim,
ze se v prubchu Klinického hodnoceni k zadné takové
povinnosti ani smlouveé nezavaze.

2.11 Poskytovatel zdravotnich sluzeb timto bere na
védomi a souhlasi s tim, ze obdrzel dostate¢né informace o
poskytovani svych Sluzeb.

2.12  Poskytovatel zdravotnich sluzeb v pribchu
Klinického hodnoceni poskytne a bude udrzovat
ZkousSejicimu a Pracovnikim zapojenym do klinického
hodnoceni vSechny nezbytné prostiedky pro nalezité
provadéni Klinického hodnoceni. Poskytovatel zdravotnich
sluzeb bude neprodlen¢ pisemné informovat (pfimo nebo
prostfednictvim CRO) ZADAVATELE o vSech zménach,
které mohou mit dopad na tyto zdroje.

2.13  Protokol, v¢etné vSech jeho dodatki, tvoii nedilnou
souCast této Smlouvy zaclenénou formou odkazu. V
pripadé jakéhokoli rozporu mezi touto Smlouvou a
Protokolem je v zalezitostech medicinskych a védeckych a
v otazkach provadeéni Klinického hodnoceni rozhodujici
Protokol; jinak jsou rozhodujici podminky této Smlouvy.

2.14  Poskytovatel zdravotnich sluzeb souhlasi s tim, Ze
nahradi CRO a ZADAVATELI (podle toho, koho se budou
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Institution’s breach of this Agreement.

2.15 Institution agrees that if Investigator or any Study
Personnel is a government employee, official and/or
performing a governmental function, such relationship may
be disclosed to the SPONSOR.

2.16 Institution warrants that neither it, nor any Study
Personnel are officials, agents, or representatives of any
government or political party or international organization
where they may be in positions of authority to be able to
improperly help CRO or SPONSOR obtain a business
advantage. Institution further warrants that neither it nor any
Study Personnel shall make any payment, either directly or
indirectly, of any money or other consideration (hereinafter
Payment), to government or political party officials, officials
of international organizations, candidates for public office, or
representatives of other businesses or persons acting on
behalf of any of the foregoing (hereinafter collectively
Officials) where such Payment would constitute violation of
any law, including the U.S. Foreign Corrupt Practices Act. In
no event shall Institution or any Study Personnel make any
Payment either directly or indirectly to Officials if such
Payment is for the purpose of influencing decisions or actions
with respect to the subject matter of this Agreement or any
other aspect of CRO’s or SPONSOR’s business. Institution
shall report any violation of this warranty promptly to CRO
and agree to respond to any CRO inquiries about any
potential violations and make appropriate records available to
CRO or SPONSOR upon request. At any time upon the
request of CRO, Institution agrees to promptly certify in
writing their ongoing compliance (and the compliance of all
other Study Personnel) with the warranties contained in this
Section 2.16.

3. MONITORING AND COOPERATION

3.1 Institution shall Fully Cooperate with CRO and will
grant CRO access for monitoring visits and allow direct
inspection of all Study related records, including Subject
medical files, as requested by CRO and for any other
purposes relating to the Study as deemed necessary by CRO.
Institution shall allow CRO/Sponsor or their representatives
to inspect, monitor or audit the work pursuant to this

tykat) veskeré ndklady vzniklé z poruseni této Smlouvy ze
strany Poskytovatele zdravotnich sluzeb.

2.15 Poskytovatel zdravotnich sluzeb souhlasi s tim, ze
jestlize je ZkouSejici nebo kterykoli z Pracovnikl
zapojenych do klinického hodnoceni statnim
zaméstnancem, statnim Cinitelem nebo vykonava statni

funkci, muze byt ZADAVATEL o tomto vztahu
informovén.
2.16  Poskytovatel zdravotnich sluzeb zarucuje, ze ani

Poskytovatel zdravotnich sluzeb, ani Pracovnici zapojeni do
klinického hodnoceni nejsou funkcionari, zmocnénci ani
zéastupci  jakékoli vlady nebo politické strany nebo
mezindrodni organizace, kde by pfipadné¢ byli v pozici
autority, jez muze nepatficné napomahat ZADAVATELI
nebo CRO kziskdni obchodnich vyhod. Poskytovatel
zdravotnich sluzeb dale zaruCuje, ze Poskytovatel
zdravotnich sluzeb ani zadny z Pracovnikli zapojenych do
klinického hodnoceni neprovede piimou ani nepiimou
platbu jakékoli pen¢zni castky ani jiné uplaty (dale
oznacovana jako Platba) statnim nebo politickym
funkcionaitm, Ufednikim mezinarodnich organizaci,
kandiddtim na vefejny ufad nebo zastupcim jinych
podnikli nebo osob jednajicich jménem kteréhokoli z vyse
uvedenych (dale spoleéné oznaCovani jako Funkcionaii),
pokud by takova platba predstavovala poruseni jakéhokoli
zékona, véetné Zakona USA o korupc¢nich praktikich v
zahranici. Poskytovatel zdravotnich sluzeb ani Pracovnici
zapojeni do klinického hodnoceni v zddném ptipadé piimo
ani nepfimo neprovedou zadnou platbu Funkcionaiim,
pokud ma takov4 platba ovlivnit rozhodnuti nebo jednédni s
ohledem na pfedmét této Smlouvy nebo jakykoli jiny
aspekt  podnikini ZADAVATELE nebo  CRO.
Poskytovatel zdravotnich sluzeb neprodlené oznami
jakékoli poruseni tohoto prohlaSeni CRO a souhlasi s tim,
ze CRO zodpovi jakékoli dotazy tykajici se pripadnych
poruseni, a ze na vyzadini ZADAVATELI nebo CRO
poskytne prislusné zaznamy. Poskytovatel zdravotnich
sluzeb souhlasi s tim, ze kdykoli na vyzadidni CRO
neprodlené pisemné potvrdi, ze trvale dodrzuje (a Zze
vSichni ostatni Pracovnici zapojeni do klinického
hodnoceni dodrzuji) prohlaSeni uvedend v tomto odstavci
2.16.

3. MONITOROVANI A SPOLUPRACE

3.1 Poskytovatel zdravotnich sluzeb bude s CRO plné
spolupracovat a poskytne CRO piistup k monitorovacim
navs§tévam a umozni piimou kontrolu vSech zaznamu
souvisejicich s Klinickym hodnocenim, vcetné zdravotnich
zaznamu Subjektl, jak je bude CRO pozadovat, i pro
jakékoli jiné ucely souvisejici s Klinickym hodnocenim tak,
jak to bude CRO povazovat za nezbytné. Poskytovatel
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Agreement at the study site or in other contractually
designated premises in or with which the Study is conducted,
during normal working hours only. Such inspection or audit
must be arranged at least 3 days in advance and must not
interfere with the normal operation of Institution.

4. AUDITS AND REGULATORY INSPECTIONS

4.1 Institution shall Fully Cooperate with audits or
inspections, applicable to the Study, performed by SPONSOR
or CRO during or after completion of the Study. Institution
shall allow SPONSOR, CRO and governmental or regulatory
authorities, including but not limited to the U.S. Food and
Drug Administration, access to Resources used to perform
tasks related to the Study, shall make all requested documents
available to them and shall provide them with any further
Information as may be requested.

4.2 In the event the audit or regulatory inspection
identifies a lack of compliance with this Agreement on the
part of Institution, CRO may terminate this Agreement in
accordance with Section 14.1 (a).

4.3 Institution shall immediately notify CRO by
telephone, email or fax if a governmental or regulatory
authority, including but not limited to the State Institute for
Drug Control (Statni ustav pro kontrolu leciv —SUKL),
requests to carry out an inspection of Institution’s facilities, or
does so. Institution shall allow SPONSOR and CRO to be
present during such inspection, and shall provide to
SPONSOR and CRO copies of all materials, correspondence,
statements, forms and records that Institution receives,
obtains or generates pursuant to or in connection with any
such inspection.

S. CONFIDENTIAL INFORMATION

51 Institution agrees that any and all Confidential
Information that is received from CRO, SPONSOR or
otherwise in connection with this Agreement shall be
received and maintained by it in strict confidence and not
disclosed to any third party (other than SPONSOR) during
the conduct of the Study and for fifteen (15) years thereafter.
Furthermore, Institution agrees to use the Confidential
Information only for the purposes of this Agreement except
as otherwise specifically provided for herein.

zdravotnich sluzeb umozni CRO/zadavateli nebo jejich
zéastupctim, aby provedli kontrolu, monitorovani nebo audit
praci ve smyslu této smlouvy u studijniho pracoviste, nebo
v jinych smluvné uréenych prostorach, v nichz nebo s
jejichz pomoci se provadi studie (klinické hodnoceni), a to
vyhradné béhem bézné pracovni doby. Takova kontrola
nebo audit vSak musi byt domluven minimalné 3 dny
predem a nesmi naruSit bézny chod poskytovatele
zdravotnich sluzeb.

4. AUDITY A INSPEKCE 7E STRANY
REGULACNICH ORGANU
4.1 Poskytovatel zdravotnich sluzeb bude plné

spolupracovat pii auditech nebo inspekcich vztahujicich se
ke Klinickému hodnoceni, které provadi ZADAVATEL
nebo CRO béhem Klinického hodnoceni nebo po jeho
ukonceni. Poskytovatel zdravotnich sluzeb umozni
ZADAVATELI, CRO a statnim nebo regula¢nim organim,
véetnd Utadu USA pro kontrolu potravin a 1ék, piistup ke
zdrojiim pouzivanym pii plnéni ukoll souvisejicich s
Klinickym  hodnocenim,  zpfistupni jim  vSechny
poZadované dokumenty a poskytne jim jakékoli dalsi
informace, které si ptipadné vyzadaji.

4.2 V ptipadé, Ze se pii auditu nebo kontrole zjisti, ze
Poskytovatel zdravotnich sluzeb tuto Smlouvu nedodrzuje,
muze CRO tuto Smlouvu vypovédét v souladu s
ustanovenimi ¢lanku 14.1 (a).

4.3 Poskytovatel zdravotnich sluzeb bude neprodlené
telefonicky, e-mailem nebo faxem informovat CRO, jestliZze
statni nebo regulacni organ, zejména vcetné Statniho tGstavu
pro kontrolu 1éCiv, pozaduje provedeni inspekce prostor
Poskytovatele zdravotnich sluzeb, ptipadn¢ pokud takovou
inspekci provede. Poskytovatel zdravotnich sluzeb umoZzni
ZADAVATELI a CRO, aby byli pii takové kontrole
pritomni, a poskytne ZADAVATELI a CRO kopie
veskerych materiall, korespondence, prohlaseni, formulait
a zaznamt, které Poskytovatel zdravotnich sluzeb obdrzi,
ziskd nebo vytvoii v souvislosti stouto kontrolou nebo
inspekci.

5. DUVERNE INFORMACE

51 Poskytovatel zdravotnich sluzeb souhlasi s tim, ze
veSkeré  Duvérné  informace, které obdrzi od
ZADAVATELE, CRO nebo jinak v souvislosti s touto
Smlouvou, pfijme a bude uchovavat v ptisné diveérnosti a
neposkytne je zadné treti osob¢ (jiné nez ZADAVATEL), a
to po celou dobu provadéni Klinického hodnoceni a po
dobu patnacti (15) let po jejim ukonceni. Poskytovatel
zdravotnich sluzeb dale souhlasi s tim, ze bude Duvérné
informace vyuZzivat pouze pro ucely této Smlouvy, pokud
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5.2 Institution may disclose Confidential Information
only to (a) Investigator and Study Personnel, or other
employees or staff who require access thereto for the
purposes of this Agreement provided, however, that prior to
making any such disclosures Institution binds such
Investigator and Study Personnel, employees or staff in
writing to the same obligations as are contained herein to
maintain Confidential Information in confidence and not to
use such Confidential Information for any purpose other than
in accordance with the terms of this Agreement, (b) to the
appropriate EC having jurisdiction over the performance of
the Study at Institution and c) to State Institute for Drug
Control.

53 The terms of this Agreement, including but not
limited to the financial terms, are the Confidential
Information of SPONSOR and CRO, and shall be maintained
in confidence by Institution in accordance with Section 5.1
above. If, however, Institution is required by Applicable Law
to disclose such Confidential Information, it may do so
without breaching its obligations under this Section provided,
in advance of disclosure, it notifies CRO of the Confidential
Information to be disclosed, the reason for disclosure, and the
date of disclosure.

54 Nothing contained herein will in any way restrict or
impair any party’s right to use, disclose, or otherwise deal
with any Confidential Information which at the time of its
receipt:

(a) is generally available in the public domain or
becomes available to the public through no act of the party
receiving said Confidential Information; or

(b) is independently known by the party receiving the
Confidential Information, prior to receipt thereof, which said
party can demonstrate by documented proof; or

(©) is lawfully given to the receiving party by a third
party who is not bound by any obligation to preserve it as
confidential.

5.5 The other party acknowledges that Institution, as a state
contributory organization, is obliged to provide information
upon request of a third party pursuant to Act No. 106/1999
Coll., on free access to information.

neni v této Smlouve vyslovné stanoveno jinak.

5.2 Poskytovatel zdravotnich sluzeb muize Duveémé
informace poskytnout pouze (a) ZkouSejicimu a
Pracovnikim zapojenym do klinického hodnoceni nebo
jinym pracovnikim nebo zaméstnancim, kteti k nim
potfebuji mit pfistup pro ucely této Smlouvy, ovsem za
predpokladu, Ze pred poskytnutim jakychkoli takovych
informaci Poskytovatel zdravotnich sluzeb pisemné zavaze
takového ZkouSejictho a Pracovniky zapojené do
klinického hodnoceni, zaméstnance nebo jiné pracovniky k
dodrzovéni stejnych povinnosti, jako jsou obsazeny v této
Smlouve, pokud jde o zachovani divérnosti Davérnych
informaci a nepouzivani téchto Duvérnych informaci k
jinému ucelu nez v souladu s podminkami této Smlouvy, a
(b) ptislusné EK nebo IRB, ktera ma dohled nad
provadénim Klinického hodnoceni ve Zdravotnickém
zafizeni.

53 Podminky této Smlouvy, =zejména vcetné
finan¢nich podminek, jsou Duvérnymi informacemi
ZADAVATELE a CRO a Poskytovatel zdravotnich sluzeb
je v souladu s ustanovenimi Cclanku 5.1 vySe bude
uchovavat v davérnosti. Jestlize vSak je Poskytovatel
zdravotnich sluzeb na zékladé platnych pravnich ptedpist
povinen takové DUvémné informace zpfistupnit, mize tak
ucinit bez poruseni svych zavazkli podle tohoto c¢lanku,
pokud pted timto zpiistupnénim uvédomi CRO o tom, jaké
Diivérné informace budou zpfistupnény, a o divodu a
terminu jejich zpfistupnéni.

54 Z4dné ustanoveni obsazené v této Smlouvé nijak
neomezuje ani neovliviiuje pravo kterékoli smluvni strany
na uzivani, poskytnuti nebo uvefejnéni Dulvémych
informaci nebo jiné naklddani s takovymi Duveérnymi
informacemi, které v dob¢ jejich obdrzeni:

(a) byly obecné znamé nebo se staly obecné znamymi
jinak nez prostiednictvim jakéhokoli jednéni
strany, ktera uvedené Davérné informace obdrzela;
nebo
(b) byly smluvni strané pfijimajici Divérné informace
znamy jest¢ pred tim, nez je obdrzela na zakladé
této Smlouvy, coz md uvedend smluvni strana
zdokumentovano a muze prokazat; nebo
(c) byly pfijimajici smluvni strané¢ legitimng
poskytnuty tfeti osobou, ktera neni vazana zadnou
povinnosti uchovavat je v divérnosti.

5.5 Druha smluvni strana bere na védomi, Ze
Poskytovatel zdravotnich sluzeb jakozto statni ptispévkova
organizace, je povinna na dotaz tfeti osoby poskytnout
informace podle zdkona ¢. 106/1999 Sb., o svobodném
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6. RIGHTS TO INFORMATION

6.1 All Information provided to Institution for purposes
of the performance of the Services are and will remain
SPONSOR's property. Institution shall not acquire any rights
of any kind whatsoever with respect to such Information as a
result of performance under this Agreement or otherwise.

6.2 Institution shall deliver all Information and clinical
specimens to SPONSOR, CRO or their respective designee(s)
in a timely manner throughout the performance of the Study,
as provided in the Protocol or Study Instructions, and in no
event later than ten (10) business days after (i) the date of
termination of this Agreement or (ii) the date on which
SPONSOR or CRO otherwise requests delivery of
Information and clinical specimens.

6.3 The Information and Study Results (including
publication) may be used by SPONSOR in any manner it
deems appropriate to comply with its business interests, both
during, and following termination of, this Agreement.

7. PUBLICITY

Neither party to this Agreement shall use the name, symbols,
trademarks or image of the other party hereto, or
SPONSOR’s name, symbols, trademarks or image, in
connection with any advertising or promotion of any product
or service without the prior written consent of such party or
SPONSOR, as appropriate.

8. INTELLECTUAL PROPERTY

8.1 Any and all Study Results and Information, material
or assets relating to the Protocol or the Study, including any
and all existing or future rights therein (hereinafter
collectively referred to as Assets), whether patentable or not,
conceived by Institution under this Agreement, shall be, and
remain, at all times the sole and exclusive property of
SPONSOR and SPONSOR shall own, to the widest extent
possible under Applicable Law, any and all Intellectual
Property Rights thereto (subject to the rights expressly
reserved for CRO under Section 8.3). To the extent required
for SPONSOR to obtain, secure and perfect said rights and
legal positions under Applicable Law, the Assets shall
automatically vest in SPONSOR and to the extent required,
Institution hereby assigns all rights, title and interests in any

pristupu k informacim.

6. PRAVA NA INFORMACE A STUDIJNI
LECIVO
6.1 Veskeré informace poskytnuté Poskytovateli

zdravotnich sluzeb pro ucely Klinického hodnoceni jsou a
zlistanou majetkem ZADAVATELE. Poskytovatel
zdravotnich sluzeb nenabyva v dasledku plnéni této
Smlouvy ani jinak ve vztahu ke Studijnimu lé¢ivu nebo k
takovym informacim z4adna prava jakéhokoli charakteru.
6.2 Poskytovatel zdravotnich sluzeb v  pribéhu
provadéni Klinického hodnoceni bude vcas predavat
ZADAVATELI, CRO nebo jejich pfislusnym jmenovanym
zéstupcim vSechny informace a klinické vzorky, jak jsou
stanoveny v Protokolu nebo v Pokynech k provadéni
klinického hodnoceni, a to v kazdém piipade nejpozdéji do
deseti (10) pracovnich dnii po (i) datu vypovédi této
Smlouvy, nebo (ii) datu, kdy si ZADAVATEL nebo CRO
jinak vyzada predani informaci, nepouzitého Studijniho
1é¢iva a klinickych vzorkt.

6.3 ZADAVATEL je opravnén pouzivat informace a
vysledky Klinického hodnoceni (véetné publikovani)
jakymkoli zptsobem, ktery povazuje za vhodny pro to, aby
naplnil své obchodni zajmy, a to jak v prib&hu doby trvani,
tak po ukonceni této Smlouvy.

7. PUBLICITA

Z4dnd ze smluvnich stran této Smlouvy neni bez
predchoziho pisemného souhlasu druhé smluvni strany této
Smlouvy nebo ZADAVATELE, opravnéna pouzit nazev,
symboly, ochranné zndmky ani image jiné smluvni strany
nebo nédzev, symboly, ochranné zndmky nebo image
ZADAVATELE v souvislosti s jakoukoli reklamou nebo
propagaci jakéhokoli produktu nebo sluzby.

8. DUSEVNI VLASTNICTVI

8.1 Veskeré vysledky Klinického hodnoceni a
informace, materidly nebo majetek souvisejici se Studijnim
l1écivem, Protokolem nebo Klinickym hodnocenim, véetné
veskerych stdvajicich nebo budoucich prav k nim (déle
spole¢né oznacované jako Majetek), at’ uz patentovatelné
nebo  nepatentovatelné,  vytvofené¢  Poskytovatelem
zdravotnich sluzebm na zékladé€ této Smlouvy, jsou a trvale
zistavaji vyhradnim vlastnictvim ZADAVATELE a
platnych pravnich pfedpisti vlastnikem veSkerych prav
dusevniho vlastnictvi k nim (s vyhradou prav vyslovné
vyhrazenych v ¢lanku 8.3 pro CRO). V rozsahu nezbytném
k tomu, aby ZADAVATEL nabyl, zabezpecil a uplatnil
uvedend prdva a pravni postaveni podle platnych pravnich
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and all Assets to SPONSOR, and shall perform any and all
other acts necessary to assist SPONSOR in obtaining,
securing and perfecting the rights to said Assets. In the event
that SPONSOR, according to Applicable Law, cannot obtain
or secure ownership of any of said Assets, Institution hereby
grants SPONSOR worldwide, exclusive, unlimited and
royalty-free rights of use, exploitation and utilization and/or
licenses regarding said Assets. Institution warrants by the
execution of this Agreement, that ithas not entered into, and
will not enter, into any contractual agreement or relationship
which would in any way conflict with or compromise
SPONSOR’s proprietary interest in, or rights to, any Assets
existing at the time of the execution of this Agreement or
arising out of or related to its performance thereunder.

8.2 Institution shall disclose to CRO (who will disclose
to SPONSOR) all Study Results, Information and in
particular all inventions, findings, discoveries and other
creative ideas and developments (hereinafter referred to as
Inventions) conceived or reduced to practice as a direct result
of the Study. Such disclosure shall/must be made fully and
promptly in writing to an authorized/authorised representative
of CRO (who will disclose to SPONSOR). Shall the
cooperation of Institution, with respect to the exercise of the
SPONSOR's intellectual property rights, entail an excessive
time and financial burden, the parties undertake to negotiate
an amendment to this Agreement. Such amendment to this
Agreement shall lay down adequate compensation for the
time and financial burden which is not foreseeable at the time
of the conclusion of this Agreement.

8.3 All parties to this Agreement and SPONSOR shall
retain all right, title and interest in any Intellectual Property
that was owned by such party or SPONSOR prior to or apart
from the commencement of this Agreement. No license grant
or assignment, express or implied, by estoppel or otherwise,
is intended by, or shall be inferred from, this Agreement
except to the extent necessary for each party to fulfill its
obligations under this Agreement or otherwise give effect to
this Agreement.

84 The provisions under this section 8 shall survive the
expiry or termination of this Agreement for a period of 12
(twelve) years.

predpisi, se Majetek automaticky stdva majetkem
ZADAVATELE a Poskytovatel zdravotnich sluzeb timto
postupuje vSechna prdva, vlastnickd pridva a podily na
veskerém  Majetku v pozadovaném rozsahu na
ZADAVATELE a ucini veskeré dalsi ukony nezbytné k
tomu, aby ZADAVATELI pomohlo nabyt, zabezpecit a
uplatnit prava k uvedenému Majetku. V piipade, Ze
ZADAVATEL nemuze podle platnych pravnich ptedpist
ziskat nebo zabezpecit vlastnictvi jakékoli ¢asti uvedeného
Majetku, udéluje timto Poskytovatel zdravotnich sluzeb
ZADAVATELI celosvétova vyhradni, neomezena a
bezplatnd prava uzivani, pradva k pouziti a/nebo licence
tykajici se uvedeného Majetku. Poskytovatel zdravotnich
sluzeb podpisem této Smlouvy prohlasuje, Ze neuzaviel a
neuzavie zadnou smluvni dohodu ani vztah, ktery by byl
jakkoli v rozporu s vlastnickymi podily ZADAVATELE
nebo by mohl jakkoli ohrozit jakékoli majetkové podily na
jakémkoli Majetku nebo prava k nému, at’ jiz existujici pfi
podpisu této Smlouvy nebo vyplyvajici z jejiho plnéni nebo
s jejim plnénim souvisejici.

8.2 Poskytovatel zdravotnich sluzeb poskytne CRO
(ktera je poskytne ZADAVATELI) vSechny vysledky
Klinického hodnoceni, informace a zejména vSechny
vyndlezy, zjiSténi, objevy a dalsi tvurci ndpady a vyvoj
(dale oznacované jako Vynalezy), které¢ byly vytvofeny
nebo zavedeny do praxe jako piimy vysledek Klinického
hodnoceni. Takové poskytnuti bude/musi byt ucinéno
pisemné v plném rozsahu a neprodlené¢ poskytnuto
zmocnénému  zastupci CRO  ((ktera je poskytne
ZADAVATELI). Pokud by soucinnost Poskytovatele
zdravotnich  sluzeb  vzhledem k uplatnéni prav
ZADAVATELE z duSevniho vlastnictvi byla spojena s
nadmérnou ¢asovou a finanéni zat€zi, smluvni strany se
zavazuji jednat o dodatku k této smlouve€. Dodatkem k této
smlouvé by byla stanovena adekvatni kompenzace za
Casovou a financni zatéz, kterd neni v dobé uzavirani
smlouvy piedvidatelna.

8.3 V8echny smluvni strany této Smlouvy a
ZADAVATEL si ponechdvaji veskerd prdva, vlastnicka
priva a podily na jakémkoli Dusevnim vlastnictvi, které
vlastnily, nebo které vlastnil ZADAVATEL pied zacatkem
této Smlouvy nebo nezdvisle na ni. Touto Smlouvou se
neudéluje ani nepostupuje zadna licence, at’ jiz vyslovné
nebo implicitn¢, podle zéasady estoppel nebo jinak, s
vyjimkou v rozsahu nezbytném pro to, aby kazdi ze
smluvnich stran mohla plnit své zdvazky vyplyvajici z této
Smlouvy nebo jinak tuto Smlouvu realizovat.

8.4 Ustanoveni tohoto oddilu 8 zistavaji v platnosti i po
skonceni platnosti nebo ukonceni této Smlouvy po dobu 12
(dvanécti) let.
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9. DATA PROTECTION & PRIVACY

9.1 Institution hereby represents and warrants that it
consents, and it shall obtain all necessary consents in writing
from (a) all Subjects as per the informed consent form, and
(b) the key members of Study Personnel and Investigator
participating in the Study for administrative / study
management and any other purpose required by law, so that
such Subjects’, Study Personnel’s and Investigator’s Personal
Data can be Processed by (including transferred to) CRO, any
of its Affiliates, and SPONSOR or any of its Affiliates and
regulatory authorities in each case within or outside the
country where such data originates.

9.2  The Parties agree, and CRO confirms Sponsor agrees,
to adhere to the principles of medical confidentiality in
relation to Subjects involved in the Study and to comply at all
times with their respective obligations under all data
protection Applicable Laws in relation to this Agreement and
the protection of the Personal Data of Subjects and Study
Personnel, where CRO, Sponsor and the Institution shall act
as Independent Data Controllers. CRO/Sponsor with regard
to Personal Data related to study data and the Institution with
regard to Personal Data relating to health care data. Both
Parties are responsible for making sure that their potential
sub-contractors meet the same requirements. If the
CRO/Sponsor intends to transfer Personal Data from the
EU/EEA to countries not considered adequate by the
European Commission, the CRO/Sponsor  will take
reasonable measures to ensure that adequate measures are in
place, including but not limited to ensuring that the recipient
is bound by the EU Standard Contractual Clauses or recipient
has implemented an EU-approved code of conduct or
certification, to protect personal data.

9.3 Both the CRO and the Institution shall maintain, and
CRO confirms Sponsor shall maintain, appropriate technical
and organisational security measures to protect the Subjects’
and the Study Personnel’s Personal Data they process in
relation to this Agreement.

94 Institution shall notify CRO immediately in writing
(but in no event later than five (5) days from the date) of any
data security breach.

9.5 If requested by CRO in order to enable CRO to
comply with any Applicable Law and to Process any Personal
Data, Institution will work with CRO in good faith to address
any issue relating to the Processing of Personal Data.

9. OCHRANA  OSOBNICH  UDAJU A
SOUKROMI
9.1 Poskytovatel zdravotnich sluzeb timto prohlasuje a

zarucuje, ze souhlasi a ziska vSechny potiebné pisemné
souhlasy od (a) vSech Subjektdi podle formulafe
informovaného souhlasu a (b) kli¢ovych ¢lend studijniho
personalu a ZkousSejiciho, ktefi se ucastni studie, pro
administrativni fizeni / fizeni studie a jakékoli dalsi ucely
vyzadovan¢ zakonem, aby tyto osobni udaje Subjekti,
studijnfho  persondlu a ZkouSejictho mohly byt
zpracovavany (vCetné predavani) CRO, kteroukoli z jejich
sptiznénych osob a ZADAVATELEM nebo kteroukoli z
jeho spriznénych osob a regula¢nimi organy, a to v kazdém
pfipadé v zemi nebo mimo zemi, odkud tyto udaje
pochézeji.

9.2 Strany souhlasi a CRO potvrzuje, ze ZADAVATEL
souhlasi s dodrzovanim zasad Iékarského tajemstvi ve
vztahu k Subjektiim Gcastnicim se Studie a s tim, Ze budou
vzdy dodrzovat své povinnosti vyplyvajici ze vSech
platnych pravnich piedpist na ochranu tdajii v souvislosti s
touto smlouvou a ochranou osobnich udaji Subjekti a
personalu studie, pficemz CRO, ZADAVATEL a
Poskytovatel zdravotnich sluzeb budou jednat jako
nezavisli spravci udaji. CRO/ ZADAVATEL s ohledem na
osobni udaje tykajici se udaji o studii a Poskytovatel
zdravotnich sluzeb s ohledem na osobni tidaje tykajici se
udaji o zdravotni péci. Ob¢ strany odpovidaji za to, Ze
jejich potencialni subdodavatelé spliuji stejné pozadavky.
Pokud CRO/ ZADAVATEL zamysli ptedavat osobni udaje
z EU/EHP do zemi, které Evropska komise nepovazuje za
odpovidajici, CRO/ ZADAVATEL piijme pfimétena
opatieni, aby =zajistil, Zze budou zavedena odpovidajici
opatieni, mimo jiné vcetné zajiSténi toho, Ze piijemce je
vdzan standardnimi smluvnimi doloZkami EU nebo Ze
ptijemce zavedl kodex chovani nebo certifikaci schvalenou
EU, k ochran¢ osobnich udajt.

9.3 CRO i Poskytovatel zdravotnich sluzeb udrzuji a CRO
potvrzuje, ze ZADAVATEL udrzuje vhodna technickd a
organizacni bezpecnostni opatfeni na ochranu osobnich
udaji Subjektd a Studijniho personalu, které zpracovavaji v
souvislosti s touto smlouvou.

9.4 Poskytovatel zdravotnich sluzeb neprodlené (v
kazdém piipadé vSak nejpozdéji do péti (5) dnl ode dne)
pisemné vyrozumi CRO, o jakémkoli poruseni ochrany
osobnich udaja.

9.5 Pokud o to CRO pozada, aby vyhovéla ptisluSnym
platnym pravnim piedpisiim a aby mohla zpracovat jakékoli
osobni tdaje, bude Poskytovatel zdravotnich sluZzeb s CRO
v dobré vife spolupracovat na vyieSeni jakéhokoli problému
souvisejiciho se zpracovanim osobnich udajt.
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10. INDEMNIFICATION

10.1  Institution shall immediately notify CRO in writing
of any claim of illness or injury that is claimed to be due to
any of the clinical intervention or procedures that are
provided for or required by the Protocol to which the Subjects
would not have been exposed but for their participation in the
Study. Institution shall allow SPONSOR to handle such claim
(including, if applicable, settlement negotiations), and shall
cooperate fully with SPONSOR in its handling of the claim.

10.2  Subject to Section 10.3 below, any indemnification of
the Institution by SPONSOR shall be through a separate
written agreement (or letter) between Institution and
SPONSOR directly. CRO shall act as the intermediary to
coordinate the provision of any such agreement or letter of
indemnity by SPONSOR, and shall have no other obligation
in connection therewith. Requests for such letters should be
made in writing to the address below:

Attention Study #276299
PAREXEL International (IRL) Limited

Such requests must include the full legal names and addresses
of all parties who are requested to be indemnified by
SPONSOR.

10.3  Institution acknowledges that SPONSOR has no
obligation to indemnify or be responsible for any loss, claim,
cost (including reasonable attorney fees) or demand if and to
the extent such losses, claims or demands arise from any
injuries or damages resulting from Institution’s, Investigator’s
or the Study Personnel’s negligence, breach of this
Agreement, failure to adhere to the Protocol, failure to obtain
signed informed consent forms, failure to follow Applicable
Law, unauthorized warranties, or willful misconduct.

104 Institution shall be liable under this Agreement for
damages resulting from negligence or wilful misconduct in
the execution of its Services.

10.5 CRO shall be liable under this Agreement for
damages resulting from its negligence or wilful misconduct in
the execution of its obligations hereunder.

10. NAHRADA SKODY

10.1  Poskytovatel zdravotnich sluzeb bude neprodlené
pisemné informovat CRO o jakémkoli naroku vyplyvajicim
z onemocnéni nebo zranéni, kterd mohou byt udajné
zptisobena jakymkoli klinickym zékrokem nebo postupem,
ktery stanovi nebo vyzaduje Protokol, a kterému by
Subjekty nebyly vystaveny, kdyby se neucastnily
Klinického hodnoceni. Poskytovatel zdravotnich sluzeb
umozni ZADAVATELI takovy narok vyfidit (vCetné
piipadnych vyjedndvani o narovndni) a bude se
ZADAVATELEM pfi jeho vyfizovani plné spolupracovat.

10.2 S vyhradou oddilu 10.3 nize, bude jakékoli
odSkodnéni Poskytovatele zdravotnich sluzeb ze strany
ZADAVATELE provedeno na zakladé samostatné pisemné
dohody (nebo dopisu) mezi Poskytovatelem zdravotnich
sluzeb a ZADAVATELEM piimo. CRO piisobi jako
prostiednik, ktery koordinuje poskytnuti takové dohody
nebo dopisu o odskodnéni ze strany ZADAVATELE, a
nemd v souvislosti s tim zadné dal§i povinnosti. Zadosti o
takové dopisy by mély byt podavany pisemné na nize
uvedenou adresu:

Attention Study #276299
PAREXEL International (IRL) Limited

Tyto zadosti musi obsahovat Gplnd jména a adresy vSech
stran, které maji byt ZADAVATELEM odskodnény.

10.3 Poskytovatel zdravotnich sluzeb souhldsi, Ze
ZADAVATEL neodskodni a nenese odpovédnost za zadné
Skody, naroky, naklady (vcetn¢ piiméfenych vydaji na
pravni zastoupeni) ani pozadavky vzniklé v disledku jmy
na zdravi nebo Skod zplsobenych nedbalosti Poskytovatele
zdravotnich  sluzeb, Zkousejiciho nebo Pracovniki
zapojenych do Klinického hodnoceni tim, Ze kdokoli z nich
porusil tuto Smlouvu, nedodrzel Protokol, neziskal
podepsané formulatfe informovaného souhlasu, nedodrzel
platné pravni ptedpisy, poskytl neopravnéné zaruky nebo se
dopustil dmysIného pochybeni.

10.4 Poskytovatel zdravotnich sluzeb nese na zakladé této
Smlouvy odpovédnost za Skody wvzniklé v dusledku
nedbalosti nebo védomého pochybeni pii poskytovani
sluzeb.

10.5 CRO nese odpovédnost vyplyvajici z této Smlouvy za

]
Strana 11 z 32



mailto:notices@parexel.com
mailto:notices@parexel.com

11. INSURANCE

11.1  CRO procures that SPONSOR shall, to the extent
required by law, maintain in full force and effect throughout
the performance of the Study, clinical trials liability insurance
in accordance with local regulations.

11.2 Institution represents that pursuant to Section 45(2)(n) of
Act No. 372/2011 Coll. on Health Services, as amended, it
has concluded an insurance contract for liability insurance for
damage caused during the provision of health care.

12. DEBARMENT

12.1 Institution hereby certifies that neither Institution nor
any person employed by Institution to perform the Services
(including any subcontractor permitted pursuant to Section
15.2) has been:

(a) debarred by any relevant authorities, pursuant to any
Applicable Law, including but not limited to Section 306(a)
and (b) of the US Federal Food, Drug and Cosmetic Act, or
disqualified as a clinical investigator under Applicable Law;

(b) threatened to be debarred or indicted for a crime or
otherwise engaged in conduct for which a person can be
debarred under Applicable Law;

(©) disciplined by and/or banned by a relevant authority
from carrying out clinical trials.

For purposes of this Section, any of the foregoing shall be
deemed to constitute being “debarred”.

In addition, Institution agrees that no debarred person will in
the future be employed or otherwise engaged (including on a
contract basis) by Institution to perform the Services. If
during the course of the Study, Institution or any person
employed by Institution to perform the Services becomes
debarred or learns that any person connected with the Study is
debarred, or that there is a threat of debarment of any such
person, then Institution must immediately notify SPONSOR
and CRO. CRO may immediately terminate this Agreement
in the event any of the foregoing occurs.

Skody wvzniklé v dusledku nedbalosti nebo védomého
pochybeni pti plnéni svych povinnosti z této Smlouvy.

11. POJISTENI

11.1  CRO zajisti, zZe ZADAVATEL bude v souladu s
mistnimi pfedpisy v rozsahu vyzadovaném zakonem
udrzovat po celou dobu provadéni Klinického hodnoceni v
plné platnosti a ucinnosti pojisténi odpovédnosti za skodu
zpusobenou Klinickym hodnocenim.

11.2  Poskytovatel prohlasuje, ze ma dle § 45 odst. 2
pism. n) zdkona €. 372/2011 Sb. o zdravotnich sluzbach, ve
znéni pozd¢jsich predpist, uzavienu pojistnou smlouvu na
pojisténi  odpovédnosti za Skodu zphsobenou pfi
poskytovani zdravotni péce.

12. ZAKAZ CINNOSTI

12.1 Poskytovatel zdravotnich sluzeb timto potvrzuje, ze
Poskytovatel zdravotnich sluzeb ani 2z4dnd osoba
zaméstnana Poskytovatelem zdravotnich sluzeb na
poskytovani Sluzeb (vCetné jakéhokoli subdodavatele
povoleného podle ¢lanku 15.2):

(a) nema zakaz ¢innosti vydany piislusnym orgénem v
souladu s jakymikoli platnymi pravnimi piedpisy,
zejména vcetné ustanoveni § 306 pism. a) a b)
Federalniho zakona USA o potravinach, 1éCivech a
kosmetice, ani nebyla vyfazena ze seznamu
klinickych zkousejicich podle platnych pravnich
predpist;
neni ohrozena zakazem cCinnosti ani obZalovana z
trestného ¢inu ani jinak zapojena do jednani, za
které muze byt podle platnych pravnich predpist
udélen zakaz ¢innosti;
nebyla disciplindrné potrestana ani ji ptislusny trad
nezakazal provadéni klinickych hodnoceni.

(b)

(©

Pro ucely tohoto c¢lanku se cokoli z vySe uvedenych
skutecnosti povazuje za ,,zakaz ¢innosti‘.

Kromé toho Poskytovatel zdravotnich sluzeb souhlasi s tim,
ze pii realizaci sluZzeb nezaméstnd ani zadnym jinym
zptusobem nepovéii poskytovanim sluzeb zadnou osobu
(vCetn¢ spoluprace na zakladé¢ smlouvy), ktera ma
zakazanou cinnost. Pokud dojde v pribéhu Klinického
hodnoceni k zdkazu cinnosti Poskytovatele zdravotnich
sluzeb nebo jakékoli osoby, kterou Poskytovatel
zdravotnich sluzeb zaméstnava, nebo se nékdo z nich dozvi,
ze jakdkoli osoba spojend s Klinickym hodnocenim ma
zakaz Cinnosti nebo jakékoli takové osobé zdkaz Cinnosti
hrozi, musi o tom Poskytovatel zdravotnich sluzeb
okamzité informovat ZADAVATELE a CRO. CRO je v
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13. PAYMENT TERMS AND CONDITIONS

13.1 In full consideration for the Services of Institution
rendered in compliance with this Agreement, CRO agrees to
pay the fees and expenses set forth in Exhibit A. Such fees
and expenses will be paid solely to the Institution, except as
otherwise expressly set forth in Exhibit A. The parties agree
that Exhibit A — Payment Schedule and Budget is part of this
Agreement clarifying the schedule of payments associated
with this Agreement and that the fees and expenses set forth
in Exhibit A represent the fair market value for the Services
provided by Institution. Payments shall be made in
accordance with the provisions set forth in Exhibit A, with the
last payment being made after Institution completes all of its
obligations under this Agreement and any Exhibits thereto.
Institution shall not seek reimbursement for any medical
services from any third party payers if such costs are already
covered by payments made under this Agreement.

13.2  Institution shall comply with all obligations with
respect to taxes and social security contributions, if
applicable, which relate to the subject matter of this
Agreement.

13.3  Institution acknowledges and agrees that its judgment
with respect to its advice to and care of each Subject is not
and shall not be affected by the compensation Institution
receives in accordance with the Study.

134  Institution hereby consents to provide the EC of the
Institution and the central EC for multicentre clinical trials
with this Agreement in substantiation of the Study conditions,
including funding, as according to the Applicable Law.

13.5 Institution agrees that SPONSOR and CRO may
disclose the fees and expenses payable or paid under this
Agreement to any governmental authorities according to
Applicable Law.

14. TERMINATION

141 This Agreement shall enter into force upon its
execution by all parties and shall continue so for the full
duration of the Study according to the Protocol, unless sooner
terminated in accordance with the provisions of this Section.
CRO may terminate this Agreement immediately by virtue of

pripadé, ze dojde k jakékoli z vySe uvedenych situaci,
opravnéna tuto Smlouvu s okamzitou platnostivypovedét.

13.  PLATEBNI PODMINKY

13.1 CRO souhlasi s tim, ze uhrad{ jako plnou thradu za
Sluzby poskytované Poskytovatelem zdravotnich sluzeb v
souladu s touto Smlouvu poplatky a vydaje uvedené v
Priloze A. Tyto poplatky a vydaje budou hrazeny vyhradné
Poskytovateli zdravotnich sluzeb, pokud neni v Piiloze A
vyslovné uvedeno jinak. Smluvni strany se dohodly, Ze
Piiloha A — Casovy harmonogram plateb a Rozpodet je
soucasti této Smlouvy a stanovuje harmonogram plateb
spojenych s touto Smlouvou, a ze poplatky a vydaje
uvedené v Piiloze A pfedstavuji redlnou trzni hodnotu
sluzeb poskytovanych Poskytovatelem zdravotnich sluZeb.
Platby se provadéji v souladu s ustanovenimi Piilohy A s
tim, Ze posledni platba bude Poskytovateli zdravotnich
sluzeb vyplacena az po splnéni vSech svych povinnosti
vyplyvajicich z této Smlouvy a vSech jejich priloh.
Poskytovatel zdravotnich sluzeb nebude pozadovat dhradu
za lékarské sluzby od zadné tfeti strany, pokud budou tyto
naklady jiz kryty platbami provedenymi na zakladé této
Smlouvy.

13.2  Poskytovatel zdravotnich sluzeb splni vSechny
povinnosti tykajici se danovych odvodii a odvodi na
socialni zabezpeceni, pokud je to relevantni, které souviseji
s pfedmétem této Smlouvy.

13.3  Poskytovatel zdravotnich sluzeb bere na védomi a
souhlasi s tim, Ze jeho rozhodnuti ohledn¢ jeho doporuceni
a péfe o jednotlivé Subjekty nesmi byt ovlivnény
odménami, které jsou Poskytovateli zdravotnich sluzeb
vypldceny v ramci Klinického hodnoceni.

13.4  Poskytovatel zdravotnich sluzeb souhlasi s tim, Ze
poskytne Etické komisi Poskytovatele a centrdlni Etické
komisi, v ptipadé multicentrickych klinickych hodnoceni,
tuto Smlouvu pfi zdivodinovani podminek Klinického
hodnoceni, vCetn¢ financovani, v souladu s pfisluSnymi
pravnimi piedpisy.

13.5 Poskytovatel zdravotnich sluzeb souhlasi stim, ze
ZADAVATEL a CRO mohou sdélit vysi odmény a naklada
splatnych nebo uhrazenych na zakladé této Smlouvy
prislusnym statnim ufadiim v souladu s pravnimi predpisy.

14. UKONCENI SMLOUVY

14.1 Tato Smlouva nabyvad platnosti datem jejiho
uplného podpisu vSemi smluvnimi stranami a ziistava tak
po celou dobu trvani Klinického hodnoceni podle
Protokolu, pokud nebude v souladu s ustanovenimi tohoto
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a written notice to Institution for any reason, including,
without limitation, upon any of the following occurrences

Institution has failed to cure a breach to this
Agreement within thirty (30) days of receipt of
written notice, given by SPONSOR or CRO,
specifying such breach; or

(a)

(b) Investigator becomes personally unavailable to
conduct the Study and a CRO- approved replacement has not
been identified by Investigator; or

(©) the authorization/authorisation and approval to
perform the Study is withdrawn by the regulatory authority
governing Institution; or

(d) the audit or regulatory inspection identifies a serious
breach or lack of compliance with this Agreement on the side
of the Institution; or

(e) if any of the circumstances permitting termination
pursuant to Section 12.1 occur.

This Agreement will become effective on the date of its
publication in the register of Contracts, pursuant to article
16.15 below.

14.2  This Agreement may be terminated by Institution,
upon sixty (60) days’ prior written notice to CRO, for breach
of this Agreement by CRO if the breach is not cured within
thirty (30) days of notification given by Institution.

143 If this Agreement is terminated prematurely in
accordance with Section 14.1 or 14.2, Institution shall/must
use its best efforts to:

(a) minimize further costs while maintaining good
medical care of the Subjects

144  Termination of this Agreement by any party shall not
affect the rights and obligations of the parties accrued prior to
the effective date of termination of this Agreement. Any
provision of this Agreement that should survive expiration or
termination of this Agreement in order to give proper effect to
its intent, shall survive expiration or termination of this
Agreement.

15. INDEPENDENT CONTRACTOR

15.1  The relationship of Institution to CRO is that of
independent contractor. Institution commits itself to perform

¢lanku ukoncena diive. CRO je opravnéna tuto Smlouvu
okamzit¢ vypovédét pisemnou vypoveédi Poskytovateli
zdravotnich sluzeb, a to z jakéhokoli divodu, zejména
veetné nasledujicich piipadi:

(a) Poskytovatel zdravotnich sluZzeb nenapravil
poruseni této Smlouvy do tficeti (30) dnii od
obdrzeni pisemného ozndmeni od ZADAVATELE
nebo CRO, které toto poruseni bliZe specifikuje;
nebo

ZkouSejici nadale nemuze Klinické hodnoceni
osobné¢ provadét a Poskytovatel zdravotnich
sluZeb nezajistil ndhradu schvdlenou CRO; nebo

(b)

© prislusny regulacni urad Poskytovateli
zdravotnich sluzeb odejme povoleni a souhlas s
provadénim Klinického hodnoceni; nebo

(d audit nebo kontrola zjisti zdvazné poruseni nebo
nedodrzeni této Smlouvy na stran¢ Poskytovatele

zdravotnich sluzeb ; nebo

nastane ncktera z okolnosti umoziujicich
ukonéeni této Smlouvy dle ustanoveni c¢lanku
12.1.

(e

Tato smlouva nabyva ucCinnosti dnem uvefejnéni
v rejstiiku smluv v souladu s ustanovenim ¢l. 16.15 nize.

14.2  Poskytovatel zdravotnich sluzeb je opravnén tuto
Smlouvu vypovédét doruenim pisemné vypovédi CRO s
vypovédni lhitou Sedesat (60) dnit z divodu poruseni
smlouvy ze strany CRO, pokud neni takové poruseni
napraveno do tficeti (30) dnit od upozornéni na né.

14.3 Bude-li tato Smlouva piedCasn¢ ukoncena v

souladu s ustanovenimi ¢lanku 14.1 nebo 14.2, pak je

Poskytovatel zdravotnich sluzeb povinen vyvinout

maximéln{ dsili k tomu, aby:

(a) minimalizoval dal$i néaklady pfi zachovani nalezité
zdravotni péce o Subjekty.

144  Ukoncenim této Smlouvy kteroukoli smluvni
stranou nejsou dotéena prava a povinnosti smluvnich stran
tak, jak existuji pifed datem uc€innosti ukonceni této
Smlouvy. Jakékoli ustanoveni této Smlouvy, které by mélo
pretrvat po uplynuti nebo ukonceni platnosti této Smlouvy,
aby bylo mozné fadn¢ naplnit jeji zamér, zstava v platnosti
i po uplynuti nebo ukonceni platnosti této Smlouvy.

15. NEZAVISLY DODAVATEL

15.1  Vztah Poskytovatele zdravotnich sluzeb k CRO je
vztahem nezdvislého dodavatele. Poskytovatel zdravotnich
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the Services only as independent contractor and nothing
contained herein shall be construed to be inconsistent with
that relationship or status. Institution shall not be considered
as an employee or agent of CRO and, as such, shall not be
entitled to any benefits available to employees of CRO.

15.2  Institution shall not retain any subcontractor to
perform any of its obligations under this Agreement without
the prior written consent of CRO. Any such consent shall not
relieve Institution of its obligations hereunder, and Institution
shall remain fully liable for all acts and omissions of any such
subcontractor. CRO shall be permitted to assign in whole or
in part the discharge of obligations it assumed under this
Agreement to any of its Affiliates (or adequately qualified
third party subcontractors), without releasing CRO from its
responsibility for the appropriate performance of such
assigned obligations towards Institution.

15.3  This Agreement shall not constitute, create or in any
way be interpreted as, a joint venture, partnership, or business
organization of any kind.

16. CONTRACTUAL

16.1  Titles to the Sections of this Agreement are solely for
convenience and do not constitute a substantive part of this
Agreement.

16.2 If any provision of this Agreement is held illegal,
invalid or unenforceable by a court of law, the remainder of
this Agreement shall not be affected thereby.

16.3  Failure to insist upon compliance with any of the
terms and conditions of this Agreement shall not constitute a
general waiver or relinquishment of any such terms or
conditions, and the same shall remain at all times in full force
and effect.

164  Institution understands and agrees that, as set forth in
Section 2.4, SPONSOR is an intended third-party beneficiary
of this Agreement.

16.5 The respective signatories of the parties to this
Agreement represent and warrant that they have the authority
and ability to enter into the terms, provisions and conditions
of this Agreement on behalf of their respective parties.

16.6  Neither party shall be responsible for any default

sluzeb se zavazuje poskytovat Sluzby vyhradné¢ jako
nezavisly dodavatel a nic v této Smlouvé se nevyklada jako
neslucitelné s timto vztahem nebo postavenim.
Poskytovatel zdravotnich sluzeb se nepovazuje za
zaméstnance ani zmocnénce CRO a jako takovy nema
narok na zadné benefity, na které maji narok zaméstnanci
CRO.

15.2  Poskytovatel zdravotnich sluzeb nesmi povéfit
7z4dného subdodavatele, aby plnil jakoukoli z jeho
povinnosti vyplyvajici z této Smlouvy, bez ptedchoziho
pisemného souhlasu CRO. Takovy souhlas nezbavuje
Poskytovatele zdravotnich sluzeb povinnosti vyplyvajicich
z této Smlouvy a Poskytovatel zdravotnich sluzeb zlstava
plné odpovédny za veskeré jednani a jakdkoli opomenuti
pfipadného subdodavatele. CRO je opravnéna zcela ¢i
¢astecné postoupit plnéni svych povinnosti pfijatych touto
Smlouvou na kteroukoli ze svych Spfiznénych osob (nebo
nezavislych subdodavateltl s odpovidajici kvalifikaci), aniz
by tim byla zpro$tén odpovédnosti za fadné plnéni vSech
postoupenych povinnosti vii¢i Poskytovateli zdravotnich
sluzeb.

15.3 Tato Smlouva nepfedstavuje ani nevytvari
spolecny podnik, obchodni partnerstvi ani obchodni
organizaci jakéhokoli druhu a ani se jako takové nijak
nevyklada.

16. SMLUVNI ZALEZITOSTI

16.1  Nadpisy jednotlivych ¢lankt této Smlouvy slouzi
vyhradné pro lepsi piehlednost a nepiedstavuji zadnou
vécnou podstatu této Smlouvy.

16.2  Bude-li jakékoli ustanoveni této Smlouvy shleddno
soudem jako nezdkonné, neplatné nebo nevymahatelné,
nebude tim dotéena zbyvajici ¢ast této Smlouvy.

16.3  Netrvani na dodrzeni nékterych podminek této
Smlouvy nepiedstavuje vSeobecné vzdani se ani zieknuti se
prava na plnéni téchto podminek, a tyto podminky ziistavaji
v plné platnosti a uc€innosti.

16.4  Poskytovatel zdravotnich sluzeb souhlasi, jak je
uvedeno v oddile 2.4, ze ZADAVATEL je opravnénou tieti
stranou této Smlouvy,

16.5 Prislusné osoby podepisujici tuto Smlouvu jménem
smluvnich stran prohlasuji a zarucuji, ze maji opravnéni a
zplsobilost v zastoupeni piislusSnych smluvnich stran
uzaviit tuto Smlouvu se vSemi jejimi ustanovenimi a
podminkami.

16.6 Zadnd ze smluvnich stran nenese odpovédnost za
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under this Agreement by reason of strikes, riots, hostilities,
wars, fire, acts of terrorism, acts of God, death of Investigator,
or any other cause beyond its reasonable control.

16.7 This Agreement may not be assigned by Institution
without the prior written consent of CRO.

168 CRO may assign this Agreement to any of its
subsidiaries, Affiliates or to any third party.

169  This Agreement constitutes the entire agreement and
final understanding of the parties with respect to the subject
matter hereof and supersedes and terminates all prior and/or
contemporaneous understandings and/or discussions between
the parties, whether written or verbal, express or implied
relating in any way to the subject matter hereof. This
Agreement may not be altered, amended, modified or
otherwise changed in any way except by a written agreement,
signed by all parties.

16.10 All notices necessary or appropriate to be given
pursuant to this Agreement shall be effective when delivered
to the appropriate party at the address below:

16.11 Any party may change its address or number for
notice by giving notice in accordance with Section 16.10 and
16.12.

16.12 Any delivery that is called for under this Agreement
shall be complete when made by personal delivery, fax,
email, registered post, certified post or courier, in each case
with confirmation of delivery/receipt.

16.13 The parties agree that this Agreement shall be
governed by the laws of Czech Republic, without regard to
the conflicts of law provisions thereof. In case a dispute is
brought before a court of law, the courts of Czech republic
will have sole jurisdiction over the litigation.

16.14 This Agreement has been drawn up in the English
language and translated into the Czech language. In the event
of any discrepancy between the English and Czech language
versions, the Czech version shall prevail.

16.15 The parties agree that Institution shall publish the

jakékoli prodleni pfi plnéni této Smlouvy z divodu stavek,
nepokojil, nepratelskych akci, valek, pozara, teroristickych
¢ind, vyssi moci, umrti Zkousejiciho nebo z jinych divoda,
které nelze ovlivnit.

16.7  Poskytovatel zdravotnich sluzeb neni opravnén
tuto Smlouvu bez predchoziho pisemného souhlasu CRO
postoupit na jinou stranu.

16.8 CRO je opravnéna tuto Smlouvu postoupit na
kteroukoli ze svych dcefinych spole¢nosti, Spiiznénych
osob nebo jakoukoli tieti osobu.

169 Tato Smlouva predstavuje uplnou dohodu a
kone¢né ujedndni smluvnich stran v souvislosti k predmétu
této Smlouvy a nahrazuje a ukoncuje vSechny predchozi
a/nebo soucasné dohody a/nebo ujednani mezi smluvnimi
stranami, at' jiz pisemné nebo TUstni, vyslovné nebo
predpokladané, jakkoli souvisejici s piredmétem této
Smlouvy. Tuto Smlouvu neni mozné nijak pozmeénovat,
upravovat, doplilovat ani jinak ménit, s vyjimkou pisemné
dohody podepsané vSemi smluvnimi stranami.

16.10  VsSechna ozndmeni, jejichz podani je vyzadovano
na zakladé této Smlouvy, jsou ucinnd dorucenim ptislusné
smluvni stran¢ na nize uvedené adresy:

16.11 Kterakoli smluvni strana je oprdvnéna zmenit svou
adresu nebo ¢islo pro ucely podavani oznameni v souladu s
ustanovenimi ¢lanku 16.10 a 16.12.

16.12 Jakékoli doruceni, vyzadované na zaklad¢ této
Smlouvy, je povazovano za splnéné na zaklad¢ osobniho
doruceni, doruceni e-mailem, doporucenou postou nebo
kuryrem, a to vzdy s potvrzenim o doruc¢eni/pievzeti.

16.13 Smluvni strany souhlasi s tim, Ze se tato Smlouva
fidi pravnim fadem Ceské republiky, bez ptihlédnuti k jeho
ustanovenim o kolizi pravnich norem. V piipadé predlozeni
sporu k rozhodnuti soudu maji vylu¢nou jurisdikci nad
soudnim sporem soudy v Ceské republice.

16.14 Tato smlouva je redigovana v anglickém jazyce a

prelozena do cCeského jazyka. V piipad€ rozporu mezi
anglickou a ceskou verzi ma piednost ¢eska verze.

16.15 Smluvni strany souhlasi s uvefejnénim smlouvy

]
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Agreement to comply with the obligations imposed on it by
valid and effective legislation, in particular Act No. 340/2015
Coll., on the Register of Contracts, as well as the guidelines
and decisions of the Ministry of Health of the Czech
Republic. Personal data of natural persons contained in the
Agreement that are not publicly available in a public register ,
confidential information under this Agreement as well as
trade secrets which the parties have defined pursuant to
Section 504 of the Civil Code as follows: (e.g. protocol and
design of the study, detailed budget, number of subjects and
their remuneration, duration, information on the SPONSOR's
insurance,) shall not be published in the published
Agreement.

In order to publish this Agreement in accordance with this
paragraph, the SPONSOR/CRO shall provide to the
Institution a revised version of the Agreement in machine-
readable format (pdf). Publication of the Agreement in the
register of contracts shall be made by Institution and the
SPONSOR and CRO shall be informed of the publication.

IN WITNESS WHEREOF, the parties hereto have set their
hands in duplicate with the intention that this is a binding
agreement as provided herein.

Poskytovatelem zdravotnich sluzeb za ucelem splnéni
povinnosti ulozenych mu platnou a ucinnou pravni
upravou, zejména zakonem ¢. 340/2015 Sb., o registru
smluv, a dile pokyny a rozhodnutimi Ministerstva
zdravotnictvi Ceské republiky. Ve smlouvé nebudou
zvefejnény osobni udaje fyzickych osob, které nejsou
vetejné dostupné ve vefejném rejstitku, diivérné informace
dle této smlouvy a déle pak obchodni tajemstvi, které si
smluvni strany sjednavaji ve smyslu ust. § 504 obcanského
zakoniku takto: (napf. protokol a design studie, detailni
rozpocet, pocet subjektil a jejich odménovani, délka trvani,
informace o pojisténi ZADAVATELE.)

Za ulelem uvefejnéni této smlouvy ve smyslu tohoto
odstavce poskytne ZADAVATEL/CRO poskytovateli
revidovanou verzi smlouvy ve strojové Citelném formatu
(pdf). Uvetejnéni smlouvy v registru smluv provede
poskytovatel, a o uvefejnéni bude ZADAVATELE a CRO
informovat.

NA DUKAZ CEHOZ smluvni strany tuto Smlouvu
podepsaly ve tfech vyhotovenich se zamérem ucinit tuto
Smlouvu zdvaznou s podminkami tak, jak jsou v ni
stanovené.

]
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Parexel International
1) (IRL) Limited

Signature of Authorized Official / podpis
zmocnéného funkcionare

Typed or Printed Name / jméno htilkovym Date/Datum
pismem nebo natisténé

2) Fakultni nemocnice v
Motole:

Signature of Authorized Official / podpis
zmocnéného funkcionare)

Typed or Printed Name / jméno htilkovym Date /Datum
pismem nebo natisténé
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ACKNOWLEDGEMENT OF THE INVESTIGATOR

L the undersigned G

the Investigator, ~hereby declare that 1 have duly
acquainted myself with the Agreement and the relevant
documentation of the Study and undertake to ensure
compliance with the obligations arising from it. I also
agree not to disclose information relating to the Study
without a prior SPONSOR’s written consent, keep
confidential all gained information, consider these
information confidential and to refrain from any other use
of the information and Study results than for the purposes
of this Study. I agree that the SPONSOR (or CRO) will
collect, use, process and disclose my personal data
including name, qualification and experience in clinical
trials, financial information related to my remuneration
received in connection with the Study as financial
compensation, and other personal information required for
administrative purposes in connection with the Study or
for ethics committee and government agency purposes and
I also undertake to ensure to obtain same consent of the
sub-investigators and other members of the Study team.

PROHLASENI ZKOUSEJICIHO

J4, nize podepsany
jako ZkouSejici potvrzuji, ze jsem se fadné seznamil se
smlouvou a pfislusnou dokumentaci ke klinickému
hodnoceni a zavazuji se zajistit dodrzovani povinnosti z
nich vyplyvajicich. Dale se =zavazuji nezveiejnovat
informace tykajici se pfedmétného klinického hodnoceni
bez predchoziho pisemného souhlasu ZADAVATELE,
zachovavat  mlcenlivost o  vSech  poskytnutych
informacich, povazovat tyto za divémné a zdrzet se
jakéhokoliv jiného uziti téchto informaci a vysledkd nez
pro tucely tohoto klinického hodnoceni. Jako hlavni
zkousejici souhlasim s tim, ze ZADAVATEL (a popf. i
CRO) bude/budou shromazd'ovat, pouzivat, zpracovavat a
zvetejiiovat mé osobni udaje, véetné jména, kvalifikace a
zkuSenosti v klinickém hodnoceni, mé finan¢ni udaje
vztahujici se mimo jiné k obdrzené odméné a finan¢ni
nahrad¢ a dalsi osobni tdaje k administrativnim tcelim v
souvislosti s klinickym hodnocenim, popi. k poskytnuti
etickym komisim a stdtnim ufadiim, a zavazuji se zajistit
tento souhlas i od spoluzkousejicich a ostatnich clent
studijniho tymu.

Signature / Podpis:

Name/ Jméno: N

SEZNAM PRILOH / EXHIBITS:

Date / Datum:

Piiloha A - Casovy harmonogram plateb a Rozpodet / Exhibit A -Payment Schedule and Budget

Pfiloha B — Definice / Exhibit B — Definitions

Ptiloha C - Pfedloha faktury / Exhibit C — Invoice Template

]
Strana 19 z 32




Priloha A: Casovy harmonogram plateb a Exhibit A: Payment Schedule and Budget
Rozpocet
Cislo protokolu: CAAA617A12402 Protocol Number: CAAA617A12402
Nazev Protokolu: ,Poregistraéni bezpecnostni Protocol Title: “A Phase IV, Post-Authorization
studie faze IV zkoumajici dlouhodobou Safety Study to Investigate the Lon-Term
bezpecnost lutecium-(177Lu) vipivotid Safety of lutetium (177Lu) vipivotide tetraxetan
tetraxetanu u dospélych ucastniki s in Adult Participants with Prostate Cancer”
rakovinou prostaty“
1. Prijemce platby 1. Payee Details

Centrum a pfijemce plateb, ,PFijemce plateb“, musi | Center and payee “Payee” is obliged to inform
CRO pisemné informovat o jakychkoli zménach | CRO, in writing, of any changes or required
nebo pozadovanych aktualizacich platebnich | updates of payment instructions and/or bank
pokynl a/nebo bankovnich udaji na uvedené | details to the following email address:
emailové InvestigatorPaymentHelpdesk@parexel.com.
adrese:InvestigatorPaymentHelpdesk@parexel.com. | To the extent that such written notice is
Za predpokladu, Ze je takové pisemné oznameni | provided, the Parties agree that no
vykondno, smluvni strany souhlasi, Ze nejsou | amendments to this Agreement shall be
potfebné dodatky k této Smlouvé v pfipadé, ze v | required in the event that any of the above
pribéhu Klinického hodnoceni dojde ke zméné | listed Payee details are modified during the
udajl prijemce plateb. course of the Study.

CRO nepfijima zadnou odpovédnost za nespravn0 | CRO and Sponsor accept no liability for
udaje Pfijemce plateb poskytnuté jakymkoli jinym | incorrect Payee details provided by any other
PFijemcem platby z této Smlouvy. Payee hereunder.

(i) Pomérné platby (i) Pro-Rata Payments

]
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Platba se Pfijemci platby provede v pomérné vysi.

Pokud Zadavatel ukonci Klinické hodnoceni pred
dokon&enim, plati se za €innosti provedené pied
pfed€asnym ukonéenim Klinického hodnoceni nebo
pfed obdrzenim oznameni o pfedéasném ukonceni,
podle toho, co nastane pozdéji, pomérna ¢ast vydaju
a poplatkd podle Rozpocdtu.

Payment will be made to the Payee on a pro
rata basis.

Should Sponsor terminate the Study prior to
completion, pro-rated expenses and fees shall
be paid as set forth in the Budget below for
activities performed before the premature
termination of the Study or the date notice is
received of such premature termination,
whichever is later.

(ii) Pravidelné platby:

Pfijemce plateb predlozi kazdé cCtvrtleti faktury za
provedené ¢innosti a vzniklé vydaje (jak jsou
definovany vyse). Platby se provadéji elektronicky
na ucet uvedeny vySe. CRO poskytne Centru
informace nezbytné pro urleni vySe odmény
nélezejici Centru. Centrum vystavi fakturu na
zakladé obdrzenych informaci. Platby se uskutec¢ni,
pokud budou splnéna nasledujici kritéria:

(if) Periodic Payments:

Payee shall submit invoices for activities
performed and expenses incurred (as defined
above) on a quarterly basis. Payments will be
made by electronic wire to the bank account
stated above. CRO shall provide Center with
the information necessary to determine the
amount of remuneration due to Center. Center
shall issue its invoice based on this
information. Payments shall only be made
when the following criteria have been met:

a. Ukony v ramci Klinického hodnoceni
byly provedeny vplném souladu
s Protokolem; a

b. CRO obdrzela vyplnéné CRF za

kazdého pacienta ve stanovené dobé a
udaje obsazené v nich je mozné ovéfit a
jsou uplné a pfesné.

VsSechny platby podléhaji srazkové dani vyzadované
v pfislusnych jurisdikcich.

a. Study procedures have been
conducted in full compliance with the
Protocol; and

b. Completed CRFs for each patient has
been delivered to and/or received by
CRO according to any stipulated
points in time and the data contained
therein can be verified and is
complete and correct.

All payments are subject to withholding taxes
required under the applicable jurisdictions.

(ili) Konecna platba

Bez ohledu na vySe uvedend kritéria, je zavére¢na
platba podminéna splnénim nasledujicich
dodateénych podminek:

(a) byly dokonCeny vSechny pozadované
navstévy Subjektu; a

(b) Zadavatel obdrzel vSechny Udaje o
Subjektu ve formé vhodné pro analyzu; a

(c) vSechny zadosti o vysvétleni udajd byly
vyfeSeny ke spokojenosti Zadavatele; a

(d) ZADAVATEL ovéfil, ze  veSkera
pozadovana regulaéni dokumentace je uplng; a

(e) Centrum vréatilo veSkeré potfebné

vybaveni a dalS§i materidl Zadavateli nebo CRO
nebo jejich spfiznénym osobam; a

(f) probé&hla ukonlovaci navstéva v rdmci
Klinického hodnoceni; a

(9) Centrum poskytlo finalni fakturu ve Ihaté
45 dnl ode dne ukonCovaci navstévy.

Centrum ma Sedesat (60) dnli od obdrzeni kone¢né
platby podle této Smlouvy na to, aby identifikovalo
nesrovnalosti a vyfeSilo s CRO pfipadné spory
ohledné platby.

(iii) Final Payment

Notwithstanding the criteria defined above,
the final payment shall be contingent upon the
following additional conditions:

(a) All required Subject visits have
been completed; and

(b) Sponsor has received all Subject
data in a form suitable for analysis; and

(c) All data clarification queries have
been resolved to Sponsor’s satisfaction; and

(d) Sponsor has verified that all
required  regulatory  documentation s

complete, and

(e) Center has returned all required
equipment, other material to Sponsor or CRO
or its affiliates; and

(f) The Study close-out visit has
been completed; and

(9) Center has provided final invoices
within 45 days of close-out visit

Center shall have 60 days from the receipt of
the final payment under this Agreement to
identify discrepancies and resolve any
payment disputes with CRO.
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(iv) Poplatky pro pracovisté

Uhrada dalich poplatkéi nebo vydajl, které nejsou
zahrnuty v Poplatcich za Dokon&eny subjekt (jak je
definovano v &asti Pravidelné platby a v Pfiloze A),
bude provedena podle nasledujicich sazeb:

(iv) Site fees

Payment for other fees or expenses that are
not included in the Fees per Completed
Subject (as defined in Periodic Payments and
Exhibit A) will be made according to the
following rates:

NEPLANOVANA NAVSTEVA: Subjekty mohou po
dobu Klinického hodnoceni vykonat neplanovanou
navstévu nebo absolvovat vykony, které nejsou
zahrnuty v celkové Castce za dokonceny subjekt, a
to na Zzadost Centra/Zkousejictho v souladu s
Protokolem a pokud k tomu existuje Kklinicka
indikace. Proplaci se jedna (1) neplanovana
navstéva na pacienta. Kazda dalSi neplanovana
navstéva musi byt pfedem pisemné schvalena
Zadavatelem. Neplannvané navstévy se proplati
Prijemci plateb ve vy$i [} poté co CRO obdrzi
pfislusné faktury, vyplnene -zaznamové listy CRF a
pfislusnou dokumentaci/dukaz nalezité
dokumentujici provedené vykony.

UNSCHEDULED VISIT: Subject may perform
unscheduled visits or receive additional
procedures which are not included in the total
per completed subject, upon request from the
Center/Investigator ~ during  the  Study
according to the Protocol and if clinically
indicated. 1 (one) unscheduled visit will be
reimbursed per patient. Any unscheduled visit
above that will have to be previously approved
by Sponsor in writing. The unscheduled visits
will be reimbursed to Payee in the amount of
I upon CRO’s receipt of invoices,
completed CRF pages and applicable
documentation/evidence to  appropriately
document the performance of procedures.

CESTOVNI NAHRADY SUBJEKTU: Subjektu se
vyplati ¢astka 1000 K& za kazdou navstévu na
Uhradu cestovnich vydaji spojenych s cestou
Subjektu do Centra na navstévy v ramci Klinického
hodnoceni. Tato &astka je uvedena ve formulafi
informovaného souhlasu, ktery bude Subjektu
poskytnut. Cestovni nahrady se proplaci na zakladé
pfijaté faktury a pfislusnych doklada.

SUBJECT TRAVEL REIMBURSEMENT: A
maximum amount of CZK 1000 per visit will
be paid for Subject travel reimbursement
when the Subject travels to the Center for
Study visits. This reimbursement needs to be
reflected in the informed consent form as it
will be provided to the Subject. The
reimbursement will be paid against the receipt
of the invoice and corresponding support
documentation.

CESTOVNI NAHRADY
PECOVATELE/PROVAZEJICI OSOBY: V ptipadé,
ze Subjekt potfebuje na cesté do Centra na
navstévy v ramci Klinického hodnoceni doprovod,
proplati se 1000 K& pecCovateli/doprovazejici osobé
na Uhradu cestovnich nakladl. Tato cCastka je
uvedena ve formulafi informovaného souhlasu, ktery
bude Subjektu poskytnut. Cestovni nahrady se
proplaci na zakladé pfijaté faktury a pfisluSnych
dokladd.

CAREGIVER/ACCOMPANYING  PERSON
TRAVEL REIMBURSEMENT: If needed, a
maximum amount of CZK 1000 per visit will
be paid for caregiver/accompanying person
travel reimbursement when the Subject has to
travel accompanied to the Center for Study
visits. This reimbursement needs to be
reflected in the informed consent form as it
will be provided to the Subject. The
reimbursement will be paid against the receipt
of the invoice and corresponding support
documentation.

CESTOVNI NAKLADY SUBJEKTU A
PECOVATELE: CRO se 7avazuje zaplatit Centru
zalohu ve vy$ na uhradu nakladd
subjekttl studie a pecovatele spojenych s jejich
cestou do Centra a zpét (dédle jen "cestovni
naklady"). Zalohu na uhradu cestovnich nakladu
(dale jen "zaloha") uhradi CRO na zakladé faktury
vystavené Centrem. V souladu s ustanovenim
zakona Cislo 235/2004 Sb. o dani z pfidané hodnoty
(DPH), ve znéni pozdéjSich predpisli, se do vyse
této zalohy nezahrnuje DPH.

Centrum se zavazuje proplatit Uu€astnikim studie
cestovni ndklady po kazdé uskute€néné navstévé

SUBJECT AND CAREGIVER TRAVEL
COSTS: CRO undertakes to pav to the
Center a deposit in the amount of ING_—_—
as reimbursement of costs of the Study
Subjects and caregiver related to their travel
to the Center and back (hereinafter referred to
as ‘travel costs"). The deposit for
reimbursement of the travel costs (hereinafter
referred to as the “deposit*) shall be paid by
CRO based on an invoice issued by the
Center. In accordance with the provisions of
Act number 235/2004 Coll., on Value Added
Tax (VAT), as amended, VAT shall not be
included in such deposit amount.

The Center undertakes to reimburse the
Study Subjects for travel costs after each
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UcCastnika studie v souladu s protokolem studie.
Cestovni naklady budou Studijnim subjektim
proplaceny bezprostfedné po kazdé uskutecnéné
navstévé pausalni ¢astkou ve vysi 1000,- K&.

Centrum se zavazuje proplatit cestovni naklady
pecovateli (v pfipadé potfeby) po kazdé ukoncéené
navstévé Studovaného subjektu v souladu se
Studijnim protokolem. Cestovni naklady budou
Studijnimu subjektu proplaceny bezprostfedné po
kazdé provedené navstévé pausainim poplatkem ve
vysi 1000,- K&.

Centrum pfedlozi CRO specifikaci vyplacenych
cestovnich nakladd (s podrobnym popisem castek
vyplacenych jednotlivym Subjektim za pfFislusné
obdobi) na konci kazdého kalendarniho &tvrtleti na
zakladé pozadavku CRO. CRO je povinno zaslat
Instituci Zzadost o vyudtovani zalohy na cestovni
naklady subjektu, kterou schvali Hlavni zkousejici.
Cestovni naklady budou subjektim proplaceny az
po obdrzeni platby od spole¢nosti Parexel.

Po vycerpani tfi ¢tvrtin zalohy je Centrum opravnéno
vystavit dal§i fakturu ve stejné vysSi jako pfedchozi.
CRO takovou fakturu uhradi bez zbyte¢ného
odkladu.

Pokud zéaloha zaplacena CRO Centru neni zcela
nebo z¢asti vy€erpana, vrati Centrum nevycCerpanou
Castku zalohy zpét CRO.

completed visit of the Study Subject in
accordance with the Study Protocol. Travel
costs shall be paid to the Study Subjects
immediately after each completed visit as a
flat fee in the amount of CZK 1,000.

The Center undertakes to reimburse the
caregiver for travel costs (if needed) after
each completed visit of the Study Subject in
accordance with the Study Protocol. Travel
costs shall be paid to the Study Subjects
immediately after each completed visit as a
flat fee in the amount of CZK 1,000.

The Center shall submit specification of the
paid travel costs to CRO (with detailed
description of the amounts paid to individual
Subjects for the respective period) at the end
of each calendar quarter based on CRO's
request. CRO shall be obliged to send to the
Center a request for invoicing the deposit of
subject travel costs as approved by the
Principal Investigator. Travel costs shall be
reimbursed to the Subjects only after
receiving of payment from Parexel.

After disbursing of three quarters of the
deposit, the Center shall be entitled to issue
another invoice in the same amount as the
previous one. CRO shall pay such invoice
without undue delay.

If the deposit paid by CRO to the Center has
not been disbursed entirely or partially, the
Center shall return the unused amount of the
deposit back to CRO.

PRENOCOVANI: Proplaceni pfenocovani mlize byt
nabidnuto na zakladé individualnich potfeb
Subjektu. Centrum musi prostfednictvim CRO ziskat
pfedchozi pisemny souhlas Zadavatele s
proplacenim nakladd na pfenocovani. Tato ¢astka je
uvedena ve formulafi informovaného souhlasu, ktery
bude Subjektu poskytnut. Nahrada bude vyplacena
na zékladé obdrzené faktury.

OVERNIGHT  STAY. Overnight  stay
reimbursement may be offered based on
individual Subject need. Center will need to
obtain Sponsor's prior written approval,
through CRO, for the reimbursement of
overnight stay expenses. This reimbursement
needs to be reflected in the informed consent
form as it will be provided to the Subject. The
reimbursement will be paid against the receipt
of the invoice.

2. Platebni instrukce:

2. Payment instructions:

(i) Platby provede CRO do fficeti (30) dnd ode dne
vystaveni faktury, jeji kontroly a schvéleni v souladu
s prédlohou uvedenou v Pfiloze 2.

Faktury, vystavené nejlépe v anglickém jazyce, kvuli
urychleni Uhrady, musi byt vystaveny na subjekt:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

(i) Payments shall be made by CRO within
thirty (30) days of invoice date, review and
approval of an invoice substantially in the form
shown in Appendix 2.

Invoices, preferably in English to facilitate
faster payment, must be issued to / made out
to:

PAREXEL International (IRL) Limited

One Kilmainham Square

Inchicore Road

Kilmainham
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Dublin 8 Dublin 8
Ireland Ireland
(i) Pro urychleni Uhrady, zasilejte faktury | (i) To expedite faster payment turnaround,

elektronicky ve formatu uvedeném v Pfiloze 2 na
emailovou adresu CRO:

Pokud z néjakého dudvodu neni mozné zaslat
elektronicky dokument e-mailem, zaslete prosim
faktury ve formatu uvedeném v Pfiloze 2 na
nasledujici postovni adresu:

PAREXEL International (IRL) Limited

Predpoklada se, ze poplatky za provedené cinnosti
a vydaje vzniklé v téze jurisdikci EU, kde ma
Zadavatel misto podnikani (na zakladé vyse
uvedené postovni adresy), se pro ucely DPH
povazuji za mistni plnéni a faktury by mély tento
postup odrazet.

Upozoriiujeme, 2e vSechny faktury, vystavené
nejlépe v anglickém jazyce kvdli urychleni Uhrady,
musi obsahovat nasledujici informace:

(a) Cislo Protokolu Zadavatele; a

(b) Cislo faktury; a

(c) Datum vystaveni faktury; a

(d) Misto, datum a popis poskytnutych
Sluzeb;

(e) Cislo projektu CRO - 276299; a

(f) Celkova ¢astka k uhradg; a

(9) Pouzity sménny kurz (pokud se
vztahuje); a

h) Jméno Hlavniho zkouSejiciho; a

Cislo Pracovisté; a

Jméno a adresa Prijemce plateb (podle
5to Smlouvy); a

VySe uvedena adresa CRO

—~ o~ o~ —~
o-==
=

=
R

Z faktur a souvisejici dokumentace musi byt pfed
odeslanim CRO k proplaceni odstranény osobni
Udaje pacienta (napf. jméno, datum narozeni,
inicialy atd.).

please electronically e-mail invoices in the
format shown in Appendix 2 to CRO at the
followina e-mail address:

If for some reason electronic e-mail
transmission is not possible then please send
invoices in the format shown in Appendix 2 to
the following postal address:

PAREXEL International (IRL) Limited

Charges raised for activities performed and
expenses incurred in the same EU jurisdiction
where the Sponsor has its place of business,
(based on the postal address shown above);
are expected to be treated as local supplies
for VAT purposes and Invoices should reflect
this treatment.

Please note that all invoices, preferably
provided in English to facilitate faster
payment, must contain the following
information:

Sponsor Protocol Number: and
Invoice Number; and

Invoice Date; and

Date & Description of Services
Provided; and

(e) CRO Project Number - 276299;
and

(f) Total amount payable; and
(9) Exchange rate used
applicable); and

(h) Principal Investigator Name; and

aoTw®

~ — —

(where

(i) Site Number; and

() Payee Name and Address (per
this Agreement); and

(k) CRO Address listed above
Invoices and associated documentation

should be de-identified of patient personal
information (e.g. name, date of birth, initials,
etc.) prior to being submitted to CRO.

Pokud je Pfijemce plateb registrovany jako platce
DPH/GST, je tfeba uvést i nasledujici informace:

(a) DIC dodavatele (Pfijemce plateb), s
predponou kédu zemé (pokud se uplatiiuje); a

(b) na licové strané faktury slova ,Reverse
Charge*.

Where the Payee is VAT/GST registered then
the following information should also be
provided:

(a) VAT registration number of the
supplier (Payee), prefixed with their country
code (if applicable); and

(b) On the face of the invoice the
words “Reverse Charge”
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VS8echny faktury musi obsahovat nasledujici
informace: Faktury musi byt vystaveny podle vzoru v
Ptiloze 2.

All invoices must contain the following
information: Invoices must be substantially in
the form set forth in Appendix 2.

3. Dan

3. Tax

VSechny poplatky a vydaje uvedené v této Pfiloze
jsou bez DPH nebo jakékoli vztahujici se dané. Na
v8echny platby se vztahuje pfislusna srazkova dan.

All fees and expenses in this Schedule are
exclusive of VAT or any applicable tax. All
payments are subject to withholding tax as
applicable.
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Exhibit B — Definitions

“Affiliate” means in relation to either party to this Agreement,
any company, partnership or other entity which directly or
indirectly controls, is controlled by, or is under common control
with such party. For purposes of this definition, “control” means
the beneficial ownership of more than fifty (50) per cent of the
issued voting shares or the legal power to direct or cause the
direction of the general management of the company, partnership
or other entity in question, and “controlled” shall be construed
accordingly.

“Applicable Law” means any international, national, federal,
state, provincial, commonwealth, or local government law,
statute, rule, requirement, code, regulation, or ordinance that
applies to any party or to a Study, the Services, or this
Agreement, as well as the current good clinical practices
guidelines of the International Conference on Harmonization of
Technical Requirements for Registration of Pharmaceuticals for
Human Use Topic E6: Guidelines on Good Clinical Practice, and
applicable version(s) of the World Medical Association
Declaration of Helsinki, and, where applicable, rules governing
good manufacturing practice and good laboratory practice, and
rules governing the collection and processing of Personal Data
and the collection and storage of human tissue samples and the
performance of DNA testing.

“Completed Subject” means any Subject who has completed the
prescribed course of treatment for a subject in the Study in
accordance with the Protocol.

“Confidential Information” refers to any and all Information
belonging to SPONSOR, CRO and/or their respective Affiliates
including, but not limited to, Information that SPONSOR, CRO
and/or their respective Affiliates consider to be trade secrets and /
or the release of which could prejudice legal, commercial or other
interests of SPONSOR, CRO and/or their respective Affiliates
and which are (i) provided, disclosed or submitted to Institution
or Investigator or (ii) which are otherwise obtained by Institution
and Investigator.

“Data Security Breach” means: (a) the loss or misuse (by any
means) of Personal Data; (b) the inadvertent, unauthorized,
and/or unlawful Processing, disclosure, access, alteration,
corruption, transfer, or sale or rental, destruction, or use of
Personal Data; or (c) any other act or omission that compromises
the security, confidentiality, or integrity of Personal Data.

“eCRFs/CRFs” (Electronic Case Report Forms or Case Report
Forms) are paper or electronic questionnaires specifically used by
Institution and Investigator pursuant to the Protocol for Subject
data reporting.

Piiloha B — Definice

»»Opiiznéna osoba™ znamena ve vztahu ke kterékoli smluvni
strané této Smlouvy jakoukoli spolecnost, obchodni partnerstvi
nebo jiny subjekt, ktery pfimo nebo nepiimo ovladd smluvni
stranu, je smluvni stranou ovladan nebo je se smluvni stranou pod
spoleénym ovladanim. Pro ucely této definice se ,,ovladanim*
rozumi skutecné vlastnictvi vice nez padesati (50) procent
vydanych akcii s hlasovacim pravem nebo pravomoc fidit nebo
nechat fidit vSeobecné fungovani takové spolecnosti, obchodniho
partnerstvi nebo jiného subjektu, a vyraz ,,ovladany* se vyklada
analogicky.

,»Vztahujici se pravni predpisy” znamena jakékoli mezindrodni,
narodni, federalni, statni, oblastni, platné v ramci spolecCenstvi
nebo mistni zakony, pfedpisy, pravidla, pozadavky, kodexy,
nafizeni nebo vyhléasky, které se vztahuji na kteroukoli smluvni
stranu nebo na Klinické hodnoceni, Sluzby nebo tuto Smlouvu,
jakoZ i stdvajici pokyny pro spradvnou klinickou praxi vydané
Mezinarodni konferenci o harmonizaci technickych pozadavki na
registraci humannich 1é¢ivych pfipravku, téma E6: Pokyny pro
spravnou klinickou praxi, a pfislusné platné znéni Helsinské
deklarace Svétové 1ékatrské asociace, pripadné pravidel pro
sprdvnou vyrobni praxi a sprdvnou laboratorni praxi, a dile
pravidel pro shromazd’ovani a zpracovani osobnich udaju a
shromazd’ovani a uchovavani vzorka lidskych tkéni a provadéni
testovani DNA.

,Dokonceny subjekt” znamena kterykoli Subjekt, ktery v souladu
s Protokolem dokon¢il ptedepsany lécebny postup pro subjekt v
Klinickém hodnoceni.

,»Duvérné informace™ znamena veskeré informace nalezejici
ZADAVATELI, CRO a/nebo jejich pfislusnym Sptiznénym
osobam, zejména vcetné informaci, které ZADAVATEL, CRO
a/nebo jejich pfislusné Spiiznéné osoby povazuji za obchodni
tajemstvi a/nebo jejichz vydani by mohlo byt na Gjmu pravnim,
obchodnim nebo jinym z4jmim ZADAVATELE, jeho
zmocnénce a/nebo jejich pfislusnych Spfiznénych osob, a které
jsou (i) poskytnuty, pfedany nebo ptedlozeny Poskytovateli
zdravotnich sluzeb nebo Zkousejicimu, nebo které (ii)
Poskytovatel zdravotnich sluzeb a ZkouSejici ziskali jinym
zpusobem.

»Poruseni zabezpeceni osobnich udaji“ znamena: (a) ztratu nebo
(jakékoli) zneuziti Osobnich udaji; (b) netimysIné, neopravnéné
a/nebo nezakonné Zpracovani, poskytnuti, zpfistupnéni,
pozménéni, poSkozeni, prevod nebo prodej nebo pronajem,
zniceni nebo pouziti Osobnich udaji; nebo (c) jakékoli jiné
jednani nebo opomenuti, které ohrozuje bezpecnost, divérnost
nebo integritu Osobnich udaju.

,-eCRF/CRF* (Electronic Case Report Form/Case Report Form,
formular elektronické zpravy o pifipadu nebo formulafr zpravy o
pfipadu s informacemi o pacientovi) je papirovy nebo
elektronicky dotaznik, ktery Poskytovatel zdravotnich sluzeb a
Zkousejici pouzivaji specifickym zptisobem podle Protokolu pro
vykazovéni udaji o Subjektech.
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“Fully Cooperate” means to assist in completing a specified end
or purpose.

“Information” refers to any and all oral, written (including all
other tangible forms) and other information, material and assets
of any nature, whether or not protected by Intellectual Property
Rights or any applications for such rights, such as, but not limited
to, data, data information, data and Reports on the Study and the
Study Drug, (e)CRFs (whether completed or not), final Reports,
all other clinical data, manufacturing data, the Protocol, the
Investigator Brochure, laboratory records, information contained
in submissions to regulatory authorities, unpublished data and
Reports, any and all other Study documentation, technical
information, findings, samples, interim results and results,
Intellectual Property Rights and any other information and assets
potentially subject to any kind of intellectual property rights,
whether protectable or not, and any existing or future rights
therein; Subjects’ medical files and documents facilitating
identification of the Study Subjects.

“Intellectual Property Rights” refers to existing and / or future
patents, patent applications, trade marks, trade names, service
marks, domain names, copyrights, moral rights, rights in and to
databases (including rights to prevent the extraction or
reutilization/reutilisation of Information from a database), design
rights, topography rights, know-how, trade secrets and all rights
or forms of protection of a similar nature or having equivalent or
the similar effect to any of them which may subsist anywhere in
the world, whether or not any of them are registered and
including applications for registration of any of them;
furthermore rights of use, rights of exploitation, rights of
utilization and licenses, whether royalty-free or otherwise.

“Investigator” is the individual named in preamble (4) of this
Agreement, and is the person responsible for the conduct of the
Study at Institution. If a Study is conducted by a team of
individuals at an Institution, Investigator is the responsible leader
of the team and may be called the principal investigator.

“Personal Data” means any information relating to an identified
or identifiable natural person; an identifiable person is one who
can be identified, directly or indirectly, in particular by reference
to an identification number or to one or more factors specific to
his physical, physiological, mental, economic, cultural or social
identity.

“Processing” means any operation or set of operations which is
performed upon Personal Data, whether or not by automatic
means, such as collection, recording, organization, storage,
adaptation or alteration, retrieval, consultation, use, disclosure by
transmission, dissemination or otherwise making available,
alignment or combination, blocking, erasure or destruction.

»PIné spolupracovat® znamena byt napomocen pfi realizaci
specifikovaného cile nebo ucelu.

LInformace* znamenad veSkeré ustni, pisemné (vCetné vSech
ostatnich hmotnych forem) a jiné informace, materidly a majetek
jakékoli povahy, at’ jiz jsou chranény Pravy dusevniho vlastnictvi
nebo jakymikoli zZadostmi o takova préva, jako jsou napfiklad
udaje, informace o udajich, data a Reporty o Klinickém
hodnoceni a Studijnim 1é¢ivu, formulaie (e)CRF (at’ uz jsou ¢i
nejsou vyplnéné), zaveéreéné Reporty, vSechny ostatni klinické
udaje, vyrobni udaje, Protokol, BroZura ZkousSejictho, laboratorn{
zaznamy, informace obsazené v podanich regulacnim organim,
nezvefejiovana data a Reporty, veskera dokumentace ke
Klinickému hodnoceni, technické informace, zjisténi, vzorky,
predbézné vysledky a vysledky, Prava dusevniho vlastnictvi a
veskeré dalsi informace a majetek, na néz se pfipadné vztahuji
jakakoli prava dusSevniho vlastnictvi, at’ jiz je ¢i neni mozné je
ochrénit, a veskera stavajici nebo budouci prava k nim; zdravotn{
spisy Subjektli a dokumenty umoznujici identifikaci Subjekti
Klinického hodnoceni.

,Prava duSevniho vlastnictvi“ znamend stdvajici a/nebo budouci
patenty, patentové piihlasky, ochranné znamky, obchodni nazvy,
servisni zndmky, ndzvy domén, autorskd prdva, mordlni prdva,
prava na databaze a k databazim (vCetné¢ prav na zabranéni
vyhledavani nebo opétovnému vyuziti informaci z databaze),
prava k primyslovym vzorim, topografickd prava, know-how,
obchodni tajemstvi a vSechna prava nebo formy ochrany podobné
povahy nebo majici rovnocenny nebo podobny ucinek jako
kterakoli z nich, kterd mohou kdekoli na svété pretrvavat, bez
ohledu na to, zda jsou nékterd z nich registrovana ¢i nikoli,
vcetn¢ zadosti o zapis nékterého z nich; dale prava na uZivani,
prava na vyuZiti, prava na pouziti a licence, at’ uz bez licen¢nich
poplatkii nebo jinak.

,-~Zkousejici* je fyzickd osoba uvedend v tivodnim ustanoveni (4)
této Smlouvy, kterd je osobou odpovédnou za provadéni
Klinického hodnoceni u Poskytovatele zdravotnich sluzeb. Pokud
Klinické hodnoceni provadi u Poskytovatele zdravotnich sluzeb
tym fyzickych osob, je ZkousSejici odpovédnym vedoucim tymu a
muze byt oznacovan jako hlavni zkouSejici.

,,Osobni tdaje znamend jakékoli informace tykajici se
identifikované  nebo  identifikovatelné  fyzické  osoby;
identifikovatelna osoba je takova osoba, kterda muze byt pfimo
nebo nepiimo identifikovana, zejména odkazem na identifikacni
¢islo nebo na jeden ¢i vice faktort specifickych pro jeji fyzickou,
fyziologickou, duSevni, ekonomickou, kulturni nebo socidlni
identitu.
wZpracovani znamend jakoukoli operaci nebo soubor operaci,
které jsou provadény na Osobnich udajich, at’ uz automatizované
nebo neautomatizované, jako je napfiklad shromazdovani,
zaznamenavani, tfidéni, ukladéni, Gprava nebo pozménovani,
vyhledavani, konzultace, pouziti, poskytnuti pfenosem, Sifeni
nebo jiné zpfistupnéni, sladéni nebo kombinace, blokovani,
vymazani nebo zniceni.
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,Pseudonymization® - the processing of personal data so that the
data can no longer be attributed to a specific data subject without
the use of additional information, provided that such additional
information is stored separately and subject to technical and
organizational measures intended to ensure that such personal
data is not attributed to an identified or identifiable natural
person;

,Data Controller* - a natural or legal person, public authority,
service or other body that, alone or jointly with others,
determines the purposes and means of the processing of personal
data; when the purposes and means of such processing are
determined by legislation of the European Union or Member
States, the data controller or specific criteria applicable to the
designation thereof may be established by the legislation of the
European Union or Member States;

»Data Processor - a natural or legal person, public authority,
service or other body that processes personal data on behalf of
the data controller;

»Consent of the data subject” - any manifestations of free,
specific, informed and unequivocal willingness of the data
subject, by which the data subject expresses his/her assent,
through an unequivocal affirmation or positive action, that the
personal data concerning him/her are processed unless consent
process waiver was approved by an IRB/EC;

,Personal Data Breach® - the security breach that accidentally or
illegally involves the destruction, loss, alteration, unauthorized
disclosure or access to the personal data transmitted, stored or
otherwise processed;

,~Health data“ - personal data relating to the physical or mental
health of a natural person, including the provision of health care
services, revealing information about his/her health;

»otudy sponsor - a person, company, institution or body that is
responsible for initiating, managing and/or financing a Study.

,»CRO* — Contract research organization to which the Sponsor
may entrust a part or all of its duties in relation to Study;

,,Monitor* — the Study Monitor identified by the Sponsor/CRO;

»Auditor* — the party responsible for conducting the verification
of the conduct of the Study, as an integral part of quality
assurance, identified by the Sponsor/CRO.

“Reports” means any reports that are required by the applicable
regulatory committee to close out the Study.

“Resources” refers to any facilities and equipment that are
utilized for the conduct of the Study.

“Services” means the services to be provided by the Institution,
the Investigator and/or the Study Personnel under the terms of
this Agreement.

»Pseudonymizace® - zpracovani osobnich udaju tak, ze tyto udaje
jiz nelze pfifadit konkrétnimu subjektu udaji bez pouziti
dodate¢nych informaci, za ptedpokladu, ze jsou tyto dodatecné
informace wulozeny oddeélené¢ a podléhaji technickym a
organiza¢nim opatienim, které maji zajistit, aby tyto osobni tidaje
nebyly pfifazeny identifikované nebo identifikovatelné fyzické
osobg;

»Spravee udaju - fyzicka nebo pravnickd osoba, orgén vefejné
moci, sluzba nebo jiny subjekt, ktery sam nebo spolecné s jinymi
urcuje ucely a prostiedky zpracovani osobnich udaji; pokud jsou
ucely a prostfedky takového zpracovani urceny pravnimi
predpisy Evropské unie nebo clenskych statl, mizou pravni
predpisy Evropské unie nebo Clenskych statli stanovit spravce
udaji nebo zvlastni kritéria pouzitelna pro jeho urceni;

»Zpracovatel Udaja“ - fyzickd nebo pravnickd osoba, organ
vetfejné moci, sluzba nebo jiny subjekt, ktery zpracovava osobni
udaje jménem spravce udaji;

Souhlas subjektu udajii - jakykoli projev svobodné, konkrétni,
informované a jednoznac¢né viile subjektu udajii, kterym subjekt
udaju vyjadfuje svij souhlas prostiednictvim jednoznaéného
potvrzeni nebo pozitivniho jedndni s tim, Ze osobni udaje, které
se ho tykaji, se zpracovdvaji, ledaZze by vyjimka z procesu
souhlasu byla schvalena IRB/EK;

,Poruseni zabezpeceni osobnich udaji* - porusSeni zabezpeceni,
které ndhodné nebo nezdkonné zplisobi zniCeni, ztratu, zménu,
neopravnéné zveiejnéni nebo piistup k prenasenym, uloZzenym
nebo jinak zpracovavanym osobnim tdajim;

»Zdravotni ddaje” - osobni ddaje tykajici se fyzického nebo
dusevniho zdravi fyzické osoby, véetné poskytovani zdravotnich
sluzeb, které odhalujf informace o jejim zdravotnim stavu;

»Zadavatel klinického hodnoceni® - osoba, spolecnost, instituce
nebo organ, ktery je odpovédny za zahdjeni, fizeni a/nebo
financovani Klinického hodnoceni.

,»CRO® - smluvni vyzkumna organizace, které mtize Zadavatel
sverit ¢ast nebo vsechny své povinnosti v souvislosti s Klinickym
hodnocenim;

hodnoceni

,Monitor“ -  Monitor Klinického

Zadavatelem/CRO;

uréeny

»Auditor - osoba odpovédna za vedeni ovéfovani provadéni
Klinického hodnoceni jako nedilné soucasti zajiSténi kvality,
kterou urci Zadavatel/CRO.

»Reporty* znamena vSechny zpravy, které piislusny regulacni
vybor pozaduje k uzavieni Klinického hodnoceni.

»Zdroje odkazuje na veskeré zafizeni a vybaveni, které se
pouziva k provadéni Klinického hodnoceni.

,»Sluzby“ znamend sluZzby, které ma poskytovat Poskytovatel
zdravotnich sluzeb, ZkouSejici a/nebo Pracovnici zapojeni do
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“Study” means the scientific research as defined in the Protocol.

“Study Instructions” means any written document, other than the
Protocol, issued by SPONSOR or CRO that specifically relates to
and references the Study and which provides additional
information and/or instructions on how the Institution and
Investigator shall conduct the Study. Study Instructions may be
transmitted from SPONSOR or CRO to Institution and/or
Investigator by personal delivery, fax, e-mail, registered post,
certified post or courier.

“Study Personnel” means any employees of Institution or
Investigator, and/or contractors engaged by Institution or
Investigator, who are involved in performing the Study, including
Sub-Investigator(s), Study coordinator(s), and any other
contractors, agents and employees of Institution or Investigator
who assist Institution and Investigator with the Study.

“Study Results” refers to any and all Information and any other
material and results directly or indirectly arising from or in
connection with the Study, regardless of whether the Study was
aimed at yielding the relevant Study Results or whether they are
ancillary in connection with the Study.

“Sub-Investigator” is any individual member of the Study team
designated and supervised by the Investigator at Institution to
perform critical trial-related procedures and/or to make important
trial-related decisions (e.g., associates, residents, research
fellows).

“Subject” is a person participating in the Study and identified in
the signed informed consent form.

klinického hodnocen{ za podminek této Smlouvy.

»Klinické hodnoceni* znamena védecky vyzkum definovany v
Protokolu.

,»Pokyny k provadéni klinického hodnoceni® znamena jakykoli
pisemny dokument jiny nez Protokol, vydany ZADAVATELEM
nebo CRO, ktery se specificky vztahuje ke Klinickému
hodnoceni a ktery odkazuje na Klinické hodnoceni a poskytuje
dalsi informace a/nebo pokyny k tomu, jak ma Poskytovatel
zdravotnich sluzeb a Zkousejici Klinické hodnoceni provadeét.
Pokyny k provadéni klinického hodnoceni miize ZADAVATEL
nebo CRO dorucit Poskytovateli zdravotnich sluzeb nebo
Zkousejicimu osobnim doru¢enim, zaslanim faxem, e-mailem,
doporucenou postou, doporucenou postou s dodejkou nebo
kuryrem.

Pracovnici zapojeni do klinického hodnoceni* znamena jakékoli
zamestnance Poskytovatele zdravotnich sluzeb nebo Zkousejiciho
a/nebo smluvni dodavatele najaté Poskytovatelem zdravotnich
sluzeb nebo Zkousejicim, ktefi jsou zapojeni do provadeéni
Klinického hodnoceni, véetné Clend tymu zkoudejiciho,
koordinatora (koordinatord) Klinického hodnoceni a jakychkoli
dalSich smluvnich dodavateli, zmocnénci a zaméstnancid
Poskytovatele zdravotnich sluzeb nebo Zkousejiciho, ktefi
Poskytovateli zdravotnich sluzeb a Zkousejicimu s provadénim
Klinického hodnoceni pomahaji.

,Vysledky klinického hodnoceni* znamena veskeré Informace a
jakékoli jiné materidly a vysledky pfimo nebo nepiimo
vyplyvajici z Klinického hodnoceni nebo v souvislosti s nim, bez
ohledu na to, zda cilem Klinického hodnoceni bylo dosdhnout
prislusnych Vysledkt klinického hodnoceni, nebo zda jsou v
kontextu Klinického hodnoceni pouze druhotné.

,Clen tymu zkousejiciho je kazdy jednotlivy ¢&len tymu
provadg¢jiciho Klinické hodnoceni sestaveného Zkousejicim a
pracujictho pod dohledem ZkouSejictho u Poskytovatele
zdravotnich sluzeb na provadéni kritickych postupti souvisejicich
s postupy v ramci klinického hodnoceni a/nebo na pfijimani
dilezitych rozhodnuti souvisejicich s klinickym hodnocenim
(napf. spolupracovnici, rezidenti, vyzkumni pracovnici).

»Subjekt™ je osoba, ktera se ucastni Klinického hodnoceni a je
identifikovana v podepsaném formulafi informovaného souhlasu.
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