BMS CONFIDENTIAL INFORMATION

CLINICAL TRIAL AGREEMENT

This CLINICAL TRIAL AGREEMENT (this
“Agreement”) is valid as of the date of signature by
the last Party and effective as of the date of publication
in the Contract Registry:

Bristol-Myers Squibb Services Unlimited Company
having an office at Plaza 254, Blanchardstown
Corporate Park 2, Ballycoolin, Dublin 15, D15 T867,
Ireland, VAT Tax nr.: IE3986060BH, represented by,

(“SPONSOR”), and

Fakultni nemocnice Motol a Homolka, state
contributory organization, having an address of V
Uvalu 84/1, 150 00 Prague 5, Czech Republic, ID:
00064203, VAT ID: CZ 00064203, represented by

(“HEALTH CARE PROVIDER’ or “PROVIDER"),
and

I < ployee of the HEALTHCARE
PROVIDER, date of birth: |||

(“INVESTIGATOR”).

individually or collectively, as the case may be,
referred hereto as the “Party” or “Parties”.

PRELIMINARY STATEMENTS

A. SPONSOR requests PROVIDER and
INVESTIGATOR to conduct a clinical trial
under the BMS protocol entitled, ,, ROSETTA
CRC-203: A Blinded, Randomized Phase
2/3 Study of Pumitamig in Combination
with Chemotherapy Versus Bevacizumab in
Combination with Chemotherapy in
Participants with Previously Untreated,

SMLOUVA O KLINICKEM HODNOCENI

Tato SMLOUVA O KLINICKEM HODNOCENI (dale
jen ,smlouva“) je platna k datu podpisu posledni
smluvni stranou a uéinna k datu zverejnéni v registru
smiuv:

Bristol-Myers Squibb Services Unlimited Company
se sidlem na adrese Plaza 254, Blanchardstown
Corporate Park 2, Ballycoolin, Dublin 15, D15 T867,

Irsko, DIC: IE3986060BH, zastoupen F

(déle jen ,ZADAVATEL"), a

Fakultni nemocnici Motol a Homolka, statni
prispévkovou organizaci, se sidlem na adrese V Uvalu
84/1, 150 00 Praha 5, Ceska republika, ICO:
00064203, DIC: CZ 00064203, zastoupena e

(dale jen ,POSKYTOVATEL
SLUZEB* nebo ,,POSKYTOVATEL"),

ZDRAVOTNICH

a

BN N N zméstanec
POSKYTOVATELE ZDRAVOTNICH SLUZEB, datum

(dale jen ,ZKOUSEJICI“).

Jednotlivé nebo spole¢né, podle situace, dale jen
,Smluvni strana“ nebo ,smluvni strany*.

PREDBEZNA PROHLASENI

A. ZADAVATEL pozaduje, aby POSKYTOVATEL
a ZKOUSEJICI provadéli klinické hodnoceni
podle protokolu BMS s nazvem: ,, ROSETTA
CRC-203: Zaslepené, randomizované
klinické hodnoceni faze Il/lll porovnavajici
pumitamig v kombinaci s chemoterapii
oproti bevacizumabu v kombinaci s
chemoterapii u ucastniki s dosud
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BMS CONFIDENTIAL INFORMATION

Unresectable, or Metastatic Colorectal
Cancer”

Protocol No.: CA2660-0003

- said protocol, as it may be amended or
supplemented from time to time in accordance
with this Agreement, the “Protocol”, which is
incorporated herein by reference - (and
performance of the Protocol, the “Study”).

B. The Study relates to SPONSOR'’s, its Affiliate’s
(defined in Section 4 below), and/or its and
their research partner’s proprietary drug(s)
(“SPONSOR’s Study Drug”) and may involve
other investigational medicinal products,
including comparative drug and/or placebo, as
required by the Protocol (including
SPONSOR’s Study Drug, collectively, “Study
Drug”.)

C. INVESTIGATOR will serve as the principal
investigator of the Study and will be
responsible for the supervision of the Study at
PROVIDER.

D. The PROVIDER and INVESTIGATOR have
the skills, knowledge, expertise and resources
to conduct the Study on the terms and
conditions set forth herein.

The Parties therefore agree as follows:
1. STUDY GOVERNANCE

1.1 STUDY; COMPETENT AUTHORITY

AND ETHICS COMMITTEE;
PROTOCOL CHANGES
(@)  PROVIDER and

INVESTIGATOR shall conduct
the Study only at the
PROVIDER under the review
of the competent
governmental or regulatory

nelééenym, neoperovatelnym nebo
metastatickym kolorektalnim karcinomem®*

Cislo protokolu: CA266-0003

- uvedeny protokol, ve znéni pfipadnych
dodatkl v souladu s touto smlouvou, dale jen
.protokol“, ktery je do této smlouvy zaclenén
odkazem — (a provadénim protokolu, dale jen
.studie®).

Studie se tyka ZADAVATELE, jeho pfidruzené
spole¢nosti (definované v ¢asti 4 nize) a/nebo
chranéného  pripravku  (pfipravkd) jeho
vyzkumného partnera (dale jen ,hodnoceny
pripravek ZADAVATELE®) a m(ze zahrnovat
dalSi hodnocené Iécivé pfipravky, véetné
srovnavaciho pfipravku a/nebo placeba, jak je
pozadovano protokolem (véetné hodnoceného
pfipravku ZADAVATELE, spole¢né
,hodnoceny pripravek®).

. ZKOUSEJICI bude pulsobit jako hlavni

zkouSejici studie a bude odpovédny za dohled
nad studii ve ZDRAVOTNICKEM ZARIZENI.

POSKYTOVATEL a ZKOUSEJICI maji
dovednosti, znalosti, odborné znalosti a zdroje
k provadéni studie za podminek zde
stanovenych.

Strany se proto dohodly nasledovné:

RiZENi STUDIE

1.1 STUDIE; PRISLUSNY URAD A ETICKA
KOMISE; ZMENY PROTOKOLU

(a) POSKYTOVATEL a
ZKOUSEJICI budou provadét
studii pouze u
POSKYTOVATELE pod
kontrolou pfislusného
vladniho nebo regulaéniho
Ufadu nebo organu (dale jen
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(b)

(c)

(d)

agency or authority
(“Agency(ies)”) and an
independent ethics committee
constituted and operating in
compliance with all Applicable
Law (as defined herein)
(“EC”), and in accordance with
(i) the Protocol; (ii) this
Agreement; (iii) all applicable
laws, rules, regulations, good
clinical practices, International

Conference on
Harmonization/Good Clinical
Practice (“ICH-GCP”)

guidelines, industry codes,
and the requirements
applicable to the conduct of
the Study, and official
guidance of relevant health
authorities (collectively, as the
same may be amended from
time to time, “Applicable
Law”), and (iv) any other
written requirements provided
by SPONSOR.

Prior to the commencement of
the Study, SPONSOR shall
obtain the EC and authority
approval for the Study.

Any and all changes to the
Protocol may be made only by
a written amendment,
approved by SPONSOR,
INVESTIGATOR and the
responsible EC, except for
emergency deviations
necessary to protect the
safety of the Study subjects, in
accordance with the Protocol.

PROVIDER AND
INVESTIGATOR will ensure
that the Study is subject to
continuing oversight by the EC
and agrees to promptly
forward to SPONSOR copies

(b)

(c)

(d)

yarad(y)®) a nezavislé etické
komise zfizené a pUlsobici
v souladu se v3emi platnymi
zakony (jak jsou definovany
v tomto dokumentu) (dale jen
,LEK)a vsouladu s (i)
protokolem; (ii) touto
smlouvou; (iii) vSemi platnymi
zakony, pravidly, pFedpisy,

spravnou  klinickou praxi,
smeérnice Mezinarodni
konference pro

harmonizaci/spravnou
klinickou praxi (,ICH-GCP®),
kodexy odvétvi a pozadavky
vztahujici se  k provadéni
studie, a oficialnimi pokyny
prislusnych zdravotnich Gradu
(souhrnné protoze totéz muze
byt €as od &asu zménéno,
.platné zakony“), a (iv) ve
veskerymi dalSimi pisemnymi
pozadavky poskytnutymi
ZADAVATELEM.

Pfed zahajenim studie ziska
ZADAVATEL souhlas EK a
Ufadu se studii.

Veskeré zmény protokolu
mohou byt provedeny pouze
pisemnym dodatkem

schvalenym ZADAVATELEM,
ZKOUSEJICIM a odpovédnou
EK, svyjimkou naléhavych
odchylek nezbytnych
k ochrané bezpec€nosti
subjektll  studie v souladu
s protokolem.

POSKYTOVATEL A
ZKOUSEJICI  zajisti, aby
studie podléhala trvalému
dohledu EK a souhlasi s tim,
ze neprodlené pfeposle
ZADAVATELI kopie veSkeré
korespondence s EK a/nebo
od EK tykajici se studie.

CA266-0003_0248 Clinical Trial Agreement with Institution and Pl — Fakultni nemocnice Motol a Homolka

Page 3 of 69




BMS CONFIDENTIAL INFORMATION

of all correspondence to
and/or from the EC
concerning the Study.

1.2 INVESTIGATOR,;
SUBINVESTIGATORS;
REPLACEMENT INVESTIGATOR

(@)

(b)

(d)

INVESTIGATOR may appoint
other individuals who are
appropriately  trained and
qualified as sub-investigators
(as such term may be defined
under Applicable Law,
collectively,
“SUBINVESTIGATORS”).

SUBINVESTIGATORS and all
PROVIDER employees, staff
and agents, and all other
persons participating in the
performance of the Study
(“Study  Personnel’)  will
perform the Study on behalf of
PROVIDER.

INVESTIGATOR will
personally  supervise the
conduct of the Study and all
Study Personnel and will
comply with Applicable Law.

If INVESTIGATOR becomes
unable to conduct the Study,
PROVIDER or
INVESTIGATOR shall
promptly notify SPONSOR
and if feasible, propose a
substitute principal
investigator. SPONSOR shall
notify PROVIDER of its
decision either to continue the
Study with the proposed
substitute or to terminate the
Study at PROVIDER. In the
event PROVIDER and
SPONSOR agree on a
substitute, the parties shall

1.2 ZKOUSEJICI;

SPOLUZKOUSEJICI;

NAHRADNI ZKOUSEJiCi

(@)

(b)

(c)

(d)

ZKOUSEJiCi mdze jmenovat
dalSi osoby, které jsou fadné
vySkoleny a kvalifikovany jako
spoluzkousejici (jak muze byt
tento termin definovan podle
platnych zakon(l, spole¢né
jako ,SPOLUZKOUSEJICI*).

SPOLUZKOUSEJICI a vsichni
zaméstnanci, personal a
zastupci POSKYTOVATELE a
vS8echny dalSi osoby podilejici
se na provadéni studie (dale
jen ,personal studie“) budou
provadét studii  jménem
ZDRAVOTNICKEHO
ZARIZENI.

ZKOUSEJIiCi bude osobné&
dohliZet na provadéni studie a
na veskery personal studie a
dodrzovani platnych zakonu.

Pokud ZKOUSEUJICI nebude

schopen provest studii,
POSKYTOVATEL nebo
ZKOUSEJICI  jsou povinni
neprodlené informovat

ZADAVATELE a pokud je to
mozné, navrhnou nahradniho
hlavniho zkousejiciho.
ZADAVATEL bude informovat
POSKYTOVATELE o svém
rozhodnuti  pokraCovat ve
studii s navrhovanym
nahradnikem nebo ukondCit
studii u POSKYTOVATELE.

V pfipadé, ze se
POSKYTOVATEL a
ZADAVATEL dohodnou na
nahradé, strany budou

vdobré vife pracovat na
upravé této smlouvy a vsech
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work in good faith to amend
this Agreement and any other
documents as necessary to
reflect such substitute to
ensure compliance with all
Applicable Law. The Parties
agree that INVESTIGATOR’s
consent shall not be required
to amend this Agreement to
reflect such substitute if
INVESTIGATOR becomes
unable to conduct the Study,
unless otherwise required by
applicable law.

1.3 PROVISION OF STUDY DRUG

(@)

SPONSOR or its designee
shall provide, without cost, the
required amounts of
SPONSOR’s Study Drug to
PROVIDER for PROVIDER to
conduct the Study. SPONSOR
or its designee may also
supply, in its sole discretion,
other Study Drug to
PROVIDER without cost and
in compliance with the
Protocol. SPONSOR
represents and warrants that
SPONSOR’s Study Drug was
manufactured in accordance
with  good  manufacturing
practices (As defined under
Applicable Law).
INVESTIGATOR shall use
and manage the Study Drug
(including, but not limited to,
any commercial drug and
placebo sourced by
INVESTIGATOR) in
accordance with the Protocol,
local pharmacy law and all
other Applicable Law.

1.3 POSKYTNUTI

dalSich  dokumentt, které
budou nezbytné k tomu, aby
tato nahrada odrazela
dodrzovani v8ech platnych
zakonu. Smluvni strany
souhlasi stim, Ze souhlas
ZKOUSEJICIHO nebude
vyZzadovan  kupravé  této
smlouvy tak, aby odrazZel tuto
nahradu, pokud ZKOUSEJICI
nebude moci provést studii,
ledaze pravni fad stanovi
jinak.

HODNOCENEHO

PRIPRAVKU

(@)

(b)

ZADAVATEL nebo jim
povéfena osoba bezplatné
poskytnou POSKYTOVATELI

pozadované mnozstvi
hodnoceného pfipravku
ZADAVATELE k provedeni

studie. ZADAVATEL nebo jim
povéfenda osoba muze dle
vlastniho uvazeni a v souladu
s protokolem bezplatné dodat
POSKYTOVATELI i jiny
hodnoceny pfipravek.
ZADAVATEL prohlaSuje a
zarucuje, ze hodnoceny
pfipravek ZADAVATELE byl
vyroben v souladu se
spravnou vyrobni praxi (jak je
definovano platnymi zakony).
ZKOUSEJICI bude pouzivat a
spravovat veSkery hodnoceny
pfipravek (mimo jiné vcetné
jakéhokoli komer¢niho léku a

placeba pofizovaného
ZKOUSEJiCcim) v souladu
s protokolem, mistnimi
farmaceutickymi  zdkony a
vdemi dalSimi platnymi
zakony.

POSKYTOVATEL a

ZKOUSEJICI budou udrzovat
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PROVIDER and
INVESTIGATOR shall
maintain appropriate control of
supplies of the Study Drug
and shall maintain complete,
accurate records with respect
to the dispensation or
administration of the Study
Drug, any damaged, lost, or
disposed Study Drug, and any
Study Drug returned to
SPONSOR.

(b)

SPONSOR will ensure the distribution of the Study
Drug shipment to the PROVIDER's Pharmacy, where
the Pharmacist will take them over and check them
(like other shipments - i.e. if it is not damaged, in the
case of special transport requirements, if these
requirements have been met, the receipt of the
shipment will be confirmed), then the INVESTIGATOR
will pick up the Study Drug at the site on request and is
fully responsible for them. SPONSOR is obliged to
send an email notification to the assigned Pharmacist
at least 3 working days before the delivery, indicating
when the shipment will be handed over. The
SPONSOR shall arrange for the disposal of unused
Study Drug at its own expense.

The SPONSOR shall ensure the delivery to the
address: Nemocnice lékarna FN Motol, V Uvalu 84,
150 06 Prague 5 and mark it with the name of the
authorized Pharmacist.

The SPONSOR acknowledges that the services of the
authorized Pharmacist will be provided only during
his/her normal working hours. Outside of normal
working hours is considered as Monday to Friday from
16:30 till 07:30, weekend and bank holidays.

1.4 STUDY PERSONNEL

PROVIDER and INVESTIGATOR shall ensure that all

nalezitou kontrolu nad
dodavkami hodnoceného
pfipravku a budou vést upiné,
pfesné zaznamy tykajici se

vydeje nebo podavani
hodnoceného pfipravku,
jakéhokoli poskozeného,
ztraceného nebo
zlikvidovaného hodnoceného
pfipravku a jakéhokoli
hodnoceného pfipravku
vraceného ZADAVATELI.

ZADAVATEL zajisti distribuci zasilky hodnocenych
pfipravkll do lékarny POSKYTOVATELE, kde je
Iékarnik pfevezme a zkontroluje (jako jiné zasilky - tzn.
neni-li poSkozena, v pfipadé zvlastnich poZzadavku na
transport, byly-li tyto poZadavky dodrZzeny, pfijem
zasilky potvrdi), nasledné si na zadanku ZKOUSEJICI
hodnocené pfipravky vyzvedne na centrum a je za né
plné zodpovédny. ZADAVATEL je povinen emailem
oznamit povéfenému lékarnikovi alespori 3 pracovni
dny pfedem, kdy bude doruCena zasilka do Iékarny.
Likvidaci nevyuzitych 1€kt si ZADAVATEL zajisti na
vlastni naklady.

ZADAVATEL zajisti dodavku na adresu: Nemocni¢ni
lékarna FN Motol, V Uvalu 84, 150 06 Praha 5 a
oznadi ji jménem odpovédného lékarnika.

ZADAVATEL bere na védomi, Ze sluzby povéfeného
Iékarnika budou poskytovany pouze v jeho bézné
pracovni dobé&. Mimo bé&zZnou pracovni dobu se rozumi
pondéli az patek od 16:30 do 07:30, vikendy a svatky.

1.4 PERSONAL STUDIE

POSKYTOVATEL a ZKOUSEUJICI zajisti, aby veskery
personal studie byl fadné vyskolen a kvalifikovan, aby
pomahal pfi provadéni studie. POSKYTOVATEL a
ZKOUSEJICI ugini veskeré pfimé&fené kroky, aby
informovali veSkery personal studie o vSech svych
povinnostech podle této smlouvy, a POSKYTOVATEL
a ZKOUSEJICI zajisti, aby personal studie pIné
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Study Personnel are appropriately trained and
qualified to assist in conducting the Study. PROVIDER
and INVESTIGATOR shall take all reasonable steps to
inform all Study Personnel of all their obligations under
this Agreement and PROVIDER and INVESTIGATOR
shall ensure that Study Personnel fully comply with the
Protocol, this Agreement, and Applicable Law.
PROVIDER shall be liable for any breach by Study
Personnel of any of their or PROVIDER’s obligations
under this Agreement.
1.5 COMPLIANCE WITH THE LAWS

The Parties shall comply with all Applicable Law. In
particular, the Parties acknowledge and agree that
none of the payment hereunder is a prohibited
payment for recommending or arranging for the
referral of business, or the ordering of items or
services.

1.6 SPONSOR-PROVIDED EQUIPMENT
SPONSOR agrees to provide, or arrange for a vendor
to provide, to PROVIDER equipment for use in the
Study (collectively, the “Equipment”) pursuant to the
terms specified in Attachment B — Sponsor-Provided
Equipment. PROVIDER and INVESTIGATOR shall
use the Equipment only in accordance with the
Protocol and Attachment B solely in connection with
the Study. PROVIDER shall promptly return
Equipment to SPONSOR or its designee at the
conclusion of the Study. If a loan agreement is
concluded for the provided equipment, such loan
agreement shall prevail over the provisions of this
Agreement.

2. OBLIGATIONS OF PROVIDER,
INVESTIGATOR AND STUDY PERSONNEL

21 PERFORMANCE OF STUDY

PROVIDER and INVESTIGATOR shall perform the
Study in an efficient, ethical, and professional manner
in compliance with Applicable Law, and shall use its
reasonable best efforts, respectively and as applicable,
to complete the Study and enroll Study subjects within

dodrzoval protokol, tuto smlouvu a platné zakony.
POSKYTOVATEL bude odpovédny za jakékoli
poruSeni povinnosti personalu studie podle této
smlouvy ze strany personalu studie.
1.5 DODRZOVANI ZAKONU

Smluvni strany budou dodrZzovat vSechny platné
zdkony. Smluvni strany berou na védomi a souhlasi
zejména s tim, Zze zadna z plateb podle této smlouvy
neni zakazanou platbou za doporuceni nebo zajisténi
doporu€eni podniku nebo objednani poloZzek nebo
sluzeb.

VYBAVENI POSKYTNUTE
ZADAVATELEM

1.6

ZADAVATEL souhlasi s tim, ze poskytne
POSKYTOVATELI vybaveni pro pouziti ve studii
(spole€né dale jen  ,vybaveni‘) v souladu
s podminkami uvedenymi v pfiloze B - Vybaveni
poskytnuté zadavatelem, nebo zajisti dodavatele, ktery

toto vybaveni poskytne. POSKYTOVATEL a
ZKOUSEJICI budou pouzivat vybaveni pouze
v souladu s protokolem a pfilohou B vyhradné

v souvislosti se studii. POSKYTOVATEL neprodlené
vrati vybaveni ZADAVATELI nebo jeho povéiené
osobé pfi ukoneni studie. Bude-li o poskytnutém
vybaveni uzaviena smlouva o vypuj¢ce, pak bude mit

tato smlouva prednost pfed ustanovenimi této

smlouvy.

2. POVINNOSTI POSKYTOVATELE, ]
ZKOUSEJICIHO LEKARE A PERSONALU
STUDIE

2.1 PROVADENI STUDIE

POSKYTOVATEL a ZKOUSEJICI budou provadét

studii Uu€innym, etickym a profesionalnim zpudsobem
v souladu s plathymi zakony a vynalozi pfiméfené
maximalni usili, v uvedeném pofadi, k dokonceni
studie a naboru subjektd studie ve Ihatach
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the time periods set forth in the Protocol and

Attachment A.
2.2 INFORMED CONSENT

Prior to a subject's participation in the Study,
INVESTIGATOR shall obtain a signed informed
consent, consistent with the form provided by
SPONSOR and approved by the responsible EC, from
each Study subject (or their duly authorized
representatives). INVESTIGATOR shall comply with
Applicable Law when obtaining Study subjects’
consent to participate in the Study.

23 SITE AUDITING AND MONITORING BY

SPONSOR REPRESENTATIVES

Upon reasonable notice and during normal business
hours during the term of this Agreement and for two (2)
years thereafter, PROVIDER and INVESTIGATOR
shall permit representatives of SPONSOR to examine
PROVIDER’s facilities, to validate Study Data and
case reports against original data in their files, to make
copies of relevant records, unless it contradicts the
applicable legislation, assess the relevant Study
related systems, interview Study Personnel and
monitor the work performed hereunder and to
determine the adequacy of the facilities and whether
the Study is being conducted in compliance with this
Agreement, the Protocol and Applicable Law.
SPONSOR is not entitled to audit the hospital
information system, as this system does not manage
the source documentation. At the request of
SPONSOR or its designees, PROVIDER and
INVESTIGATOR will promptly correct any errors or
omissions in Study Data. In the event that SPONSOR,
or its agent or representative performs an audit of the
Study at the PROVIDER, SPONSOR shall share the
findings of such audit with PROVIDER to the extent
required by Applicable Law and/or the applicable
regulatory or other governmental agency. SPONSOR
may carry out monitoring tasks including source data
verification remotely in compliance with Applicable
Law.

stanovenych v protokolu a pfiloze A.

22 INFORMOVANY SOUHLAS

Pred Udasti subjektu ve studii ziskd ZKOUSEJICI od
kazdého subjektu studie (nebo jeho fadné povéfenych
zastupcll) podepsany informovany souhlas, ktery
odpovida formulafi poskytnutému ZADAVATELEM a
schvalenému odpovédnou EK. ZKOUSEJICI bude pfi
ziskavani souhlasu subjektll studie s GCasti ve studii
dodrzovat platné zakony.

AUDIT A MONITOROVANI ZE STRANY
ZASTUPCU ZADAVATELE,

2.3

Po pfiméfeném oznameni a b&hem bézné pracovni
doby béhem doby platnosti této smlouvy a po dobu
dvou (2) let pot¢ POSKYTOVATEL a ZKOUSEJICI
umozni zastupcim ZADAVATELE provéfit prostory
POSKYTOVATELE za ucelem ovéfeni udaju ze studie
a pripadovych zprav oproti pavodnim udajiim v jejich
slozkach, vytvaret kopie pfislusnych zaznamu, pokud
to neodporuje platné pravni upravé, a posouzeni
prislusnych systému souvisejicich se studii, vést
rozhovory s persondlem studie a sledovat praci
provadénou podle této smlouvy a stanovit pfiméfenost
zarizeni a to, zda je studie provadéna v souladu
stouto smlouvou, protokol a platné zakony.
ZADAVATEL neni opravnén provadét audit
nemocni¢niho informacéniho systému, nebot tento
systém nespravuje zdrojovou dokumentaci. Na zadost
ZADAVATELE nebo jim  povéfenych  osob
POSKYTOVATEL a ZKOUSEJICI neprodlen& opravi
jakékoli chyby nebo opomenuti v udajich ze studie.
V pfipadé, Z2e ZADAVATEL nebo jeho =zastupce
provede audit studie u POSKYTOVATELE,
ZADAVATEL bude sdilet nalezy takového auditu
s POSKYTOVATELEM  vrozsahu  poZadovaném
platnymi zakony a/nebo pfislusnym regulaénim nebo
jinym vladnim ufadem. ZADAVATEL muze provadét
monitorovaci ukoly, v€etné ovéfeni zdrojovych udaja,
vzdalené v souladu s platnymi zakony.
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24

(@)

(e)

INSPECTION BY GOVERNMENTAL
AUTHORITY

PROVIDER and INVESTIGATOR shall
promptly notify SPONSOR of any
request received by PROVIDER and/or
INVESTIGATOR from any Agency to
inspect or otherwise gain access to the
information, data or materials pertaining
to the Study. PROVIDER and
INVESTIGATOR shall provide this
notice to SPONSOR prior to permitting
any such access unless prior notice is
not possible.

PROVIDER and INVESTIGATOR shall
promptly provide SPONSOR with copies
of communications or correspondence
received from an Agency related to the
Study.

PROVIDER and INVESTIGATOR shall
disclose only those documents and
materials that are required to be
disclosed during such inquiry or
inspection.

To the extent not prohibited by
Applicable Law, and at SPONSOR’s
sole discretion, the Parties will prepare
in close cooperation for any upcoming
inspection, and/or response to a query
or an inspection report from a competent
Agency regarding the Study.

If not prohibited by the relevant Agency,
SPONSOR shall have the right to be
present at, and to participate in, any
such inspection or regulatory action with
respect to the Study.

In the event an Agency takes regulatory

action against PROVIDER,
INVESTIGATOR or any Study
Personnel, PROVIDER and

INVESTIGATOR shall promptly notify
SPONSOR of any such regulatory
action taken that may affect the Study

24

(a)

(c)

(e)

KONTROLA STATNIM ORGANEM

POSKYTOVATEL a ZKOUSEJICI
neprodlené oznami ZADAVATELI
jakoukoli Zadost, kterou
POSKYTOVATEL a/nebo

ZKOUSEJICI obdrzi od veskerych
organl na inspekci nebo jiné ziskani
pfistupu k informacim, udajum nebo
materiallm  tykajicim se studie.
POSKYTOVATEL a ZKOUSEJICI
predaji toto oznameni ZADAVATELI
pfedtim, neZz povoli jakykoli takovy
pfistup, pokud pFedchozi oznameni
neni mozné.

POSKYTOVATEL a ZKOUSEJICIi
neprodlené poskytnou ZADAVATELI
kopie sdéleni nebo korespondence
zaslané organy v souvislosti se studii.

POSKYTOVATEL a ZKOUSEJiCIi
zvefejni pouze ty dokumenty a
materialy, které musi byt zvefejnény

béhem  takového Setfeni nebo
inspekce.
V rozsahu, vjakém to nezakazuji

platné zakony, a dle vyhradniho
uvazeni ZADAVATELE se strany
pfipravi v Uzké spolupraci na jakoukoli
nadchazejici kontrolu a/nebo odpovéd
na dotaz nebo zpravu o kontrole od
pfislusného organu tykajici se studie.

Pokud to pfislusny organ nezakazuije,
ma ZADAVATEL pravo byt pfitomen a
uCastnit se jakékoli takové inspekce
nebo regulaéniho opatfeni
v souvislosti se studii.

V pfipadé, Ze organ pfijme regulani
opatfeni  proti POSKYTOVATELI,
ZKOUSEJICIMU  nebo  jakémukoli
personalu studie, POSKYTOVATEL a
ZKOUSEJICI jsou povinni neprodlen&
informovat ZADAVATELE o veskerych
takovych regula¢nich opatienich, ktera
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and promptly provide a copy of all
related correspondence.

The PROVIDER shall allow the
SPONSOR or their representatives to
carry out the inspection, monitoring or
audit of the work within the meaning of
this Agreement at the Study site or at
other contractually designated premises
in or with the assistance of which the
Study (Clinical Trial) is conducted,
exclusively during normal working hours.
However,audits and monitoring visits
must be arranged at least 3 days in
advance and must not disrupt the
normal operation of the PROVIDER.

25 DEBARMENT

PROVIDER and INVESTIGATOR each represent and
warrant that he/she/it not, and he/she/it has not and
shall not use any person or entity, debarred,
disqualified, suspended or excluded by any Agency or
under Applicable Law, in any capacity in connection
with performing the Study and that such prohibition
includes any regulatory, ethical, or legal restriction that
may reasonably affect their eligibility or
appropriateness to conduct the Study or participate in
clinical research. PROVIDER and INVESTIGATOR
shall immediately notify SPONSOR of any change in
the truth of this representation and warranty.

26 FINANCIAL DISCLOSURE

So that SPONSOR may fulfill its certification and other
financial disclosure obligations to the Agencies and to
adhere to Applicable Law, PROVIDER and
INVESTIGATOR shall promptly furnish to SPONSOR
financial disclosures for INVESTIGATOR and all
SUBINVESTIGATORS, as SPONSOR may request,
on such forms as SPONSOR may supply or approve.
PROVIDER and INVESTIGATOR shall ensure that the

mohou ovlivnit studii, a neprodlené
poskytnou Kkopii veSkeré souvisejici

korespondence.

(9) POSKYTOVATEL umozni
ZADAVATELI nebo jejich zastupcum,
aby provedli kontrolu, monitorovani

nebo audit prace ve smyslu této
smlouvy u studijniho pracovisté, nebo
v jinych smluvné uréenych prostorach,
v nichZz nebo s jejichz pomoci se
provadi studie (klinické hodnoceni), a
to vyhradné béhem bézné pracovni
doby. Audity a monitoraéni navstévy
v8ak musi byt domluveny minimalné 3
dny pfedem a nesmi naruSovat bézny
provoz POSKYTOVATELE.

25 ZAKAZ CINNOSTI
POSKYTOVATEL a ZKOUSEJICI prohlasuji a
zaruCuji, Z2e vsouvislosti s provddénim studie

nevyuzivaji a nevyuziji Zzadnou osobu ani subjekt, jimz
byla zakazana cCinnost, byli diskvalifikovani,
suspendovani nebo vylou€eni jakymkoli statnim
organem nebo podle platnych zakonl a Ze takovy
zakaz zahrnuje jakékoli regulacni, etické nebo pravni
omezeni, které mize mit pfiméfeny dopad na
zpUsobilost nebo vhodnost osoby provadét studii nebo
se Ucastnit klinického vyzkumu. POSKYTOVATEL a
ZKOUSEJICI  neprodlené oznami ZADAVATELI
jakoukoli zménu pravdivosti tohoto prohlaseni.

ZVEREJNENI FINANCNICH
INFORMACI

2.6

Aby ZADAVATEL mohl splnit své certifikaéni
povinnosti a dal8i povinnosti tykajici se zvefejnéni
finan¢nich informaci agenturam a aby dodrzoval platné
zakony, POSKYTOVATEL a ZKOUSEJICI neprodleng
poskytnou ZADAVATELI finanéni informace pro
ZKOUSEJICIHO a v8echny SPOLUZKOUSEJICI, jak
muze ZADAVATEL pozadovat, na formulafich, které
muze ZADAVATEL dodat nebo schvalit.
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INVESTIGATOR and all SUBINVESTIGATORS
promptly update these financial disclosures and
promptly provide such updated forms to SPONSOR to
allow SPONSOR to comply with Applicable Law.

2.7 ADVERSE EVENT AND SAFETY

REPORTING

INVESTIGATOR shall report to SPONSOR all adverse
events and other reportable events in the course of the
Study in accordance with Applicable Law and the
Protocol.

3. COMPENSATION

3.1 PAYMENT & BUDGET

In full consideration of PROVIDER’s
and INVESTIGATOR'’s performance of
the Study and this Agreement,
SPONSOR or its designee shall pay to
PROVIDER and/or INVESTIGATOR or
other entity specifically designated and
referred to in Attachment A — Payment
Schedule (the “Payee(s)’) amount
determined and in the manner set forth
in Attachment A. In no event shall the
payments hereunder exceed the
amount set forth in Attachment A
without the prior written consent of the
SPONSOR. PROVIDER and
INVESTIGATOR agree that all such
payments made by SPONSOR or its
designee reflect all compensation
received under this Agreement and
reflect no more than fair market value
for the performance of the services
hereunder.

(a)

Investigator Meetings. Where
permitted under Applicable Law and in
accordance with SPONSOR’s policies,
SPONSOR may reimburse for

POSKYTOVATEL a ZKOUSEJICI zajisti, aby
ZKOUSEJIiCI  a  v8ichni  SPOLUZKOUSEJICI
neprodlené aktualizovali tyto finanCni (daje a
neprodlené poskytli tyto aktualizované formulare
ZADAVATELI, aby umoznili ZADAVATELI dodrzovat
platné zakony.

HLASENI NEZADOUCICH PRIHOD A
BEZPECNOSTI

2.7

ZKOUSEJICI je povinen hlasit ZADAVATELI vSechny
nezadouci pfihody a dalSi pfihody podléhajici hlaseni
v pribéhu studie v souladu s platnymi zakony a
protokolem.

3. ODMENA

3.1 PLATBA A ROZPOCET

(@)

Jako protiplnéni za provadéni studie a

této smlouvy ze strany
POSKYTOVATELE a ZKOUSEJICIHO
uhradi  ZADAVATEL nebo jim

povéfena osoba POSKYTOVATELI
a/nebo ZKOUSEJICIMU nebo jinému
subjektu konkrétné uréenému v pfiloze
A — Rozpis plateb (dale jen ,pfijemce
(pFijemci) plateb“)  stanovenou
Castku a zplsobem stanovenym
v pfiloze A. V Zadném pfipadé platby
podle této smlouvy nepfekro&i Castku
uvedenou v pfiloze A bez pfedchoziho
pisemného souhlasu ZADAVATELE.
POSKYTOVATEL a ZKOUSEJICIi
souhlasi stim, Ze vSechny takové
platby provedené ZADAVATELEM
nebo jim povéfenou osobou odrazeji
veSkeré odmény obdrzené podle této
smlouvy a neodrazeji vice nez
spravedlivou  trzni  hodnotu za
provadeéni sluzeb podle této smlouvy.

(b) Schuzky zkouSejicich. Pokud to
povoluji platné zakony a v souladu se
zasadami ZADAVATELE,

ZADAVATEL muze uhradit pfiméfené
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reasonable and necessary travel,
meals or other hospitality incurred by
INVESTIGATOR and/or
INVESTIGATOR to participate in
investigator meetings for the Study
(“Investigator Meetings”); provided
that SPONSOR will have no obligation
to reimburse such expenses except to
the extent pre-approved in writing (in

SPONSOR’s sole discretion) by
SPONSOR.
(c) PROVIDER and INVESTIGATOR

agree that payments made to Payees
that are due to any third party engaged
by PROVIDER and/or
INVESTIGATOR to perform his/her/its
obligations in connection with the
Study or this Agreement shall be a
matter solely between Payees and
such party and governed by a
separate agreement between Payees
and such party. PROVIDER and
INVESTIGATOR agree that
SPONSOR fulfills all of its payment
obligations under this Agreement by
disbursing the funds to Payee(s).

The Parties acknowledge that the expected total
financial remuneration shall be CZK 3,379,104.00.

Expected Study duration is | EEKGEEEE
I

Expected number of treated Study subjects is ||
subjects.

3.2 STUDY PERSONNEL

COMPENSATION

PROVIDER or INVESTIGATOR, as applicable, is
responsible for all compensation, benefits and other
conditions of engagement for INVESTIGATOR and/or
other the Study Personnel and SPONSOR shall have
no liability to any other Study Personnel in connection

a nezbytné cestovné, stravu nebo jiné
poho$téni vzniklé ZKOUSEJiCIMU
a/nebo ZKOUSEJICIMU za ugelem
UCasti na schlizkach zkouS$ejicich ve
studii (dale jen ,schizky
zkousejicich®); za predpokladu, Ze
ZADAVATEL nebude mit Zadnou
povinnost tyto vydaje proplatit
s vyjimkou rozsahu pfedem pisemné
schvéleného (dle vyhradniho uvézeni
ZADAVATELE) ZADAVATELEM.

POSKYTOVATEL a ZKOUSEJICI
souhlasi stim, Ze platby uhrazené
pfijemcim plateb, které jsou splatné
treti strané, které si POSKYTOVATEL
a/nebo ZKOUSEJICI najali k pInéni
svych povinnosti v souvislosti se studii
nebo touto smlouvou, budou
zaleZitosti vyhradné mezi pfijemci
plateb a takovou stranou a budou se
fidit samostatnou smlouvou mezi
pfijemci plateb a takovou stranou.
POSKYTOVATEL a ZKOUSEJICI
souhlasi stim, ze ZADAVATEL plni
v8echny své platebni zavazky podle
této smlouvy tim, Ze vyplati finanéni
prostfedky pfijemci (pFijemcdm).

(c)

Ze
¢ini

védomi,
odmény

Smluvni strany berou
predpokladana celkova
3,379,104.00K¢.

Predpokladana doba trvani studie je | GG
I

Predpokladany pocet subjekti na studijni 1é¢bé jsou [|j
[l subjekty.

na
vyse

3.2 ODMENA PERSONALU STUDIE
POSKYTOVATEL nebo pfipadné ZKOUSEJICi
odpovidaji za veSkeré odmény, vyhody a jiné

podminky spoluprace se ZKOUSEJICIM a/nebo jinym
personalem studie a ZADAVATEL nenese v souvislosti
s nimi zadnou odpovédnost vicéi zadnému jinému
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with the same.

3.3 PROHIBITION ON DOUBLE-BILLING
PROVIDER and INVESTIGATOR shall not seek or
collect and shall ensure that no Study Personnel seek
or collect, reimbursement from any Study subject or
third-party payor, whether public or private, for any
costs covered by or payments made or goods or
services provided by SPONSOR under this
Agreement, including the Study Drug.

3.4 TRANSPARENCY

PROVIDER and INVESTIGATOR acknowledge that
SPONSOR is subject to Applicable Law related to the
collection and reporting of any payments or transfers
of value to certain healthcare providers and teaching
hospitals. PROVIDER and INVESTIGATOR agree to
keep records regarding payments or transfers of value
and shall promptly provide SPONSOR, to the extent
not in SPONSOR’s possession, in a reasonable format
with all information that SPONSOR reasonably
determines it needs to comply with such Applicable
Law in  connection with this Agreement.
Notwithstanding anything to the contrary herein,
SPONSOR may disclose any information that it
reasonably believes is necessary to comply with
Applicable Law.

4, CONFIDENTIAL INFORMATION
41 DEFINITIONS
(a) “Confidential Information” is the

confidential information of SPONSOR
or its Affiliate(s), and means (i) all
information that is directly or indirectly
disclosed or otherwise made available

hereunder to PROVIDER,
INVESTIGATOR, or other Study
Personnel, by or on behalf of

SPONSOR, related to the Study or this
Agreement, including the Protocol,

personalu studie.

3.3  ZAKAZ DVOJi FAKTURACE
POSKYTOVATEL a ZKOUSEJICI nebudou usilovat o
uhradu jakychkoli nakladd hrazenych ze strany
subjektl studie nebo platct tretich stran, vefejnych
nebo soukromych, nebo plateb uhrazenych
ZADAVATELEM podle této smlouvy, vcetné
hodnoceného pfipravku a zajisti, aby tak neucinili ani
Z&dny Clen personalu studie nevyZadoval ¢i nevymahal
Uhradu.

3.4 TRANSPARENTNOST

POSKYTOVATEL a ZKOUSEJICI berou na védomi,
Ze ZADAVATEL podiéha platnym zakonum tykajicim
se shromazdovani a vykazovani jakychkoli plateb
nebo prevodd hodnot ur€itym poskytovateliim
zdravotni péce a fakultnim nemocnicim.
POSKYTOVATEL a ZKOUSEJICI souhlasi s tim, ze
budou uchovavat zaznamy tykajici se plateb nebo

prevod( hodnot a neprodlené poskytnou
ZADAVATELI, vrozsahu, ktery neni vdrzeni
ZADAVATELE, v pfiméfeném formatu veSkeré

informace, o nichz ZADAVATEL pfiméfené rozhodne,
Ze je potfebuje dodrzovat tyto platné zakony
v souvislosti s touto smlouvou. Bez ohledu na cokoli,
co je vrozporu s touto smlouvou, muze ZADAVATEL
zvefejnit jakékoli informace, o kterych se duvodné
domniva, Ze jsou nezbytné pro dodrZeni platnych
zakond.

4. DUVERNE INFORMACE

41 DEFINICE

(a) ,Duvérné informace” jsou d(vérné
informace ZADAVATELE nebo jeho
pfidruzené spole¢nosti (spfiznénych
osob), a znamena (i) vesSkeré
informace, které jsou pfimo nebo
nepifimo zpfistupnény nebo jinak
zpfistupnény POSKYTOVATELI podle
této smlouvy, ZKOUSEJICI, nebo
jiného personalu studie,
ZADAVATELEM nebo jeho jménem,
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(c)

42

investigator’'s brochure(s), the Study
Drug and any information related to
the Study Drug, and (i) all data,
materials, and information developed,
generated, or collected by PROVIDER,
INVESTIGATOR or other Study
Personnel in connection with the
performance of the Study, including all
Intellectual  Property (defined in
Section 6.1) and Study Data.

“Confidential Information” does not
include information to the extent that (i)
it is now in the public domain or
subsequently enters the public domain
through no breach of this Agreement;
(ii) PROVIDER and/or
INVESTIGATOR lawfully receive from
any third party without restriction as to
use or confidentiality as shown by
written or other tangible evidence; or
(iii) it is independently developed by
PROVIDER and/or INVESTIGATOR
by persons without access to the
Confidential Information as shown by
written or other tangible evidence.

“Affiliate(s)” means any entity that
Controls, is under the Control of or
under common Control with
SPONSOR. “Control” means the
possession, directly or indirectly, of the
power to direct or cause the direction
of the management of such business
entity, whether through ownership of
voting securities or otherwise.

USE OF CONFIDENTIAL
INFORMATION

souvisejici se studii nebo touto
smlouvou, véetné protokolu, soubor(y)
informaci pro zkouSejiciho, hodnoceny
pfipravek a vesSkeré informace tykajici
se hodnoceného pfipravku, a (ii)
v8echny udaje, materidly, a informace
vyvinuté, generovana, nebo
shromazdéné POSKYTOVATELEM,
ZKOUSEJICIM nebo jiny personal
studie v souvislosti s provadénim
studie, v€etné veSkerého dusSevniho
vlastnictvi (definovaného v oddilu 6.1)
a Udaje ze studie.

(b) ,Duavérné informace® nezahrnuji
informace v rozsahu, v jakém (i) jsou
nyni vefejn@ dostupné nebo se
nasledné stanou vefejné dostupnymi
bez poruseni této smlouvy; (ii) které
POSKYTOVATEL a/nebo
ZKOUSEJICI obdrzi zakonn& od
jakékoli tfeti strany bez omezeni,
pokud jde o pouziti nebo dlavérnost,
jak je prokazano pisemnymi nebo
jinymi hmotnymi dlkazy; nebo (iii) jsou
nezavisle vyvinuty POSKYTOVATEL
a/nebo ZKOUSEJICIM bez pfistupu
k davérnym  informacim, jak je
dolozeno pisemnymi nebo jinymi
hmotnymi dikazy.

(c) ,Ovladana osoba (osoby)“ znamena
jakykoli subjekt, ktery kontroluje, je
pod kontrolou nebo je pod spole€¢nou
kontrolou se ZADAVATELEM.
.Kontrola® znamena pfimé nebo
nepiimé drzeni pravomoci fidit nebo
uréovat smér  fizeni  takového
obchodniho subjektu, at uz
prostfednictvim vlastnictvi cennych
papird s hlasovacim pravem nebo
jinak.

4.2 POUZITi DUVERNYCH INFORMACI

During the term of this Agreement and for a period of | BEhem doby platnosti této smlouvy a po dobu sedmi
seven (7) years after termination or expiration of this | (7) let po ukonCeni nebo vyprSeni platnosti této
Agreement, PROVIDER and/or INVESTIGATOR will | smlouvy budou POSKYTOVATEL a/nebo
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use and will ensure that Study Personnel use
Confidential Information only for purposes related to
the conduct of the Study. PROVIDER and/or
INVESTIGATOR shall not disclose Confidential
Information to any third party without prior written
consent of SPONSOR. To protect Confidential
Information, PROVIDER and INVESTIGATOR agree
to: (a) limit dissemination of Confidential Information to
only those Study Personnel who have a “need to
know” such Confidential Information in order to
conduct the Study and who are bound by the
confidentiality and nondisclosure obligations contained
herein; (b) advise all Study Personnel who receive
Confidential Information of the confidential nature of
such information; and (c) use all of the same measures
to protect the Confidential Information from disclosure
that PROVIDER and INVESTIGATOR uses to protect
its own confidential information, but, in any event, no
less than reasonable measures. PROVIDER and
INVESTIGATOR shall be liable for unauthorized
disclosure of Confidential Information by any person to
whom it discloses such information.
4.3 REQUIRED DISCLOSURES

If PROVIDER or INVESTIGATOR receives a
subpoena or other validly issued administrative or
judicial process, order or government process
demanding Confidential Information, PROVIDER or
INVESTIGATOR shall (a) promptly notify the
SPONSOR of the disclosure requirement (including a
copy of any applicable subpoena or order), (b) afford
SPONSOR a reasonable opportunity to oppose, limit
or secure confidential treatment for the required
disclosure; and (c) not oppose any effort by
SPONSOR to quash any such subpoena or other
government process. If SPONSOR fails to intervene to
quash said subpoena or other government process,
the PROVIDER or INVESTIGATOR shall disclose only
that portion of the Confidential Information that the
PROVIDER or INVESTIGATOR is legally required to
disclose, and PROVIDER or INVESTIGATOR shall
continue to maintain the confidentiality of such
Confidential Information with respect to all other third
parties.

4.4 RETURN OF CONFIDENTIAL

ZKOUSEJICI pouzivat divérné informace pouze pro
ucely souvisejici s provadénim studie a zajisti, aby
taktéz ucinil i personal studie. POSKYTOVATEL
a/nebo ZKOUSEJICI nezpfistupni diivérné informace
zadné ftfeti strané bez predchoziho pisemného
souhlasu ZADAVATELE. Za ucelem ochrany
davérnych informaci POSKYTOVATEL a ZKOUSEJICI
souhlasi stim , Ze: (a) omezi Sifeni duvérnych
informaci pouze na ty pracovniky studie, ktefi takové
davérné informace potfebuji znat, aby mohli provadét
studii, a ktefi jsou vazani zde obsazenymi povinnostmi
zachovani davérnosti a micenlivosti; (b) informuje
veSkery personal studie, ktery obdrzi dlvérné
informace, o duvérné povaze takovych informaci; a (c)
pouziva vSechna stejna opatfeni k ochrané davérnych
informaci pfed zpfistupnénim, které POSKYTOVATEL
a ZKOUSEJICI pouzivaji k ochran& svych vlastnich
ddvérnych informaci, ale v kazdém pfipadé nejméné
priméfenych opatreni. POSKYTOVATEL a
ZKOUSEJICI odpovidaji za neopravnéné zveiejnéni

divérnych informaci jakoukoli osobou, které tyto
informace zpfistupni.
4.3 POZADOVANE ZVEREJNENI

Pokud POSKYTOVATEL nebo ZKOUSEJICi obdrzi
vyzvu nebo pokud je s nim vedeno platné zahgjené
spravni nebo soudni fizeni, pokud bude adresatem
pfikazu &i jiného nafizeni statniho organu vyZadujici
davérné informace, POSKYTOVATEL nebo
ZKOUSEJICI (a) neprodlené oznami ZADAVATELI
pozadavek na zvefejnéni (vCetné kopie platné
predvolani nebo pfikazu), (b) poskytnou ZADAVATELI
pfiméfenou pfilezitost vznést namitku, omezit nebo
zabezpeCit duvérné zachazeni pro pozadované
zvefejnéni; a (c) nebudou branit jakémukoli uasili
ZADAVATELE ohradit se vuCi jakékoli takové vyzvé
nebo jinému nafizeni statniho organu. Pokud
ZADAVATEL nezasahne do zruSeni uvedené vyzvy
nebo jiného nafizeni statniho organu,
POSKYTOVATEL nebo ZKOUSEJICI zpfistupni pouze
tu ¢ast davérnych informaci, kterou POSKYTOVATEL
nebo ZKOUSEJICi maji ze zakona povinnost zvetejnit,
a POSKYTOVATEL nebo ZKOUSEJICI budou i nadale
zachovavat davérnost téchto davérnych informaci ve
vztahu ke v8em dalSim tfetim stranam.

4.4 VRACENI DUVERNYCH INFORMACI
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INFORMATION

Upon the termination or expiration of this Agreement,
or upon the written request of SPONSOR, PROVIDER
and INVESTIGATOR shall promptly return all
Confidential Information to SPONSOR or at
SPONSOR’s request, destroy all Confidential
Information in PROVIDER’s or INVESTIGATOR’s
possession or control, together with all copies,
summaries and analyses, regardless of the format in
which the information exists or is stored, and provide
written notification to SPONSOR following such
destruction. However, PROVIDER and
INVESTIGATOR may retain one copy of Confidential
Information for the sole purpose of determining its
obligations under this Agreement and archival
electronic back-up copies of such Confidential
Information that are routinely created by PROVIDER’s
or INVESTIGATOR’s standard automatic system back-
up, provided that all such retained and archival
electronic back-up copies are maintained in strict
confidence from third parties and remain subject to the
obligations of confidentiality and non-use set forth
herein.

The PROVIDER undertakes to retain the basic
documentation of the Study for 25 years from the end
of the Study. The SPONSOR shall inform the
PROVIDER no later than 6 months prior to the
expiry of the archiving period on how these records
and documents pertaining to the Study will be handled,
and if the SPONSOR fails to inform the PROVIDER
within the specified period, it shall be deemed to have
agreed to the shredding. In the event that the
SPONSOR requests an extension of the archiving
period with the PROVIDER, the PROVIDER is entitled
to require a proportionate fee from the SPONSOR.

4.5 IRREPARABLE HARM

PROVIDER and INVESTIGATOR acknowledge that
breach of this this Section 4 may cause SPONSOR
irreparable harm, for which monetary damages may
not be an adequate remedy. Therefore, in the event of
breach of this Section 4, SPONSOR is entitled, in
addition to any other remedy available at law or, to

Po ukon&eni nebo vyprdeni platnosti této smlouvy
nebo na pisemnou Zzadost ZADAVATELE vrati
POSKYTOVATEL a ZKOUSEUJICI neprodleng véechny
divérné informace ZADAVATELI nebo na zadost
ZADAVATELE, zni¢i vSechny davérné informace,
které ma POSKYTOVATEL nebo ZKOUSEJICI
vdrzeni nebo pod kontrolou, spole€né se vSemi
kopiemi, souhrny a analyzami, bez ohledu na format,
ve kterém jsou informace uloZzeny, a po takovém
zni€eni poskytnou pisemné oznameni ZADAVATELI.
Nicmén& POSKYTOVATEL a ZKOUSEJICI si mohou
ponechat jednu kopii divérnych informaci vyhradné
pro ucely stanoveni povinnosti vyplyvajicich z této
smlouvy a archivni elektronické zalozni kopie takovych
dbvérnych informaci, které jsou bézné vytvareny
standardnim automatickym zalohovanim systému
POSKYTOVATELE nebo ZKOUSEJICIHO, za
pfedpokladu, Ze vSechny takové uchovavané a
archivované  elektronické zalozni  kopie jsou
uchovavany jako pfisné duvérné od tretich stran a
nadale podléhaji zavazkim duavérnosti a nepouzivani
stanovenym v tomto dokumentu.

POSKYTOVATEL se zavazuje uchovat zakladni
dokumentaci studie 25 let od ukonéeni studie.
ZADAVATEL bude informovat POSKYTOVATELE
nejpozdéji 6 mésicid pred uplynutim doby
archivace o tom, jakym zplsobem bude s témito
zaznamy a dokumenty patficimi ke studii nalozeno, v
pfipadé, Z2e ZADAVATEL ve stanovené dobé
POSKYTOVATELE informovat nebude, ma se za to,
Ze souhlasi se skartaci. V pfipadé, Ze bude
ZADAVATEL zadat o prodlouzeni doby archivace u
POSKYTOVATELE, je POSKYTOVATEL opravnén po
ZADAVATELI pozadovat umérné zpoplatnéni.

4.5 NENAPRAVITELNA SKODA

POSKYTOVATEL a ZKOUSEJICi berou na védomi,
ze poruSeni tohoto oddilu 4 mlize ZADAVATELI
zpusobit nenapravitelnou Skodu, pro kterou finanéni
odSkodnéni nemusi byt adekvatni napravou. Proto
v pfipadé poruseni tohoto oddilu 4 ma ZADAVATEL
kromé jakéhokoli jiného opravného prostiedku
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seek injunctive relief or an order for

performance.

specific

4.6 PROHIBITION ON DISCLOSURES OR

USE FOR FINANCIAL BENEFIT

PROVIDER and INVESTIGATOR shall not and shall
use its reasonable efforts to ensure that Study
Personnel do not, trade in, recommend that others
trade in, or disclose information to others who may
trade in SPONSOR’s securities while in possession of
Confidential Information, and PROVIDER and
INVESTIGATOR will employ reasonable efforts to
prohibit any such conduct by Study Personnel.

5. PERSONAL DATA AND PRIVACY
(a) “Personal Data” means, for the purpose
of this Agreement, any information related
to an identified or identifiable natural
person. Study subject’s Personal Data
provided by PROVIDER and/or
INVESTIGATOR to SPONSOR will be
pseudonymized (as defined under
Applicable Law) prior to the transfer to
SPONSOR under this Agreement.

PROVIDER and INVESTIGATOR shall
comply and shall require all Study
Personnel to comply with all Applicable
Law governing privacy and confidentiality
of health information. PROVIDER and
INVESTIGATOR shall take all actions
necessary to comply with such laws and
regulations, including agreeing to amend
this Agreement as necessary for
compliance.

(b)

5.1 STUDY SUBJECT PRIVACY

(@) The Parties will implement and maintain
reasonable and appropriate security
procedures to adequately protect Study

dostupného ze zakona pravo usilovat o soudni pfikaz
nebo pfikaz ke konkrétnimu plnéni.

ZAKAZ ZVEREJNOVANI NEBO
POUZITi PRO FINANCNi PROSPECH

4.6

POSKYTOVATEL a ZKOUSEJICI vyvinou pfiméfené
usili  k zajisténi  toho, aby personal studie
neobchodoval, nedoporucil jinym osobam obchodovat
nebo sdélovat informace jinym osobam, které mohou
obchodovat s cennymi papiry ZADAVATELE, zatimco
maiji k dispozici davérné informace, POSKYTOVATEL
a ZKOUSEJICI rovnéz vynalozi pfiméfené Usili k tomu,
aby takové jednani ze strany personalu studie
zakazali.
5. OSOBNi UDAJE A SOUKROMI

(a) ,,Osobnimi udaji“ se pro ucely této
smlouvy rozumi veSkeré informace
tykajici  se identifikované nebo
identifikovatelné fyzické osoby. Osobni
Udaje  subjektll studie poskytnuté
POSKYTOVATELI a/nebo
ZKOUSEJICIMU ZADAVATELI budou
pfed pfedanim ZADAVATEL | podle této
smlouvy pseudonymizovany (jak jsou
definovany platnymi zakony).

POSKYTOVATEL a  ZKOUSEJICIi
budou dodrZzovat a budou vyZadovat,
aby vsichni pracovnici studie dodrzovali
v8echny platné zakony upravujici
ochranu soukromi a  duvérnost
zdravotnich informaci.
POSKYTOVATEL a  ZKOUSEJICi
podniknou veskeré kroky nezbytné
k dodrzeni téchto zakonl a predpis,
v€etné souhlasu s doplnénim této
smlouvy podle potfeby pro dodrzeni
predpis(.

51 SOUKROMIi SUBJEKTU STUDIE

a budou
vhodné
k pfiméfené

(@) Smluvni strany zavedou
udrzovat pfiméfené a

bezpelnostni  postupy
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subjects’ Personal Data processed,
accessed, used or disclosed under this
Agreement against accidental or unlawful
destruction, modification loss or damage,
and unauthorized or unlawful use,
disclosure, access or processing, in
accordance with Applicable Law.

The Parties acknowledge that both
PROVIDER and SPONSOR shall be
considered as controllers in the context of
the Study with respect to Study subjects’
Personal Data. PROVIDER shall be
considered as a controller with respect to
Medical Records and any Study subjects’
Personal Data it processes other than the
coded Study Data and SPONSOR shall
be considered as a controller with respect
to the coded Study Data. PROVIDER
shall process the coded Study Data for
the purposes of the Study in accordance
with Applicable Law, only for the period
required by Applicable Law and the
written instructions of the SPONSOR.
PROVIDER shall not engage a processor
for the processing of coded Study Data or
transfer the coded Study Data to a third
country without SPONSOR’s prior written
authorization. Where PROVIDER is
required by Applicable Law to process
coded Study Data differently than
SPONSOR’s instructions or, it reasonably
believes that SPONSOR'’s instructions
infringe  Applicable Law, it shall
immediately inform SPONSOR.

(b) PROVIDER and/or INVESTIGATOR shall
promptly inform SPONSOR in writing of
any accidental or unlawful destruction,
loss or damage, and/or any unauthorized
or unlawful disclosure, access or
processing of Personal Data related to the
Study and/or this Agreement (“Security

ochrané osobnich udaju subjektl studie
zpracovavanych, pristupnych,
pouzivanych nebo zpfistupnénych podle
této smlouvy pfed nahodnym nebo
nezakonnym zni¢enim, ztratou nebo
poSkozenim Uprav a neopravnénym
nebo nezakonnym pouzitim,
zvefejnénim, pfistupem nebo
zpracovanim v souladu s platnymi
zakony.

Smluvni strany berou na védomi, ze jak
POSKYTOVATEL, tak ZADAVATEL
budou v kontextu studie povaZovani za
spravce s ohledem na osobni udaje
subjektld studie. POSKYTOVATEL bude
povazovano za spravce s ohledem na
zdravotni zaznamy a veSkeré osobni
Udaje subjektl studie, které zpracovava,
jiné nez kbédované udaje ze studie, a
ZADAVATEL bude povazovan za
spravce s ohledem na koédované udaje
ze studie. POSKYTOVATEL bude
zpracovavat kédované udaje ze studie
pro ucely studie v souladu s platnymi
zakony pouze po dobu pozZadovanou
plathnymi zakony a pisemnymi pokyny
ZADAVATELE. POSKYTOVATEL
nebude angazovat zpracovatele pro
zpracovani koédovanych udaju ze studie
ani nepfevede kédované udaje ze studie
do tfeti zemé bez predchoziho
pisemného souhlasu ZADAVATELE.
Pokud platné zakony vyZzaduji, aby
POSKYTOVATEL zpracovavalo
kédované udaje ze studie jinak nez
pokyny ZADAVATELE nebo se davodné
domnivaji, Ze pokyny ZADAVATELE
porusuji platné zakony, bude
neprodlené informovat ZADAVATELE.

POSKYTOVATEL a/nebo ZKOUSEJICi
jsou povinni neprodlené pisemné
informovat ZADAVATELE o jakémkoli
nahodném nebo nezakonném zniceni,
ztraté nebo poSkozeni a/nebo jakémkoli
neopravnéném nebo  nezakonném
zpfistupnéni, pfistupu nebo zpracovani
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Breach”). PROVIDER and/or
INVESTIGATOR shall, at its expense,
investigate and respond to the foregoing,
notifying affected individuals as required
by Applicable Law and seeking injunctive
or other equitable relief against any such
person or persons who have violated or
attempted to violate the security of
Personal Data, the Study Data and/or this
Agreement. In the event that any
Applicable Law require that affected
persons be notified of a Security Breach,
PROVIDER and/or INVESTIGATOR shall
provide such notice but the content,
timing and other details of such notice
shall be subject to SPONSOR’s approval.
PROVIDER and INVESTIGATOR shall be
responsible for reimbursing SPONSOR
any costs that SPONSOR may incur in
connection with responding to or
managing a Security Breach of Personal
Data or Study Data in the possession of
or transmitted by PROVIDER,
INVESTIGATOR or any of its Study
Personnel. The remedies set forth herein
shall be in addition to any other remedies
available to SPONSOR at law or in equity.

(c) Requests from Study Subjects. Either
Party shall without undue delay inform the
other Party about any request received
from a Study subject to access, correct or
delete their Personal Data held in the
context of the Study or pursuant to this
Agreement, where legally applicable.
PROVIDER and INVESTIGATOR shall
handle those requests in accordance with
Applicable Law and the SPONSOR’s
reasonable instructions.

osobnich Udaju souvisejicich se studii
a/nebo touto smlouvou (dale jen
Lporuseni bezpecnosti).
POSKYTOVATEL a/nebo ZKOUSEJICi
na své naklady vySetfi a odpovi na vy3e
uvedené, upozorni dot€ené osoby podle
pozadavku platnych zakon( a
bude/budou usilovat o soudni pfikaz
nebo jiné spravedlivé odSkodnéni proti
jakékoli takové osob& nebo osobam,
které porusSily nebo se pokusily porusit
bezpecnost osobnich Udaju, udaji ze
studie a/nebo této smlouvy. V pfipadé,
Ze platné zakony vyZaduji, aby dotéené
osoby byly informovany o poruseni
bezpecnosti, POSKYTOVATEL a/nebo
ZKOUSEJICI toto oznameni poskytnou,
ale obsah, naCasovani a dalsi
podrobnosti takového oznameni budou
podléhat souhlasu  ZADAVATELE.
POSKYTOVATEL a  ZKOUSEJICIi
budou odpovidat za  proplaceni
ZADAVATELI jakychkoli nakladu, které
ZADAVATELI mohou vzniknout
v souvislosti sreakci na poruSeni
bezpecnosti osobnich udaji nebo udajl
ze studie vdrzeni nebo pFenosu
POSKYTOVATELE, ZKOUSEJICIHO
nebo kteréhokoli zjeho pracovniki
studie. Napravné prostfedky uvedené
vtomto dokumentu budou doplfovat
jakékoli jiné opravné prostiedky, které
ma ZADAVATEL k dispozici ze zakona
nebo podle prava ekvity.

Pozadavky od subjektd hodnoceni.
Kterakoli ze smluvnich stran je povinna
bez zbyte¢ného odkladu informovat
druhou smluvni stranu o jakékoli Zadosti
obdrzené od studijniho subjektu o
pfistup, opravu nebo vymazani svych
osobnich udaji uchovavanych v ramci
studie nebo podle této smlouvy, pokud
je to pravné relevantni.
POSKYTOVATEL a  ZKOUSEJICi
budou tyto Zadosti  zpracovavat
v souladu s platnymi zakony a
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5.2 STUDY PERSONNEL PERSONAL
DATA

(@) With respect to Study Personnel’s
Personal Data collected by SPONSOR
under this Agreement, SPONSOR
ensures that the Study Personnel is
informed, and INVESTIGATOR
acknowledges that SPONSOR may:

(i) process and use such data for the
purposes of performance of this
Agreement, the management of the
Study and compliance with
Applicable Law;

(i) disclose the data to competent
authorities (including, in the context
of registration/marketing
authorization procedures,
investigations or litigation), as well as
in BMS Study Connect
(www.bmsstudyconnect.com) and
clinicaltrials.gov, and other online
platforms that SPONSOR may use
for the purpose of the Study, the
Study title shall available at the
following databases
http://www.clinicaltrials.gov,
http://www.clinicaltrials.eu and
http://www.sukl.cz/modules/evaluatio
n/;

(iii) transfer such data to a third party
which will process the data on behalf
of SPONSOR for the aforementioned
purposes; and

(iv) transfer such data to the United
States or any other country outside
the European Economic Area (EEA),
UK and Switzerland for the same
purposes. SPONSOR acknowledges
that the United States and certain of
those countries do not offer the same
protection level as set forth under the

5.2

(@)

pfiméfenymi pokyny ZADAVATELE.

OSOBNI UDAJE PERSONALU STUDIE

S ohledem na osobni Udaje personalu
studie shromazdéné ZADAVATELEM
podle této smlouvy ZADAVATEL
zajisti, aby byl personal studie
informovan, a ZKOUSEJICI bere na
védomi, ze ZADAVATEL muze:

(i) zpracovavat a pouzivat tyto
Udaje pro ucely plnéni této
smlouvy, fizeni studie a
dodrzovani platnych zakonu;

(i)  zpFistupnit Gadaje pfisluSsnym
organim (v€etné v souvislosti
s postupy registrace/registrace,
vySetfovanim nebo soudnim
sporem), jakoz i vBMS Study
Connect
(www.bmsstudyconnect.com) a
clinicaltrials.gov a dal8ich online
platformach, které muze
ZADAVATEL pouzit pro ucely
studie, nazev klinického
hodnoceni bude dohledatelny
v nasledujicich  databazich:
http://www.clinicaltrials.gov ,

http://www.clinicaltrials.eu a
http://www.sukl.cz/modules/ev
aluation/;

(i) predavat tyto Udaje udaji treti
strané, ktera bude zpracovavat
Udaje jménem ZADAVATELE
pro vySe uvedené ucely; a

(iv) pfedavat tyto Udaje do
Spojenych statll nebo jakékoli
jiné  zem& mimo Evropsky
hospodarsky prostor (EHP),
Spojené kralovstvi a Svycarsko
pro stejné ucely. ZADAVATEL
bere na védomi, Ze Spojené
staty a nékteré ztéchto zemi
nenabizeji  stejpou  uroven
ochrany, jakou stanovi obecné
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General Data Protection Regulation,
UK Data Protection Act, Swiss
Federal Act on Data Protection, as
applicable. However, SPONSOR will
ensure that the transfer will be
covered by appropriate technical and
security measures, in compliance
with the Applicable Law.

(b) Where required by Applicable Law,
SPONSOR and/or INVESTIGATOR will
obtain consent from Study Personnel for
SPONSOR’s  processing of their
Personal Data, in the format requested
by SPONSOR.

(c) PROVIDER and INVESTIGATOR shall
not involve in the conduct of the Study
any person who:

(i) has not been informed that their
Personal Data collected within
the context of this Agreement
will be processed, used and
transferred as described above;
and

(ii) has not been informed about
their related rights under
Applicable Law and this
Agreement.

(d) SPONSOR and/or INVESTIGATOR
shall inform Study Personnel that they
may contact the SPONSOR at the
address under Section 14 in order to
exercise their access, amendment and
deletion rights under Applicable Law,
where and to the extent applicable.

6. INTELLECTUAL PROPERTY AND STUDY
DATA

6.1 DEFINITIONS

(a) “Intellectual Property” means

6.

(b)

(c)

nafizeni o ochrané osobnich
udaja, britsky zakon o ochrané
osobnich  Udaju,  Svycarsky
federalni zakon o ochrané
osobnich udaju. ZADAVATEL
v8ak zaijisti, aby pfevod byl
v souladu s platnymi pravnimi
pfedpisy  hrazen  vhodnymi
technickymi a bezpecnostnimi
opatfenimi.

Pokud to vyzZaduji platné zakony,
ZADAVATEL a/nebo ZKOUSEJICI
ziskaji souhlas od personalu studie se
zpracovanim jejich osobnich udaju
ZADAVATELEM ve formatu
pozadovaném ZADAVATELEM.

POSKYTOVATEL a ZKOUSEJiCi
nesmi do provadéni studie zapojit
Zadnou osobu, ktera:

(i) nebyla informovana o tom, Ze
jeho osobni udaje shromazdéné
vramci této smlouvy budou

zpracovany, pouzivany a
prfedavany tak, jak je popsano
vySe; a

(i)  nebyla informovana o svych
souvisejicich  pravech podle
platnych zakonu a této smlouvy.

ZADAVATEL a/nebo ZKOUSEJICI
budou informovat personal studie, ze
mohou kontaktovat ZADAVATELE na
adrese podle oddilu 14 za ucelem
uplatnéni svych prav na pfistup,
zménu a vymaz podle platnych
zakonl, pokud je to relevantni a
v rozsahu, v jakém je to relevantni.

DUSEVNI VLASTNICTVi A UDAJE ZE
STUDIE

6.1

DEFINICE
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(b)

(c)

(d)

any inventions, discoveries, or
improvements, and all
intellectual  property rights
therein, whether or not
protectable by patent,
copyright or other intellectual
property rights, conceived,
made, or reduced to practice
in  connection with  this
Agreement or resulting from
the performance of the
Protocol.

“‘Medical Records” means the
PROVIDER’s original medical
and hospital records of Study
subjects and other records
generated and maintained in
the PROVIDER’s ordinary
course of business operations.

“Study Data” means (i) all
data and results collected or
created pursuant to the
performance of the Study at
PROVIDER, including all data
reported on the case report
forms (“CRFs”), and (ii) all
CRFs, and all other records,
reports, and documents
required by the Protocol,
collected or generated during
the course of conducting the
Study at PROVIDER, whether
in written, electronic, video or
other tangible form.

“Study Samples” means
biological samples collected or
otherwise derived from Study
subjects in connection with the
Study or this Agreement,
including, without limitation,
tissue, blood, saliva, serum

(a)

(b)

(c)

(d)

,Dusevnim vlastnictvim“ se
rozumi  jakékoli  vynalezy,
objevy nebo vylepSeni a
v8echna prava duSevniho
vlastnictvi k nim, at jiz jsou
patentovatelna, autorska nebo

jind prava dusevniho
vlastnictvi, ktera jsou
koncipovana, vyrobena nebo
uvedena do praxe

v souvislosti s touto smlouvou
nebo v dusledku plnéni
protokolu, €i nikoli.

.Zdravotnimi zaznamy“ se
rozumi originalni Iékafské a
nemocnicni zdznamy
ZDRAVOTNICKEHO

ZARIZENI o subjektech studie
a dal§i zaznamy vytvofené a

vedené vramci  bé&Znych
obchodnich operaci
ZDRAVOTNICKEHO
ZARIZENI.

,Udaje ze studie“ znamenaji
(i) vSechny udaje a vysledky
shromazdéné nebo vytvorené
v souladu s provadénim studie
v ZDRAVOTNICKEM

ZARIZENI, véetn& vsech
udajl hlaSenych ve
formulafich prfipadu (dale jen
,CRF®), a (ii) vSechny CRF a

vSechny dalSi zaznamy,
zpravy a dokumenty
vyZadované protokolem,

shromazdéné nebo vytvoiené
v prubéhu provadéni studie
v ZDRAVOTNICKEM
ZARIZENI, at jiz v pisemné,
elektronické, video nebo jiné
hmotné formé.

.Vzorky ze studie“ znamenaji
biologické vzorky odebrané
nebo jinak odvozené od
subjektll studie v souvislosti
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and urine.

(e) If the cooperation of the
PROVIDER with regard to the
exercise of the SPONSOR’S
intellectual  property rights
would be associated with an
excessive time and financial
burden, the Contracting
Parties undertake to negotiate
an amendment to this
Agreement. An amendment to
this Agreement would provide
for adequate compression for
a time and financial burden
that is not foreseeable at the

time of concluding the
Agreement.
6.2 EXCLUSIVE OWNERSHIP OF

INTELLECTUAL PROPERTY

PROVIDER and INVESTIGATOR shall promptly and
fully disclose to SPONSOR all Intellectual Property. All
such Intellectual Property shall be the exclusive
property of SPONSOR. PROVIDER and
INVESTIGATOR, on behalf of itself and all Study
Personnel, each hereby assigns to SPONSOR all of its
rights, title and interests in such Intellectual Property
and will cooperate to effect the foregoing, including,
without limitation, providing reasonable assistance in
connection with  prosecuting relevant patents.
PROVIDER and INVESTIGATOR represent and
warrant that all Study Personnel are required to assign
all rights, title and interest in and to Intellectual
Property to PROVIDER and/or INVESTIGATOR (either
through a separate agreement or employment
obligations), as required for PROVIDER and/or
INVESTIGATOR to fulfill their obligations herein.

6.3 COLLECTION AND STORAGE OF
STUDY  DATA  AND MEDICAL
RECORDS

se studii nebo touto smlouvou,

mimo jiné vCetné tkanég, krve,

slin, séra a moci.
(e) Pokud by soucinnost
POSKYTOVATELE vzhledem
k uplatnéni prav
ZADAVATELE 2z duSevniho
vlastnictvi byla spojena s
nadmeérnou Casovou a
finanéni zatézi, smluvni strany
se zavazuji jednat o dodatku k
této smlouvé. Dodatkem k této
smlouvé by byla stanovena
adekvatni kompenzace za
Casovou a finanni zatéz,
kterd neni v dobé uzavirani
smlouvy predvidatelna.

VYHRADNI VLASTNICTVI
DUSEVNIHO VLASTNICTVi

6.2

POSKYTOVATEL a ZKOUSEJICi neprodlené a
v plném rozsahu zpfistupni ZADAVATELI veSkeré
du8evni vlastnictvi. VeSkeré takové dusevni vlastnictvi
bude vyluénym vlastnictvim ZADAVATELE.
POSKYTOVATEL a ZKOUSEJICI timto jménem svym
a jménem vSech pracovniki studie postupuji
ZADAVATELI v8echna svéa prava, naroky a zajmy na
takovém duSevnim vlastnictvi a budou spolupracovat
na uskute¢néni vyse uvedeného, mimo jiné vcetné
poskytnuti pfiméfené pomoci v souvislosti se soudnim
stihanim pfislusnych patentd. POSKYTOVATEL a
ZKOUSEJICI prohlasuji a zaruduji, Ze veskery
personal studie je povinen postoupit v8echna prava,
naroky a podily k duSevnimu vlastnictvi
POSKYTOVATELI a/nebo ZKOUSEJICIMU (bud na
zakladé samostatné smlouvy nebo pracovnich
povinnosti), jak je poZzadovano pro POSKYTOVATEL
a/nebo ZKOUSEJICIHO, aby mohli pinit své zavazky
podle této smlouvy.

SHROMAZDOVANi A UCHOVAVANI
UDAJU ZE STUDIE A ZDRAVOTNICH

6.3
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INVESTIGATOR shall prepare, document and
maintain Medical Records and Study Data in
accordance with Applicable Law and the Protocol.
PROVIDER and INVESTIGATOR shall (a) maintain
and store Medical Records and Study Data in a secure
manner with physical and electronic access restrictions
and environmental controls appropriate to the
applicable data type and in accordance with Applicable
Law and industry standards, and (b) protect the
Medical Records and Study Data from unauthorized
use, access, duplication, disclosure, loss and damage.

6.4 OWNERSHIP AND USE OF STUDY
DATA AND STUDY SAMPLES

(a) PROVIDER and

INVESTIGATOR agree that all

Study Data and  Study

Samples are hereby the

exclusive property of

SPONSOR, and PROVIDER
and INVESTIGATOR, on
behalf of themselves and all
Study  Personnel, hereby
assign to SPONSOR, any and
all of its rights, title and
interest, including intellectual
property rights, in and to the
same. Study Data and Study
Samples may be used by
SPONSOR for any purpose

consistent with the Study
subject’'s signed informed
consent form without further
obligation or liability to
PROVIDER or
INVESTIGATOR. All data
generated from Study

Samples will be treated as
Study Data. Medical Records
in medical documentation kept
in accordance with Act No.
372/2011 Coll., shall remain
the property of PROVIDER,
provided, however, with
respect to any Study Data

ZAZNAMU

ZKOUSEJICI bude pripravovat, dokumentovat a
uchovavat zdravotni zéznamy a udaje ze studie
vsouladu splatnymi zakony a  protokolem.
POSKYTOVATEL a ZKOUSEJICI budou (a)
uchovavat a uchovavat Iékafské zdznamy a udaje ze
studie bezpecnym zplsobem s omezenim fyzického a
elektronického pfistupu a kontrolami prostfedi
odpovidajicimi pfislusnému typu udajli a v souladu
s platnymi zakony a oborovymi standardy a (b) chranit
lékafské zaznamy a udaje ze studie pfed
neopravnénym pouzitim, pfistupem, kopirovanim,
zvefejnénim, ztratou a poskozenim.

VLASTNICTVI A POUZiIVANiI UDAJU
ZE STUDIE A VZORKU ZE STUDIE

6.4

POSKYTOVATEL a
ZKOUSEJICI souhlasi s tim,
Ze veskeré udaje ze studie a
vzorky ze studie jsou timto

(a)

vyluénym vlastnictvim
ZADAVATELE, a
POSKYTOVATEL a
ZKOUSEJICI jménem svym a
jménem vSech ¢lend
personalu studie timto
postupu;ji ZADAVATELI

veSkera sva prava, naroky a
podily, v€etné prav duSevniho
vlastnictvi, k nim. Udaje ze
studie a vzorky ze studie
mohou byt pouZzity
ZADAVATELEM pro jakykoli
ucel v souladu s podepsanym

formulafem informovaného
souhlasu subjektu studie bez
dalSich zavazku nebo
odpovédnosti vUci
POSKYTOVATELI nebo
ZKOUSEJICIMU. Se vsemi
udaji  ziskanymi ze vzorku

studie bude nakladano jako
s udaji ze studie. Lékarské
zaznamy ve zdravotnické
dokumentaci vedené dle
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(b)

recorded therein, PROVIDER
and INVESTIGATOR shall not
reassemble the Study Data
recorded in Medical Records
and recreate or try and
recreate the full study data set
generated under this
Agreement in an effort to
circumvent the restrictions on
the uses of Study Data, and in
the event that PROVIDER or
INVESTIGATOR does
recreate or reassemble such
data then such reassembled
data is subject to the Study
Data use restrictions set forth
herein. PROVIDER and
INVESTIGATOR shall, where
duly authorized or required by
Applicable Law, provide or
make such Medical Records
and individual subject data
available to SPONSOR and
relevant Agencies.

PROVIDER and
INVESTIGATOR may use
Study Data for publication of
the Study results or, with the
prior notice to SPONSOR, for
internal academic, non-
commercial research
purposes (which does not
include any research
sponsored or supported by a
commercial entity) in
accordance with Section 4
(Confidential Information) and
Section 7 (Publication).
PROVIDER and
INVESTIGATOR shall neither
use nor disclose Study Data
for any other purpose without

(b)

zakona €. 372/2011 Sb.,
zUstanou majetkem
ZDRAVOTNICKEHO

ZARIZENI, poskytnuto, ale
pokud jde o jakékoli udaje ze
studie v nich zaznamenané,
POSKYTOVATEL a
ZKOUSEJICI nebudou znovu
sestavovat udaje ze studie
zaznamenané ve zdravotnich
zaznamech a znovu vytvaret
nebo se pokouSet znovu
vytvafet kompletni  soubor
Udaji ze studie vytvoreny
podle této smlouvy ve snhaze
obejit omezeni pouzivani
udaju ze studie, a v pfipadé,
Zze POSKYTOVATEL nebo
ZKOUSEJICI takové udaje
znovu vytvofi nebo znovu
sestavi, pak se na tyto znovu
sestavené udaje  vztahuji
omezeni pouziti udaji ze

studie uvedena v tomto
dokumentu.
POSKYTOVATEL a

ZKOUSEJICI poskytnou nebo
zpfistupni ZADAVATELI a
pfislusnym agenturam takové
lékafské zaznamy a udaje o
jednotlivych subjektech, pokud
je to Fadné povoleno nebo
vyZadovano platnymi zakony.

POSKYTOVATEL a
ZKOUSEJICI mohou pouzit
Udaje ze studie k publikaci
vysledkd studie nebo, po

predchozim oznameni
ZADAVATELI, k internim
akademickym  nekomer&nim
vyzkumnym Gcelim  (které
nezahrnuji  zZadny  vyzkum
sponzorovany nebo
podporovany komerénim
subjektem) v souladu
s oddilem 4 (Daveérné
informace) a oddilem 7
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(c)

SPONSOR’s  prior written
consent. Any public disclosure
that contains or otherwise
arises from the use of Study
Data shall be subject to the
terms of Section 7
(Publication).

PROVIDER and
INVESTIGATOR will not use
Study Samples in any manner
or for any purpose other than
that described in the Protocol
and the informed consent
forms under which they were
obtained. PROVIDER and
INVESTIGATOR agree that
no biological samples
collected from Study subjects
while the Subject is enrolled in
the Study will be used in any
additional research, except to
the extent (i) PROVIDER or
INVESTIGATOR has obtained
SPONSOR’s  prior  written
consent or (ii) such research
is performed pursuant to the
Protocol.  Such  additional
research includes research
that correlates  treatment
outcomes with analysis of
Study Samples. All
publications arising from the
collection or use of such
samples and/or data collection
in violation of this Section 6.6
are subject to the terms of
Section 7 (Publication) and
SPONSOR will own all such
samples and data.

(c)

(Publikace). POSKYTOVATEL
a ZKOUSEJICi  nebudou
pouzivat ani zpfistuprfiovat
Udaje ze studie kzadnému
jinému ucelu bez predchoziho
pisemného souhlasu
ZADAVATELE. Jakékoli
zvefejnéni, které obsahuje
Udaje ze studie nebo jinak
vyplyva zpouziti udaju ze

studie, bude podléhat
podminkam oddilu 7
(Publikace).

POSKYTOVATEL a
ZKOUSEJICI nebudou
pouzivat  studijni  vzorky

zadnym jinym zpusobem ani
k Zadnému jinému ucelu, nez
jak je popsano v protokolu a
formulafich informovaného
souhlasu, na zakladé kterych
byly ziskany.
POSKYTOVATEL a
ZKOUSEJICI souhlasi s tim,
Ze zadné biologické vzorky
odebrané subjektlim studie
béhem zafazeni subjektu do
studie nebudou pouzity
v zadném dalSim vyzkumu,
s vyjimkou pfipadl, kdy (i)
POSKYTOVATEL nebo
ZKOUSEJICI ziskali
pfedchozi pisemny souhlas
ZADAVATELE nebo (ii) takovy
vyzkum je provadén podle
protokolu. Takovy dalsi
vyzkum  zahrnuje  vyzkum,
ktery koreluje vysledky lécby
s analyzou studijnich vzork.
V8echny publikace vyplyvajici
ze  shromazdovani  nebo
pouzivani takovych vzorku
a/nebo shromazdovani udajl
v rozporu s timto oddilem 6.6
podléhaji podminkam oddilu 7
(Publikace) a ZADAVATEL
bude vlastnit vdechny takové
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6.5 RETENTION AND DESTRUCTION
PROVIDER and INVESTIGATOR shall retain Medical
Records of Study subjects and Study Data in
accordance with applicable legislation. PROVIDER
and/or INVESTIGATOR shall, at SPONSOR’s sole
option and expense (a) destroy all Study Data; or (b)
continue to store Medical Records and Study Data for
any period that the SPONSOR may request.

7. PUBLICATION

71 PUBLICATION BY SPONSOR

The primary publication, presentation or any public
disclosure of Study results (each such publication,
presentation or other public disclosure, a “Publication”)
will be led by SPONSOR. SPONSOR abides by
International Committee of Medical Journal Editors
(ICMJE) guidelines, with respect to determining
authorship. SPONSOR will select authors based on
ICMJE guidelines. SPONSOR does not guarantee that
INVESTIGATOR, PROVIDER, or any Study Personnel
will be an author on Publications by SPONSOR.
Nothing in this Section 7 is intended to limit or restrict
in any way SPONSOR'’s right to publish independently
regarding the Study.

7.2 MULTI-CENTER STUDY

If the Study is a multi-center trial, a Publication from a
single participating Study site may be misleading and
PROVIDER and INVESTIGATOR shall not disclose or
otherwise publish such results prior to the Publication
of the results covering all participating Study sites.
However, if such multi-center Publication has not been
made within eighteen (18) months after the completion
or termination of the Study at all participating sites,
PROVIDER and INVESTIGATOR are free to publish
the results of the Study conducted at PROVIDER
separately, subject to the other requirements of this
Section 7.

vzorky a udaje.

6.5 UCHOVAVANI A ZNICENI
POSKYTOVATEL a ZKOUSEJICi budou uchovavat
zdravotni zaznamy subjektd hodnoceni a udaje ze
studie vsouladu splatnou pravni  Upravou.
POSKYTOVATEL a/nebo  ZKOUSEJICi  podle
vyhradniho uvazeni a na naklady ZADAVATELE (a)
zni¢i vSechny Udaje ze studie; nebo (b) budou nadale
uchovavat |ékafské zaznamy a udaje ze studie po
jakoukoli dobu, kterou mize ZADAVATEL pozadovat.

7. PUBLIKACE

71 PUBLIKACE ZADAVATELE

Primarni  publikace, prezentace nebo jakékoli
zvefejnéni vysledkl studie (kazda takova publikace,
prezentace nebo jiné zvefejnéni, dale jen ,publikace)
povede ZADAVATEL. ZADAVATEL dodrzuje pokyny
Mezinarodniho vyboru redaktord Iékafskych €asopisu
(International Committee of Medical Journal Editors,
ICMJE) tykajici se urceni autorstvi. ZADAVATEL
vybere autory na zakladé pokynu ICMJE. ZADAVATEL
nezaruduje, e ZKOUSEJICI, POSKYTOVATEL nebo
personal studie budou autorem publikaci
ZADAVATELE. Nic vtomto oddilu 7 nema za cil
omezit nebo omezit jakymkoli zpusobem pravo
ZADAVATELE nezavisle publikovat v souvislosti se
studii.

7.2 MULTICENTRICKA STUDIE

Pokud je studie multicentrickym hodnocenim,
publikace zjednoho studijniho pracovisté muaze byt
zavadgjici a POSKYTOVATEL a ZKOUSEJCI
nezvefejni ani jinak nezvefejni takové vysledky pfed
zvefejnénim vysledkl zahrnujicich vSechna studijni
pracovidté. Pokud vS8ak takova multicentricka
publikace nebyla u¢inéna do osmnacti (18) mésicu po

dokonCeni nebo ukoneni studie na vSech
zUCastnénych  pracovistich, POSKYTOVATEL a
ZKOUSEJiCI mohou publikovat vysledky studie

provadéné ve ZDRAVOTNICKEM  ZARIZENI
samostatné, s vyhradou dalSich pozadavku tohoto
oddilu 7.
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7.3 PUBLICATION BY INVESTIGATOR
AND PROVIDER

(a) Subject to Sections 7.1 and
7.2, PROVIDER and
INVESTIGATOR may freely
publish, present, or otherwise
publicly disclose the results of
the Study conducted at the
PROVIDER and shall solely
determine the authorship and
contents of same in
accordance with this Section

7. PROVIDER and
INVESTIGATOR agree not to
make any disclosure

regarding the Study or the
Study Drug or publish any
Study-related  material or
information other than in
accordance with this Section
7.

(b) PROVIDER and
INVESTIGATOR shall provide
SPONSOR with a copy of
each proposed Publication at
least sixty (60) days prior to
the  proposed date of
submission and/or
presentation. Any proposed
orally-disclosed Publications
shall be reduced to writing
(e.g., a reasonably detailed
summary or abstract of a
proposed presentation) and
provided to SPONSOR within
this time-frame. SPONSOR
may comment upon but may
not make any editorial
changes to the conclusions
set forth in the Publication;
however, if identified by
SPONSOR, all Confidential
Information that may be

7.3 PUBLIKACE ZKOUSEJICIM LEKAREM
A ZDRAVOTNICKYM ZARIZENIM

(a)

(b)

S vyhradou bodd 7.1 a 7.2
mohou POSKYTOVATEL a
ZKOUSEJICI volné
publikovat, prezentovat nebo
jinak zvefejhiovat vysledky
studie provadéné u
POSKYTOVATELE a budou
vyhradné uréovat jejich
autorstvi a obsah v souladu
s timto oddilem 7.
POSKYTOVATEL a
ZKOUSEJICI souhlasi s tim,
Ze  nebudou  zvefejiiovat
Zadné informace tykajici se
studie nebo hodnoceného
pfipravku ani  zvefejiovat
Zadné materialy nebo
informace souvisejici se studii
jinak nez v souladu stimto
oddilem 7.

POSKYTOVATEL a
ZKOUSEJICI poskytnou
ZADAVATELI  kopii kazdé
navrhované publikace

nejméné Sedesat (60) dnu
pfed navrhovanym datem
predlozeni a/nebo prezentace.
Veskeré ustné zvefejnéné
publikace budou pisemné
(napf. Pfiméfené podrobny
souhrn nebo abstrakt
navrhované prezentace)
pfedany ZADAVATELI v tomto
¢asovém ramci. ZADAVATEL
muze pfipominkovat, avsak
nesmi provadét zadné
redakeni zmény zaverd
uvedenych v publikaci; pokud
vSak bude ZADAVATEL
identifikovan, budou vSechny
divérné informace, které
v nich mohou byt obsazeny,
vymazany. Bez ohledu na
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(c)

contained therein shall be
deleted. Notwithstanding the
foregoing, Study results will
not be considered Confidential
Information solely for the
purpose of publications made
in full accordance with this

vySe uvedené nebudou
vysledky studie povazovany
za davérné informace pouze
pro ucely publikaci
provedenych v plném souladu
s timto oddilem 7. Dale, pokud
o to ZADAVATEL pozada,

Section 7. Furthermore, if POSKYTOVATEL a
requested by SPONSOR, ZKOUSEJICI pozdrzi
PROVIDER and predlozeni navrhované
INVESTIGATOR shall publikace k publikaci nebo
withhold a proposed prezentaci nebo jiné

Publication from submission
for publication or presentation

zvefejnéni o daldich Sedesat
(60) dnl, aby umoznili podani

or other public disclosure for patentové pfihlaSky nebo
an additional sixty (60) days to pfijeti jakéhokoli jiného
allow for the filing of a patent opatreni k ochrané prav
application or the taking of any duSevniho vlastnictvi
other measure to preserve ZADAVATELE.

SPONSOR’s intellectual

property rights. (c) Divérnost  nepublikovanych

Confidentiality of Unpublished

udaja. Smluvni strany berou
na védomi a souhlasi s tim, ze

Data. The Parties udaje ze studie, které nejsou
acknowledge and agree that publikovany, prezentovany
Study Data that is not nebo jinak zverfejnény

published, presented or vsouladu soddily 7.3(a) a
otherwise disclosed 7.3(b) vySe (dale  jen
accordance with  Sections ,nhezverejnéné udaje”)
7.3(@) and 7.3(b) above zUstava  vramci definice
(“Unpublished Data”) davérnych informaci a
remains within the definition of POSKYTOVATEL a
Confidential Information and ZKOUSEJICI nebudou

PROVIDER and
INVESTIGATOR shall not and
shall require Study Personnel
not to disclose Unpublished
Data to any third party or
disclose any Study Data in
greater detail than the same
may be disclosed in any
publications or disclosures
made in accordance with
Section 7.3(a) and 7.3(b)
above.

zpfistuprfiovat nepublikované
Udaje zadné treti strané ani je
nezverejni podrobnéji, nez
mohou byt zvefejnény
v jakychkoli publikacich nebo
zvefejnénich ucinénych
v souladu s oddilem 7.3(a) a
7.3(b) vySe, a budou
vyZadovat, aby taktéz ucinil i
personal studie.

7.4 LICENCE K POUZITi PUBLIKACI

7.4 LICENSE TO USE PUBLICATIONS S vyhradou jakychkoli  povinnosti  vyplyvajicich

z autorskych prav POSKYTOVATEL a ZKOUSEJICI
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Subject to any copyright obligations, PROVIDER and
INVESTIGATOR hereby each grants to SPONSOR an
irrevocable, royalty-free license to make, distribute or
otherwise use copies of any Publication. SPONSOR
shall be free to use, copy, reprint, disseminate and
translate any Publication, in whole or in part, so long
as proper attribution is provided to INVESTIGATOR or
the relevant Study Personnel, as applicable. In
addition, SPONSOR personnel shall be acknowledged
in accordance with customary scientific practice.

7.5 USE OF NAME

Neither Party shall make, place or disseminate any
advertising, public relations, promotional material or
any publicity material of any kind using the name of the
other Party and/or the other Party’s subsidiary or
affiliate companies or use their trademarks, unless (a)
required to comply with Applicable Law; (b) in
connection with regulatory filings or administrative or
litigation procedures; or (c) they have obtained the
prior written approval of the other Party; provided that
PROVIDER and INVESTIGATOR consent that
SPONSOR is hereby authorized to disclose on one or
more clinical trial registries/databases PROVIDER’s
and/or INVESTIGATOR's participation in the Study,
including, without limitation, identifying the location and
contact information for PROVIDER and, if applicable,
all other locations where the Study is conducted under
this Agreement.

8. INDEMNIFICATION; STUDY SUBJECT
INJURY

8.1 SPONSOR INDEMNIFICATION

(a) Distinct from any medical
expenses covered by Section
8.2 and subject to Section 8.3
below, SPONSOR  shall
indemnify and hold harmless
INVESTIGATOR, PROVIDER,
its directors, trustees, officers,

employees and agents,
including Study Personnel
(collectively, the

timto ZADAVATELI udéluji neodvolatelnou licenci bez
licenéniho poplatku k vytvareni, distribuci nebo jinému
pouziti kopii jakékoli publikace. ZADAVATEL bude
moci volné pouzivat, kopirovat, znovu tisknout, Sifit a
prekladat jakoukoli publikaci, at' jiz celou nebo jeji ¢ast,
pokud bude ZKOUSEJICIMU nebo pfislusnému
personalu studie poskytnuto fadné pfifazeni, podle
toho, co je relevantni. Kromé toho musi byt personal
ZADAVATELE uznan v souladu s obvyklou védeckou
praxi.
75 POUZITI JMENA

Zadna ze smluvnich stran nesmi uginit, umistit nebo
Sifit jakoukoli reklamu, vztahy s vefejnosti, propagacni
materidl nebo jakykoli propagacni material jakéhokoli
druhu vyuzivajici nazev druhé strany a/nebo dcefiné
nebo pfidruzené spole€nosti druhé strany nebo
pouZzivajici jejich ochranné znamky, pokud (a) neni
vyzadovano dodrzovani platnych zakonu; (b)
v souvislosti s regulac¢nimi podanimi nebo
administrativnimi nebo soudnimi postupy; nebo (c)
ziskali pfedchozi pisemny souhlas druhé strany; za
predpokladu, 7e POSKYTOVATEL a ZKOUSEJICI
souhlasi stim, Ze ZADAVATEL je timto opravnén
zvefejnit v jednom nebo vice registrech/databazich
klinického hodnoceni uc¢ast POSKYTOVATELE a/nebo
ZKOUSEJICIHO ve studii, véetn& bez omezeni,
identifikace mista a kontaktnich udaja
POSKYTOVATELE a pokud je to relevantni, vSechna
ostatni mista, kde se studie provadi podle této
smlouvy.

8. ODSKODNENI; UJMA SUBJEKTU
HODNOCENI

8.1 ODSKODNENI| ZADAVATELE

(a) Na rozdil od jakychkoli
|éCebnych vyloh, na které se
vztahuje ¢ast 8.2, a v souladu

s oddilem 8.3 nize,
ZADAVATEL odskodni a
zbavi odpoveédnosti
ZKOUSEJICIHO,

POSKYTOVATELE, feditele,
spravce, jednatele,
zaméstnance a  zastupce
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(b)

‘Indemnitees”), from and
against any amounts paid or
payable by an Indemnitee to a
third party resulting from
claims, legal proceedings or
causes of actions by the third
party (collectively, “Claims”),
to the extent such Claims
arise  directly from the
administration of SPONSOR’s
Study Drug in accordance with
the Protocol or the proper
performance of medical
procedures specifically
required by the Protocol (and
that would not otherwise be
customarily performed to treat
the subject’s underlying
disease or condition).

PROVIDER and
INVESTIGATOR  shall (i)
promptly notify SPONSOR of
the assertion of any such
Claims against it/him/her, (ii)
authorize and permit
SPONSOR to conduct and
exercise sole control of the
defense and disposition
(including all decisions relative
to litigation, appeal or
settlement) of such Claims to
the extent permitted by Czech
law and (iii) fully cooperate
with SPONSOR regarding any
such Claims (including access
to pertinent records and
documents and provision of
relevant testimony) and in
determining the scope of
SPONSOR’s obligations
hereunder. Subject to the
foregoing, each Indemnitee
may participate in any such
Claims at its/his/her own cost
and expense. Failure to
promptly notify SPONSOR as

(b)

vcetné personalu studie
(souhrnné ,Odskodnované
osoby"), proti  jakymkoli
Castkdm zaplacenym nebo
splatnym odskodriovanou
osobou treti strané
vyplyvajicim z naroka,
soudnich fizeni nebo jednani
treti strany (souhrnné
.Naroky“), v rozsahu, v jakém
takové naroky vzniknou pfimo
z podani hodnoceného
pFipravku ZADAVATELE
v souladu s protokolem nebo
fadnym vykonem Iékafskych
postupt vyslovné
vyZadovanych protokolem (a
které by jinak nebyly bézné
provadény k IéCbé zakladniho
onemocnéni  nebo  stavu
subjektu).

POSKYTOVATEL a
ZKOUSEUJICI jsou povinni (i)
neprodlené informovat
ZADAVATELE o uplatnéni
takovych narokd vaci nim, (ii)
poverit a umoznit
ZADAVATELI provadét a
vykonavat vyhradni kontrolu
nad obhajobou a nakladanim
S nimi (vCetné vSech
rozhodnuti souvisejicich se
soudnim sporem, odvolani
nebo vyporadani) takovych
narokii a to v takové mife,
v jaké to Cesky pravni fad
umoziiuje a (i) plné
spolupracovat se
ZADAVATELEM v souvislosti
s jakymikoli takovymi naroky
(v€etné pfistupu k pfislusnym
zaznamum a dokumentim a

poskytnuti pfislusnych
svédectvi) a pfi urCovani
rozsahu povinnosti

ZADAVATELE podle této
smlouvy. Vsouladu svyse
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8.2

(@)

(b)

(c)

(d)

set forth above shall only
relieve SPONSOR of its
obligations to the extent such
failure materially prejudices
the SPONSOR’s defense of
the Claim.

REIMBURSEMENT
RELATED INJURY

FOR  STUDY-

Subject to Sections 8.2(b) and 8.3,
SPONSOR agrees to reimburse or
otherwise pay for the reasonable cost
of necessary medical treatment of any
physical iliness or injury sustained by a
Study subject to the extent such iliness
or injury arises directly from the
administration of SPONSOR’s Study
Drug in accordance with the Protocol
or the proper performance of medical
procedures specifically required by the
Protocol (and that would not otherwise
be customarily performed to treat the
subject’'s underlying disease or
condition) (collectively, “Study Injury
Expenses”).

Prior to seeking reimbursement for
Study Injury Expenses from
SPONSOR, PROVIDER shall, to the
extent permitted by Applicable Law,
first seek reimbursement from Study
subjects’ insurance or other third-party
coverage for such expenses.

PROVIDER does not accept as a
reason for exculpation damage caused
by the act or omission or negligence of
the subject.

SPONSOR represents and confirms
that, prior to commencement of the
Study, will provide insurance for the
Study in accordance with the

8.2

(a)

(c)

uvedenym se kazda
odskodnovana osoba muze
UCastnit jakychkoli takovych
narokl na své vlastni naklady
a vydaje. Neinformovani
ZADAVATELE, jak je uvedeno
vySe, zbavuje ZADAVATELE
jeho povinnosti pouze
v rozsahu, vjakém takovéto
selhani podstatné poskozuje
obhajobu ZADAVATELE vugi
naroku.

ODSKODNEN| ZA UJMU NA ZDRAVI
SOUVISEJICI SE STUDII

V souladu soddilem 8.2(b) a 8.3,
ZADAVATEL souhlasi stim, Ze uhradi
nebo jinak uhradi pfiméfené naklady na
nezbytnou Iécbu jakéhokoli fyzického
onemocnéni nebo Ujmy utrpéné
subjektem studie vrozsahu, v jakém
takové onemocnéni nebo ujma vznikly
pfimo v dusledku podavani
hodnoceného pfipravku ZADAVATELE
v souladu s protokolem nebo fadnym
provadénim Iékarskych postupl
vyslovné vyZadovanych protokolem (a
které by jinak nebyly bézné provadény
k 16Cbé zakladniho onemocnéni nebo
stavu subjektu) (spole¢né ,Naklady za
ujmu na zdravi v ramci studie®).

Pfed pozadanim o uUhradu vydaju za
Ujmu na zdravi vramci studie od
ZADAVATELE musi POSKYTOVATEL
v rozsahu povoleném platnymi zakony
nejprve pozadat o uUhradu z pojisténi
subjektd studie nebo jiného kryti téchto
vydaju tfeti stranou.

POSKYTOVATEL neakceptuje jako
divod k vyvinéni — Ujmu vzniklou
jednanim ¢&i opomenutim &i nedbalosti
subjektu hodnoceni.

ZADAVATEL prohlaSuje a potvrzuje, ze
pfred studie zajisti pojisténi studie dle
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applicable legislation.

PROVIDER represents, according to §
45 sec. 2 n) of the Act 372/2011 Coll.
of healthcare services has concluded
liability insurance for damage caused
in the provision of health care. Due to
§ 45 sec. 2 n) of the Act 372/2011 Coll.
the liability insurance must be
concluded for the whole period while
the PROVIDER provides health care.

8.3 EXCEPTIONS

Notwithstanding the foregoing, the indemnification and
reimbursement obligations set forth in Sections 8.1
and 8.2 above shall not apply, and SPONSOR shall
not be liable for any Claim or Study Injury Expense, to
the extent they are attributable to: (a) the failure of any
Indemnitee to adhere to the terms of the Protocol or
any written instructions (including, without limitation,
package inserts, where appropriate) relative to the use
of any drugs or devices used in the performance of the
Study, or to comply with governmental requirements or
other Applicable Law; (b) any negligent or wrongful act
or omission, or willful malfeasance, of any Indemnitee;
(c) any standard of care medical treatments for the
Study subject’s disease(s) or condition(s); and/or (d)
the natural progression of the Study subject’s primary
disease or any concurrent disease.

9. TERM AND TERMINATION

9.1 TERM

This Agreement shall enter into force upon signature
by all Parties and shall be effective as of the Effective
Date, and shall, unless sooner terminated as herein
expressly provided, continue until completion of the
Study as provided in the Protocol.

Parties agree to the publication of the contract by the

platné pravni Upravy.

POSKYTOVATEL prohlaSuje, ze ma dle
§ 45 odst. 2 pism. n) zakona ¢.
372/2011 Sb., o zdravotnich sluzbach
uzavienu pojistnou smlouvu na pojisténi
odpovédnosti za Skodu zplisobenou pfi
poskytovani zdravotni péce.

8.3  VYJIMKY

Bez ohledu na vy3e uvedené povinnosti oddkodnéni a
ndhrady stanovené v oddilech 8.1 a 8.2 vySe se
neuplatni, a ZADAVATEL nenese odpovédnost za
zadné naroky nebo vydaje souvisejici s ujmou na
zdravi v ramci studie, do té miry, do jaké je Ize pfiCist:
(a) nedodrzeni podminek protokolu nebo jakychkoli
pisemnych pokynu od$kodfiovanou osobou (véetné
bez omezeni, pfibalové informace, pokud je to
vhodné) v souvislosti s uzivanim jakychkoli 1ékd nebo
prostfedk(l pouzivanych pfi provadéni studie, nebo za
Ucelem dodrzovani vladnich pozadavk(i nebo jinych
platnych zakonl; (b) jakékoli nedbalosti nebo
protipravniho  jednani nebo opomenuti, nebo
umysiného protipravniho jednani, odSkodriované
osoby; (c) jakékoli standardni léEbé& onemocnéni
(nemoci) nebo stavu (stavll) subjektu hodnoceni;
a/nebo (d) pfirozenému prabéhu  primarniho
onemocnéni  subjektu studie nebo jakémukoli
soubé&Znému onemocnéni.

9. DOBA PLATNOSTI A UKONCENI

9.1 DOBA PLATNOSTI

Tato smlouva vstoupi v platnost podpisem vSech
smluvnich stran a u&inna bude kdatu ucinnosti a
bude, pokud nebude ukonlena dfive, jak je zde
vyslovné uvedeno, pokraovat az do dokonéeni studie,
jak je uvedeno v protokolu.

Smluvni strany souhlasi s uvefejnénim smlouvy
POSKYTOVATELEM za ucelem splnéni povinnosti
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PROVIDER for the purpose of fulfilling the obligations
imposed on it by the valid and effective legal
regulation, in particular Act No. No. 340/2015 Coll., on
the Register of Contracts, as amended, and by the
instructions and decisions of the Ministry of Health of
the Czech Republic. The contract will not disclose
personal data of natural persons, confidential
information under this contract and trade secrets that
the contracting parties agree within the meaning of Art.
Section 504 of the Civil Code as follows: overview of
payments — Attachment A, duration of the Study and
planned number of patients treated. For the purpose of
publishing this Agreement within the meaning of this
paragraph, the SPONSOR shall provide the
PROVIDER with a revised version of the Contract in a
machine-readable format.

PROVIDER shall publish the contract in the Register of
Contracts, and shall inform the SPONSOR of the
publication by e-mail to the SPONSOR’S authorized

9.2 TERMINATION BY PARTIES

(a) This Agreement and/or any
Study conducted hereunder
may be terminated:

(i) By SPONSOR,
without cause, upon
30 days prior written
notice to PROVIDER
and INVESTIGATOR;

(ii) by any Party, either
(A) if necessary to
protect the health and
safety of the Study
subjects; (B) for
material breach of this
Agreement, where the
breach is not cured
within thirty (30) days
following receipt of
written notice thereof

uloZzenych mu platnou a ucinnou pravni Upravou, a to
zejména zak. ¢. 340/2015 Sb., o registru smluv, ve
znéni pozdéjSich prfedpisi, a dale pokyny a
rozhodnutimi  Ministerstva  zdravotnictvi  Ceské
republiky. Ve smlouvé nebudou zvefejnény osobni
udaje fyzickych osob, davérné informace dle této
smlouvy a dale pak obchodni tajemstvi, které si
smluvni strany sjednavajici ve smyslu ust. § 504
ob&anského zakoniku takto: pfehled plateb — PFiloha
A, dobu trvani studie a planovany pocet léCenych
pacientd. Za ucelem zvefejnéni této smlouvy ve
smyslu tohoto odstavce poskytne ZADAVATEL
POSKYTOVATELI revidovanou verzi smlouvy ve
strojové CitelIném formatu.

Uvefejnéni smlouvy v registru smluv provede
POSKYTOVATEL, a o zvefejnéni bude ZADAVATELE
informovat na e-mail povéfené osoby zadavatele:

9.2 VYPOVED SMLOUVY

(a) Tato smlouva a/nebo jakakoli
studie provadéna podle této

smlouvy mGze byt ukon&ena:

(i) ZADAVATELEM bez

udani davodu na
zakladé 30denni
pisemné vypovédi

POSKYTOVATELI a
ZKOUSEJicIMU;

kteroukoli smluvni
stranou, bud (A)
pokud je to nezbytné
k ochrané =zdravi a
bezpecnosti subjektl
studie; (B) z ddavodu
zavazného poruSeni
této smlouvy, pokud
nedojde k napravé
poruSeni do tficeti
(30) dnu po obdrzeni
pisemného oznameni

(ii)
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(b)

(c)

from the non-
breaching party; or
(C) as otherwise
expressly  permitted

by the Protocol; or

(iii) by written  mutual
agreement of the
Parties.

Upon receipt of notice of
termination or suspension of
the Study, the Parties shall
promptly meet and confer to
determine an  appropriate
phase-out for subjects already
enrolled in the Study, as well
as the PROVIDER and
INVESTIGATOR shall
immediately suspend further
subjects’ enrollment in the
Study. PROVIDER and
INVESTIGATOR will
cooperate with SPONSOR to
effect the transfer of Study
subject(s) enrolled at
PROVIDER to another Study
site when such transfer is
necessary.

SPONSOR’s termination of
this Agreement in accordance
with this section will be without
penalty or liability and without
payment of any further
compensation hereunder
except as may be expressly
provided in Attachment A;
provided, however, that
SPONSOR shall have no
obligation to pay for the Study
if SPONSOR terminates for
PROVIDER’s or
INVESTIGATOR’s breach of
this Agreement.

(b)

(c)

od strany, ktera se
poruSeni nedopustila;
nebo (C) jak je jinak
vyslovné povoleno
protokolem; nebo

(iii) pisemnou vzajemnou
dohodou  smluvnich
stran.

Po obdrzeni oznameni o
ukonleni nebo pozastaveni
studie se strany neprodiené
setkaji a udéli souhlas
s uréenim vhodného ukonc&eni
UCasti subjektl, které jiz byly

do studie zafazeny, a
POSKYTOVATEL a
ZKOUSEJICI okamzité
pozastavi zafazovani dalSich
subjektl do studie.
POSKYTOVATEL a
ZKOUSEJICI budou
spolupracovat se

ZADAVATELEM na prevodu
subjektll  (subjektl) studie
zarazenych u
POSKYTOVATELE na jiné
studijni  pracovisté, pokud
bude takovy prfevod nezbytny.

UkoncCeni této smlouvy
ZADAVATELEM v souladu
stimto oddilem bude bez
postihu nebo odpovédnosti a
bez platby jakékoli dalSi
odmény podle této smlouvy,
s vyjimkou pfipadd vyslovné
uvedenych v pfiloze A; avSak
za predpokladu, ze
ZADAVATEL nebude povinen
zaplatit za studii, pokud
ZADAVATEL ukongi Ucast
vdusledku poruseni této
smlouvy ze strany
POSKYTOVATELE nebo
ZKOUSEJICIHO.
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9.3 SURVIVAL

Sections 1.1, 14, 2, 3,4, 5,6,7, 8,9, 10, 11, 12, 13,
14, 15, 16, 17, 18 and 19 of this Agreement shall
survive any termination or expiration of this
Agreement, as well as any other terms which by their
intent or meaning are intended to so survive. No
termination hereunder shall constitute a waiver of any
rights or causes of action that either Party may have
based upon events occurring prior to the termination
date.

10. INDEPENDENT CONTRACTOR
RELATIONSHIP

All services that PROVIDER, INVESTIGATOR or any
Study Personnel render to SPONSOR pursuant to this
Agreement shall be rendered as an independent
contractor and not as an agent or an employee of
SPONSOR. Nothing contained in this Agreement shall
be construed to place the Parties or their personnel in
the relationship of employer and employee, partners,
principal and agent, joint-venturers, or as an insurer or
a representative of the other Party to this Agreement.
Neither PROVIDER, INVESTIGATOR nor any of its
Study Personnel shall have the authority to legally bind
SPONSOR.

11. NO IMPLIED RIGHTS OR LICENSE

No right or license is granted under this Agreement by
either Party to the other except those specifically set
forth herein. Nothing contained within this Agreement
shall impose an obligation of exclusivity on one Party
by the other.

12. GOVERNING LAW

This Agreement and any claim, controversy, dispute or
other matter arising under or related to this Agreement,
the relationship of the Parties, or the enforcement of

PLATNOST USTANOVENI
UKONCENI SMLOUVY

9.3 PO

Oddily 1.1, 1.4, 2,3,4,5,6,7, 8,9, 10, 11, 12, 13, 14,
15, 16, 17, 18 a 19 této smlouvy zUstanou v platnosti i
po zaniku platnosti této smlouvy, stejné jako jakékoli
jiné podminky, jejichz ucelem nebo vyznamem je
pretrvat v platnosti. Zadné ukondeni podle této
smlouvy nepfedstavuje vzdani se jakychkoli prav nebo
Zalob, které kterakoli ze smluvnich stran midze mit na
zakladé udalosti, ke kterym doSlo pfed datem
ukonceni.

10. VZTAH S NEZAVISLYM DODAVATELEM

VSechny sluzby, které POSKYTOVATEL,
ZKOUSEJICI nebo personadl studie poskytuji
ZADAVATELI podle této smlouvy, budou poskytovany
jako nezavisly dodavatel, a nikoli jako zastupce nebo
zameéstnanec ZADAVATELE. Nic z toho, co je
obsazeno v této smlouvé, nesmi byt vykladano tak, ze
by smluvni strany nebo jejich personal byli ve vztahu
zaméstnavatele a zaméstnance, partneri, zmocnitele
a zastupce, spole¢nych dobrovolnikl nebo jako
pojistitel nebo zastupce druhé smluvni strany této
smlouvy. POSKYTOVATEL, ZKOUSEJICI ani zadny z
¢lent personalu studie nebudou opravnéni pravné
zavazovat ZADAVATELE.

11. ZAKAZ IMPLICITNICH PRAV NEBO
LICENCE

Zadna ze smluvnich stran neudéluje na zakladé této
smlouvy druhé smluvni strané Zzadné pravo ani licenci
s vyjimkou téch, které jsou zde vyslovné uvedeny.
Zadné ustanoveni této smlouvy neuklada jedné
smluvni strané zavazek exkluzivity ze strany druhé
smluvni strany.

12. ROZHODNE PRAVO
Tato smlouva a jakykoli narok, spor, rozepfe nebo jina

zalezitost vznikla na zakladé této smlouvy nebo v
souvislosti s ni, vztah smluvnich stran nebo vymahani
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the rights and obligations hereunder of the Parties will
be governed by the laws of the Czech Republic and
will be construed and interpreted under and in
accordance with the laws of the Czech Republic
without regard to the provisions governing conflict of
laws.

13. SEVERABILITY

This Agreement is intended to be severable and the
invalidity and/or unenforceability of any clause of this
Agreement, or any part thereof, shall not affect the
validity and or enforceability of any other clause or part
thereof to the extent not invalidated or held
unenforceable.

14. NOTICES

Any legal or formal notices must be in writing and will
be deemed effective only when delivered by certified
or registered mail, postage prepaid, to the Party and
address set forth herein or such other address(es) of
which such Party shall have given written notice.

For purposes hereof, the person at SPONSOR to
whom notices shall be addressed is:

Associate Director, Global Trial
Bristol-Myers Squibb
3401 Princeton Pike, Lawrence, NJ 08648-

1205, USA

f by email: I

Manager

Bristol-Myers Squibb Company
Route 206 and Province Line Road
Princeton, New Jersey 08543, USA

And the person at PROVIDER to whom notices shall
be addressed is:

prav a povinnosti smluvnich stran se budou Fidit
zakony Ceské republiky a budou vykladany a
interpretovany podle zakon( Ceské republiky a v
souladu s nimi bez ohledu na ustanoveni upravujici
kolizni normy.

13. ODDELITELNOST

Tato smlouva ma byt oddélitelna a neplatnost a/nebo
nevymahatelnost jakéhokoli ustanoveni této smlouvy
nebo jakékoli jeji &asti neovlivni platnost a/nebo
vymahatelnost jakéhokoli jiného ustanoveni nebo jeho
¢asti vrozsahu, ktery neni zneplatnén nebo shledan
nevymahatelnym.

14. OZNAMENI

Jakakoli pravni nebo formalni oznameni musi byt v
pisemné formé a budou povazovana za uéinna pouze
tehdy, pokud budou doruéena doporuéenou nebo
doporuéenou postou s predplacenym poStovnym
smluvni strané a na adresu uvedenou v tomto
dokumentu nebo na jinou adresu (adresy), o které tato
smluvni strana pisemné informovala.

Pro ucely této smlouvy je osobou ZADAVATELE, které
budou oznameni adresovana:

Associate Director, Global Trial
Bristol-Myers Squibb
3401 Princeton Pike, Lawrence, NJ 08648-

1205, USA

pokud e-mailern I

s kopiemi pro:

]
.
I
Spole¢nost Bristol-Myers Squibb

Route 206 and Province Line
Princeton, New Jersey 08543, USA

Manager

A osoba ve ZDRAVOTNICKEM ZARIZENI, které
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Fakultni nemocnice Motol a Homolka

V Uvalu 84

150 00

Praha 5

Ceska republika

f by email:

And the INVESTIGATOR to whom notices shall be
addressed is:

Fakultni nemocnice Motol a Homolka
Onkologicka klinika 2.LF UK a FN Motol
V Uvalu 84, 150 00 Praha 5

Czech Republic

f by email: I

15. ENTIRE AGREEMENT

This Agreement and any attachments hereto set out
the entire agreement of the Parties and supersede all
prior agreements and understandings relating to its
subject matter. his Agreement and any attachments
hereto may not be altered, modified, or waived in
whole or in part, except in writing signed by both
parties.

If there is any conflict between this Agreement and any
attachments to it, the terms of this Agreement control.
If there is any conflict between this Agreement and the
Protocol, the Protocol will control as to any matter
regarding treatment of Study subjects, and the
Agreement will control as to all other matters.

16. LANGUAGE

This Agreement shall be executed in both Czech and
English language versions. In case of any conflict or
inconsistencies between the English and Czech
language versions, the Czech language version shall

budou oznameni adresovana, je:

Fakultni nemocnice Motol a Homolka
V Uvalu 84

150 00

Praha 5

Ceska republika

pokud e-mailern: I

A ZKOUSEJiCiM,
adresovana, je:

kterému budou oznameni

Fakultni nemocnice Motol a Homolka
Onkologicka klinika 2.LF UK a FN Motol
V Uvalu 84, 150 00 Praha 5

Ceska republika

pokud e-mailem: N
15. UPLNA DOHODA

Tato smlouva a veSkeré jeji pfilohy stanovi uplnou
dohodu smluvnich stran a nahrazuji vSechny
pfedchozi dohody a ujednani tykajici se jejiho
pfedmétu. Tuto smlouvu a jeji pfilohy Ize ménit,
upravovat nebo se jich zcela nebo z&asti vzdat pouze
pisemnou formou podepsanou obéma stranami.

Pokud dojde k rozporu mezi touto smlouvou a jejimi
pfilohami, plati podminky této smlouvy. V pfipadé
rozporu mezi touto smlouvou a protokolem bude
rozhodujici protokol v jakékoli zalezZitosti tykajici se
[éCby subjektdl studie a ve vSech ostatnich
zalezitostech bude rozhodujici smlouva.

16. JAZYK

Tato smlouva bude vyhotovena v eské i v anglické
jazykové verzi. V pfipadé jakéhokoli rozporu nebo
nesrovnalosti mezi anglickou a Eeskou jazykovou verzi
ma prednost Ceska jazykova verze.
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prevail.

17. COUNTERPARTS AND ELECTRONIC
SIGNATURES

This Agreement may be executed in three (3)
counterparts, each of which shall be deemed to be an
original, and all of such counterparts shall together
constitute one and the same Agreement.

Electronic signatures shall have the same effect as
handwritten signatures for the execution of this
Agreement.

18. ASSIGNMENT AND DELEGATION OF
RESPONSIBILITIES

PROVIDER and INVESTIGATOR may not assign any
of their rights or subcontract or delegate any of
his/her/its duties under this Agreement without the
prior written consent of SPONSOR. In the event
SPONSOR provides such consent to any assignment,
subcontracting or delegation of PROVIDER’s or
INVESTIGATOR’s duties to a third party, PROVIDER
and/or INVESTIGATOR remain responsible and liable
to SPONSOR for such third party’s performance in
accordance with the terms of this Agreement.
SPONSOR may assign its rights or delegate its duties
under this Agreement to its Affiliate. This Agreement
shall inure to the benefit of SPONSOR’s Affiliates,
successors, and assignees.

19. ANTI BRIBERY

(a) The Parties acknowledge that
SPONSOR is bound by all
applicable anti-corruption and
anti-bribery laws and
regulations, including, but not
limited to, the Foreign Corrupt
Practices Act (“FCPA”) and

UK Bribery Act and
PROVIDER and
INVESTIGATOR  will  not

cause, and shall ensure that
Study Personnel do not
cause, SPONSOR to be in

17. STEJNOPISY A ELEKTRONICKE PODPISY

Tato smlouva mize byt vyhotovena ve tfech (3)
stejnopisech, z nichZz kazdy bude povazovan za
original, a vSechny tyto stejnopisy spole¢né budou
pfedstavovat jednu a tutéz smlouvu.

Elektronické nebo digitalni podpisy budou mit stejny
ucinek jako vlastnoru€ni podpisy pro uzavieni této
smlouvy.

18. POSTOUPENi A DELEGOVANI
POVINNOSTI

POSKYTOVATEL a ZKOUSEJICI nesmi postoupit
Zadna ze svych prav ani zadat subdodavateli ani
delegovat Zzadné ze svych povinnosti podle této
smlouvy bez pfedchoziho pisemného souhlasu
ZADAVATELE. V pfipadé, ze ZADAVATEL poskytne
takovy souhlas s jakymkoli postoupenim,
subdodavatelstvim nebo delegovanim povinnosti na
POSKYTOVATELE nebo ZKOUSEJICIHO na tfeti
stranu, POSKYTOVATEL a/nebo ZKOUSEJICI
zUstavaji odpovédni vuci ZADAVATELI za plnéni této
tfeti strany v souladu s podminkami této smiouvy.
ZADAVATEL muze postoupit sva prava nebo
delegovat své povinnosti podle této smlouvy na svou
pfidruzenou spole€nost. Tato smlouva vstoupi v

platnost ve prospéch pfidruzenych spolecnosti,
nastupcl a postupnik( ZADAVATELE.
19. BOJ PROTI UPLATKARSTVI

(a) Strany berou na védomi, Ze
ZADAVATEL je vazan vsemi
platnymi  protikorupnimi a
protiuplatkafskymi zakony a
predpisy, mimo jiné vcetné
zakona o} zahranicnich
korupénich praktikach
(Foreign Corrupt Practices
Act, ,FCPA®) a britského
protikorupéniho zakona, a
POSKYTOVATEL a
ZKOUSEJICI  nezplsobi a
zajisti, aby personal studie
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BMS CONFIDENTIAL INFORMATION

(b)

(c)

breach of its responsibilities
through any act as described
in this Section 19.

In performing the Study under
this Agreement, PROVIDER,
INVESTIGATOR and Study
Personnel (i) agrees that it
has not and shall not, directly
or indirectly, offer to make,
promise, authorize or accept
any payment or anything of
value, including bribes, gifts
and/or donations to or from
any public official, regulatory
authority or anyone else for
the improper purpose of
influencing, inducing or
rewarding any act, omission or
decision in order to secure an
improper advantage, including
to obtain or retain business,
and (ii) shall comply with all
applicable anti-corruption and
anti-bribery laws and
regulations. PROVIDER
and/or INVESTIGATOR shall
notify SPONSOR immediately
upon becoming aware of any
breach under this Section 19.

For the purpose of ensuring
compliance with applicable
anti-bribery laws and
regulations, PROVIDER and
INVESTIGATOR agree that
SPONSOR shall have the
right to conduct an
investigation or audit of
PROVIDER during the term of
this Agreement to monitor
compliance with the terms of
this Section 19. PROVIDER
and INVESTIGATOR shall
cooperate fully with such
investigation or audit, the

(b)

nezpulsobil, ze ZADAVATEL
porusi své povinnosti
jakymkoli jednanim popsanym
v tomto ¢lanku 19.

Pfi provadéni studie podle této
smlouvy  POSKYTOVATEL,
ZKOUSEJiCi a  personal
studie (i) souhlasi s tim, zZe
neucinili ani neudini, pfimo
nebo nepfimo, nabidky, slib,
autorizovat nebo  pfijmout
jakoukoli platbu nebo cokoli
hodnotného, véetné aplatkd,
dary a/nebo dary jakémukoli
verejnému Ciniteli nebo od néj,
regulacni organ nebo kdokoli
jiny za u€elem nepatfi€ného
ovliviovani, navadéni nebo
odménovani jakéhokoli
jednani, opomenuti nebo
rozhodnuti s cilem zajistit
nepatficnou vyhodu, vcetné
ziskani nebo udrzeni
obchodu, a (i) budou
dodrzovat v3echny platné
protikorupéni a
protiplatkafské zakony a
predpisy. POSKYTOVATEL
a/nebo ZKOUSEJICI  musi
informovat ZADAVATELE
okamzité poté, co se dozvi o
jakémkoli  poruSeni tohoto
Clanku 19.

Za ucelem zajisténi souladu s

platnymi protikorup&nimi
zakony a predpisy
POSKYTOVATEL a

ZKOUSEJICI souhlasi s tim,
ze ZADAVATEL bude mit
pravo provadét Setfeni nebo
audit u POSKYTOVATELE po
dobu platnosti této smlouvy za
ucelem sledovani dodrzovani
podminek tohoto oddilu 19.
POSKYTOVATEL a
ZKOUSEJICI  budou plné
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BMS CONFIDENTIAL INFORMATION

timing of which shall be at the spolupracovat pfi takovém
sole discretion of SPONSOR. vySetfovani nebo auditu, jehoz
nacasovani bude ponechano
na vyhradnim uvazeni
ZADAVATELE.
[Signature Page Follows] [Nasleduje stranka s podpisy]
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In order to demonstrate their agreement, the Parties have executed this Agreement as follows:

Na dlkaz svého souhlasu uzaviely smluvni strany tuto smlouvu nasledujicim zpusobem:

Bristol-Myers Squibb Services Unlimited Company

By/Podpis:

Name/Jméno:

Title/Funkce:

Date/Datum:

Fakultni nemocnice v Motol a Homolka, statni prispévkova organizace

By/Podpis:

Name/Jméno:

Title/Funkce:

Date/Datum:

By/Podpis:

Name/Jméno:

—
I

Title/Funkce:

Investigator / Zkousejici

Date/Datum:
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List of Attachments:

Attachment A: PAYMENT SCHEDULE
Attachment A1: PAYMENT INTAKE FORM (PIF)
Attachment B: SPONSOR-PROVIDED
EQUIPMENT

Seznam pfiloh:

Priloha A: PREHLED PLATEB

Ptiloha A1: FORMULAR K PRIJETI PLATBY (PIF)
Ptiloha B: VYBAVEN|I PREDLOZENE
ZADAVATELEM
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ATTACHMENTA

Payment Schedule
«Protocol #CA266-0003»

«Site #0248»

This Payment Schedule is inclusive of all
payments and costs —procedures and non-
procedures- that SPONSOR (term includes
SPONSOR’s designee where applicable) agrees
to pay/reimburse in connection with the conduct of
the Study. SPONSOR has no other
payment/reimbursement obligation in connection
with the Study.

SPONSOR retains vendor, Clinical Financial
Services LLC, with business name DBA IQVIA
Clinical Trial Payments (“SPONSOR
DESIGNEE”), to administer and process
payments to Payee/s on behalf of SPONSOR.

PRILOHA A
Piehled plateb
«Protokol ¢. #CA266-0003»

«Pracovisté ¢. #0248»
Tento Pfehled plateb zahrnuje veSkeré platby a
naklady — na 1éCebné i neléCebné ukony — které
se ZADAVATEL (v relevantnich pfipadech pojem

zahrnuje i osoby povéfené ZADAVATELEM)
zavazuje uhradit/proplacet v souvislosti
s provadénim studie. ZADAVATEL nema

v souvislosti se studii Zadnou jinou povinnost
k uhradé ¢&i proplaceni.

ZADAVATEL povéfuje dodavatele Clinical
Financial Service LLC, s obchodnim jménem
DBA IQVIA Clinical Trial Payments (dale jen
,osoba povéfena ZADAVATELEM®) spravou a
zpracovanim plateb uréenych PFijemci
(Prijemcuim) plateb, které jsou hrazeny jménem
ZADAVATELE.

1. Budget

I Rozpocet
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Predpokladané celkové financ¢ni plnéni / Estimated Grant Total 3,379,104.00
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I Per Visit Costs Il Naklady na jednu navstévu

a. Payments will be made semi-annually for

. Platby bud adé loletné
each Study subject visit based on a. raly DUCoU provaceny poloein® 2a

kazdou navstévu subjektu studie na zakladé

SPONSOR's  receipt ~of  completed elektronického formulafe zaznaml (eCRF)
Electronic Case Report Forms (eCRF) or nebo formulafe CRF vyplnéného dle
CREF as required by Protocol. (Note: Saving pozadavkd Protokolu a pfijatého

the eCRF/CRF |mp||es that you have met ZADAVATELEM. (POZH.Z Ulozenim formula“r"e
eCRF/CRF potvrzujete, ze  spliujete
pozadavky formulafe a Ze povazujete
vyplnéné odpovédi za upiné).

the requirements of the form and consider
your responses complete).

additional Study subjects (beyond the dalSich  subjektd  studie (nad ramec
estimated number) can be enrolled without odhadovaného poltu) je mozné bez
requiring SPONSOR’s prior approval. predchoziho souhlasu ZADAVATELE. S tim
Associated Study subject costs will be spojené naklady na subjekt studie budou
reimbursed in accordance with the budget. proplaceny dle rozpoctu.

c. Payment for additional visits/cycles will be ¢. Platby za dalsi navstévy Ci cykly budou

reimbursed in accordance with the budget, proplaceny podle rozpoctu na zakladé
upon SPONSOR’s receipt of completed vyplnénych formulafd eCRF/CRF doruéenych
eCRFs/CRFs. ZADAVATELI.

d. ZADAVATEL je povinen proplatit uskute¢néné
navstévy, a to jak u aktivnich subjektd studie,
tak i u subjektd studie, ktefi studii prerusili,
jakmile obdrzi vyplnéné formulafe eCRF/CREF.

d. SPONSOR is obligated to reimburse for
completed visits for active and discontinued
Study subjects, upon SPONSOR’s receipt
of completed eCRFs/CRFs.

e. Neplanované kontrolni navstévy

e. Unscheduled Safety Visits Neplanované kontrolni  navstévy, které
vyplynou z Gc&asti subjektu studie ve studii,
budou proplaceny podle sazby uvedené
v rozpoctu, ktera bude odrazet pouze €as a
vynalozené usili; |1é€ebné ukony by mély byt
fakturovany samostatné.

Unscheduled safety visits arising as a
result of Study subject’s participation in the
Study will be reimbursed, at the rate listed

in the budget, which reflects time and effort
only. Procedures should be invoiced
separately. f. NeUspésné skrininky

Platba za neuspé&Sné skrininky (jak je
definovano v Protokolu) bude uhrazena

f. Screen Failures

Payment for screen failures (as defined in tak, jak je uvedeno v rozpoctu, poté, co
the Protocol) will be reimbursed as ZADAVATEL obdrzi vyplnéné eCRF/CRF.
designated in the budget, upon Fakturovatelné |éCebné Ukony provedené
SPONSOR’s receipt of completed béhem neuspésného skrininku a
eCRFs/CRFs. Invoiceable  procedures vyzadované  Protokolem musi byt
performed during screen failure visits, and fakturovany v souladu s ¢&asti rozpoctu
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required by Protocol, must be invoiced in
accordance with the Reimbursable Study
Subject Costs section of the budget.
SPONSOR may, in its sole discretion,
request site to provide confirmation that the
invoiceable procedures performed are not
standard of care. SPONSOR is not
obligated to pay for additional screen
failures beyond the established ratio)
without prior written approval. Any
adjustment to the screen failure ratio must
be documented via a signed notification
letter, specifying the updated [cap/ratio]
and amounts. SPONSOR will send a copy
of the signed notification letter to
PROVIDER for confirmation. Adjustment to
the screen failure ratio is invalid unless
documented in this manner. The updated
screen failures and amounts will also be
reflected in the upcoming contract
amendment, if any. SPONSOR will
regularly monitor screening and reserves
the right to halt screening at any time.

Startup Fee

a. A one-time start-up fee shall be paid by

SPONSOR upon contract execution and
upon receipt and approval of a valid
invoice. This payment represents
reimbursement (inclusive of overhead) for
all activities supporting the activation of
the Study at PROVIDER.

Study Related Costs and Reimbursable
Study Subject Costs

a. Payment will be made semi-annually by
SPONSOR, in accordance with the
budget.

b. SPONSOR is not obligated to reimburse
for items which have not been identified
within the budget. Any exceptions require

nazvanou Hrazené studijni naklady za
subjekt studie. ZADAVATEL muze podle
vlastniho  uvazeni pozZadat  studijni
pracovidt€ o poskytnuti potvrzeni, ZzZe
provedené fakturovatelné IéCebné Ukony
nejsou standardni péci. ZADAVATEL neni
povinen hradit naklady na dal8i neuspésné
skrininky nad stanoveny pomér bez
predchoziho pisemného schvaleni.
Jakakoli Uprava poméru neulspésnych
skrininkl  musi byt zdokumentovana
prostfednictvim podepsaného oznameni,
které specifikuje aktualizovany limit/pomér
a Castky. ZADAVATEL zaSle Kkopii
podepsaného oznameni
POSKYTOVATELI k potvrzeni. Uprava
poméru  neuspéSnych  skrininkl je
neplatna, pokud neni dokumentovana
timto zpusobem. Aktualizované neuspésné
skrininky a ¢astky budou také reflektovany
v nadchazejici zmé&né& smlouvy, pokud
néjaka bude. ZADAVATEL bude
pravidelné  monitorovat  skrininky a
vyhrazuje si pravo kdykoli skrininky
zastavit.

Start-up platba

a. ZADAVATEL uhradi jednorazovy start-up

poplatek, ktery bude splatny po podpisu
smlouvy a po doruceni a schvaleni platné
faktury. Tato platba pokryva nahradu
(v€etné rezijnich nakladd) za veSkeré
podplrné cinnosti souvisejici se spusténim
Klinického pracovisté u POSKYTOVATELE.

Naklady spojené se studii a Hrazené
studijni naklady za subjekt studie

ZADAVATEL provede pololetni platby tak,
jak je stanoveno v rozpoctu.

ZADAVATEL neni povinen proplacet
polozky, které nebyly v rozpo&tu oznaceny.
Veskeré vyjimky z tohoto pravidla vyzaduji
predchozi pisemny souhlas
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prior written approval by SPONSOR.

c. Reimbursable Study Subject costs not
considered standard of care will be

reimbursed in accordance with the
budget.
d. Payee/s will be reimbursed in

accordance with the budget as incurred
and invoiced even if/when the estimated
reimbursable Study subject costs amount
is exceeded. Any exceptions require
prior written SPONSOR approval.

e. Study
Reimbursement

subject Expense

Study subjects’ travel expenses directly related to
participation in the Study will be reimbursed by
SPONSOR.

1. Reimbursement by SPONSOR’s
third-party vendor:

The program allows for reimbursement for actual
costs based on receipts, and/or travel
arrangements as applicable by SPONSOR’s third-
party vendor.

2. Reimbursement by Payee:

For cases when third party vendor is not used to
reimburse the Study subject expenses, Payee
reimburses Study subject directly a fix amount per
visit in accordance with the budget. Additional
travel expenses beyond the fixed amount per visit
for Study Subject expenses will be approved in
written by SPONSOR on a case-by-case basis.
Payee invoices SPONSOR quarterly, including
receipts as supporting documentation.

3. Allowable Limits and Guidelines:

a. Actual costs will be reimbursed,
based on receipts provided by
Payee, up to the allowable limits
and guidelines noted below. In

ZADAVATELE.

c. Hrazené studijni naklady za subjekt studie,
které nejsou povazovany za standardni
péc€i, budou uhrazeny v souladu s
rozpoctem.

d. P¥ijemci (PFijemcam) platby budou vzniklé
a vyuctované néaklady proplaceny dle
rozpoctu i v pfipadé&, resp. poté, co dojde
k pfekroCeni odhadované vySe Hrazenych
studijnich nakladd za subjekt studie.
Veskeré vyjimky z tohoto pravidla vyZaduji
predchozi pisemny souhlas
ZADAVATELE.

e. Proplaceni nakladi subjektt studie

Cestovni naklady subjektu studie pfimo
souvisejici s u€asti ve studii budou
ZADAVATELEM uhrazeny.

1. Proplaceni nakladu treti stranou
povéienou ZADAVATELEM:

Program umozriuje uhradu skute¢nych nakladu
a/nebo cestovniho uspofadani zajisténého treti
stranou povéfenou ZADAVATELEM.

2. Uhrada Pfijemcem:

V prfipadech, kdy k uUhradé nakladl subjektu
studie neni vyuzita tfeti strana, proplaci Pfijemce
Uhradu pfimo subjektu studie a topevné
stanovenou ¢&astku za navstévu v souladu s
rozpo¢tem. Dodate¢né cestovni naklady nad
ramec této pevné castky za navstévu budou
schvalovany pisemné ZADAVATELEM pfipad od
pfipadu. Pfijemce fakturuje osobé& urCené
ZADAVATELEM ¢&tvrtletné, vcetné poskytnuti
Uctenek jako podkladu.

3. Pripustné limity a pokyny:

a. Skutecné naklady budou
proplaceny na zakladé uctenek
poskytnutych Pfijemcem, a to az
do vySe povolenych Ilimitd a
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case of a discrepancy between
the Agreement and the signed
Infformed Consent Form, the
approved costs included in the
Informed Consent Form will
prevail.

b. Additional travel expenses
beyond the below parameters
may be approved in writting by
SPONSOR on a case-by-case
basis.

ADVANCE PAYMENT TO THE

pokyni uvedenych nize. V
pfipadé rozporu mezi smlouvou a
podepsanym Formulafem
informovaného souhlasu maji
pfednost  schvalené  naklady
uvedené ve Formulafi
informovaného souhlasu.

b. Dodate¢né cestovni vydaje nad
ramec nize uvedenych parametrd
mohou byt pisemné schvéleny
ZADAVATELEM pFipad od
pfipadu.

ZALOHOVA PLATBA POSKYTOVATELI:

PROVIDER:

The PROVIDER shall reimburse
Study subjects for the travel-related
expenses incurred in the connection
with participation in the Study.

Upon request by the SPONSOR (or
its designee) the PROVIDER shall
provide evidence of such payments to
Study subjects.

The PROVIDER shall be entitled to
request an advance payment from the
SPONSOR (or its designee) in the
amount of to cover
anticipated Study subjects travel-
travel related expenses. The advance
payment shall be made by the
SPONSOR (or its designee) based on
the invoice provided by PROVIDER.

If three quarters (3/4) of the advance
payment for the Study subjects travel-
related expenses have  been
exhausted, the PROVIDER (or its
designee) is entitled to issue an
additional invoice for

The SPONSOR (or its designee) shall
pay the invoice within 45 days of
issuance.

Following the termination of
participation by the last Study subject
at the trial site, the PROVIDER shall
promptly invoice the SPONSOR (or its
designee) for any remaining Study
subject/caregiver/legal guardian
travel-related expenses actually paid.

POSKYTOVATEL uhradi subjektu hodnoceni
cestovni naklady vzniklé v souvislosti s u¢asti
ve studii.

Na Zzadost ZADAVATELE (osoby povéfené
ZADAVATELEM) poskytne POSKYTOVATEL
doklad o téchto platbach subjektim
hodnoceni.

POSKYTOVATEL je opravnéno pozadovat od
ZADAVATELE (osoby povérené
ZAVATELEM) zalohouvou platbu ve vysSi

I 2 pokryti predpokladanych

cestovnich nakladd subjektu hodnoceni.
Zalohova platba bude provedena
ZADAVATELEM (osobou povérenou

ZAVATELEM) na zakladé faktury vystavené
POSKYTOVATELEM po podpisu smlouvy.

Pokud bude vy€erpano ftfi Ctvrtiny (3/4)
zalohové platby na cestovni naklady subjektu
hodnoceni, je POSKYTOVATEL opravnén
vystavit dalsi fakturu na ¢astku || EEEEGzG
ZADAVATEL (osoba povéfena
ZADAVATELEM) uhradi fakturu do 45 dnd od
jejiho vystaveni.

Po ukonleni ucasti posledniho subjektu
hodnoceni v misté studijniho pracovisté,

vystavi POSKYTOVATEL neprodlené
ZADAVATELI (osobné povéfené
ZADAVATELEM) fakturu za  zbyvajici

skuteCné uhrazené cestovni naklady subjektu
hodnoceni.
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The PROVIDER shall be responsible
for performing a final reconciliation of
Study subjects travel-related
expenses at the end of the study, i.e.
comparing the total actual expenses
incurred during the study against the
aggregate advance payments
received. Any unspent funds shall be
promptly returned to the SPONSOR

POSKYTOVATEL bude na konci studie
odpovédné za  provedeni  konefného
vyuctovani cestovnich nakladd, tj. porovnani
celkovych skute¢né vzniklych nakladd béhem
studie s celkovymi pfijatymi zalohovymi
platbami. VesSkeré nevyCerpané financni
prostfedky  budou neprodlené vraceny
ZADAVATELI  (nebo osobé povéfené

ZADAVATELEM).
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V. Payment

Payments will be generated within forty-five
(45) days of receipt and approval of
invoices.

Payments will be issued only after site
activation for actual work performed.

Individual payments must always be clearly
marked with the PROVIDER's invoice
number specified in the Remittance advice
along with other payment details. In case of
a remittance advice without the invoice
number, it will not be possible to assign the
payment to a specific invoice and this
payment will not be accepted by the
PROVIDER.

Supporting documentation for

invoicing:

Documents for invoicing the study
(Proforma) will be sent to the following
email address |
This information is also listed in the
Payment Intake Form.

All notifications will be sent to the Motol
and Homolka University Hospital and
addressed to the Clinical Trials
Department, Deputy for LPP, V Uvalu 84,
150 00 Prague 5 or to the contact email:

Invoices will be issued to the following:

Bristol-Myers Squibb Services
Unlimited Company

e.

V. Platba

Platby budou zadany do Ctyficeti péti (45)
dnt od doruceni a schvaleni faktur.

Platby budou zadany az po spusténi
studijniho pracovisté, a to za skutecné
vykonanou praci.

Jednotlivé  platby musi byt vzdy
jednoznacné oznaceny Ccislem faktury
POSKYTOVATELE uvedenym v avizu o
uhradé& spolu s dal$imi platebnimi udaji.
V prfipadé chybgjiciho Ccisla faktury v
avizu o uhradé nebude mozZné platbu
pfifadit ke konkrétni faktufe a tato platba
nebude ze strany POSKYTOVATELE
akceptovana.

Podklady pro fakturaci:

Podklady pro fakturaci studie (proforma)
budou zaslany na emailovou adresu:
I T :to informace
je taktéz uvedena ve Formulafi pro pfijeti
platby.

VeSkera oznameni POSKYTOVATELI
budou zaslana do FN Motol a Homolka a
oznacena Oddéleni klinickych studii usek
naméstka pro LPP, V Uvalu 84, 150 00
Praha 5 ¢ na kontaktni email:

Faktury budou vystavovany na:

Bristol-Myers Squibb Services
Unlimited Company
Plaza 254, Blanchardstown Corporate
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Plaza 254, Blanchardstown Corporate
Park 2, Ballycoolin, Dublin 15, D15 T867,
Ireland

Attn: Site Payments

the following

Invoices should include

information:

Protocol Number,
Site Number (0248), Name of
PROVIDER, Name of
INVESTIGATOR, Name and address
of Payee, Payee/s VAT ID (if
applicable) date, SPONSOR name.

i. Invoice Number,

ii. Supporting documentation of each
procedure and cost (i.e., Study subject
numbers, date of procedure, third
party invoice).

g. All invoices should be uploaded directly

through SPONSOR DESIGNEE'’s site

portal [

i. Alternatively, invoices may be
submitted electronically to

I < "o

the following subject line:

ii. Payment inquiries must be submitted
to SPONSOR via e-mail [}

Payments will be generated in the following
currency: CZK

Payments will be generated to Payee/s
listed in the Payment Intake Form(s)
(“PIF”).

Financial reconciliation will occur within

f

Park 2, Ballycoolin, Dublin 15, D15 T867,
Irsko
Na védomi: Site Payments

Faktury budou obsahovat
udaje:

nasledujici

i. Cislo faktury, ¢islo protokolu,
¢islo studijniho pracovisté (0248),
nazev POSKYTOVATELE, jméno
ZKOUSEUJICIHO, jméno a adresa
Prijemce platby, danové
identifikacni ¢islo Prijemce platby
(je-li relevantni), datum, nazev

ZADAVATELE.
ii. podklady ke vSem Iéebnym
Ukonum a nakladim (napr.

identifikaéni &isla subjektu studie,
datum lé¢ebného ukonu, faktura
vystavena treti osobou).

g. Veskeré faktury by se mély nahravat

pfimo prostfednictvim portalu pracovisté
osoby povérené ZADAVATELEM na
internetovych strankach

i Pripadné mohou byt faktury
zasilany elektronicky na adresu

s uvedenim nasledujiciho textu
v pifedmétu zpravy:

ii. Veskeré dotazy ohledné plateb je
treba ZADAVATELI zaslat na
emailovou adresu:

Platby budou generovany v méné: Ké

Platby budou Prijemci
platby/PFijemciim plateb
uvedenému/uvedenym ve Formulari k
prijeti platby/plateb (,,PIF”).

zasilany

Finanéni vyrovnani probéhne do $edesati
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sixty (60) days of Data Base Lock (DBL) or
within sixty (60) days of early termination of
the Study at PROVIDER. The final
payment shall be paid, provided:

i. All completed eCRFs/CRFs are
received by SPONSOR.

i. PROVIDER has completed and
submitted all required forms and
logs reconciling receipt,
dispensation, use, and return or
destruction of Study Drug per
SPONSOR’s written instructions.

ii. All Study Data queries have been
resolved to SPONSOR’s
reasonable satisfaction.

iv. All outstanding invoices must be
received by SPONSOR no later
than sixty (60) days after the notice
letters are sent by SPONSOR
DESIGNEE following DBL or early
termination of the Study at
PROVIDER. Invoices received
after this time will not be
reimbursed. Final invoices must
be explicitly labelled as “FINAL
INVOICFE” to confirm the
completion of the billing process.

Within thirty (30) calendar days from
agreed proforma submission timeframe,
SPONSOR DESIGNEE will issue proforma
invoices for Study subject visits fees based
on eCRF/CRF completion, and Study
subject visit invoices must match the
proforma sites receive. There should be no
deviations from the proforma.

SPONSOR DESIGNEE will not issue
proforma invoices for reimbursable costs.
These will have to be tracked and invoiced
proactively by sites. Reimbursable items
must be invoiced separately.

(60) dnli od uzavieni databaze (DBL)
nebo do Sedesati (60) dni od
pred&asného ukongeni studie u
POSKYTOVATELE. Zavére¢na platba
bude uhrazena za pfedpokladu, Ze:

i. ZADAVATEL obdrzi veskeré
vyplnéné formulaie eCRF/CRF.

i. POSKYTOVATEL vyplni a predlozi
v8echny poZadované formulafe a
zdznamy, které potvrzuji pfijeti,
vydani, pouziti a vraceni nebo
zni¢eni  Hodnoceného  Ié€ivého
pfipravku v souladu s pisemnymi
pokyny ZADAVATELE,

iii. V3echny dotazy tykajici se studijnich
udaju byly vyfeSeny k pfiméfené
spokojenosti ZADAVATELE.

iv. VSechny neuhrazené faktury musi
byt doruceny ZADAVATELI
nejpozdéji do Sedesati (60) dnl po
odeslani oznameni od osoby
povéfené  ZADAVATELEM po
uzavieni databaze (DBL) nebo
pfed€asném ukonceni studie u
POSKYTOVATELE. Faktury
doruc¢ené po této Ihuté nebudou
proplaceny. Konec¢né faktury musi
byt vyslovné oznaCeny jako
,KONECNA FAKTURA®, aby bylo
potvrzeno dokon&eni fakturaéniho
procesu.

Do tficeti (30) kalendafnich dnd od
dohodnutého terminu pro podani proformy
vystavi osoba povéfena ZADAVATELEM
na zakladé vyplnénych eCRF/CRF
proforma faktury za studijni navstévy
subjektll studie. Faktury za studijni
navstévu subjektu studie se musi shodovat
s proforma fakturami, které pracovisté
obdrzi. Nemélo by dochazet k Zadnym
odchylkédm od proforma faktury.

Osoba povéfena ZADAVATELEM nebude
vystavovat proforma faktury za Hrazené
naklady. Tyto naklady museji byt
evidovany a proaktivné fakturovany
pracovisti. Hrazené polozky museji byt

CA266-0003_0248 Clinical Trial Agreement with Institution and Pl — Fakultni nemocnice Motol a Homolka
Page 62 of 69



m. SPONSOR DESIGNEE will not accept or

process invoices which contain both Study
subject visit fees and reimbursable costs
(“Mixed Invoices”). In the case that Mixed
Invoices are submitted for payment,
Payee/s will be notified of the rejection.
Payee/s shall resubmit the invoice as two
separate invoices.

Pharmacy reimbursable costs:

Payments will be performed semi-annually.
Supporting documentation for Pharmacy
reimbursable costs listed in the
Agreement/Attachment A will be prepared
by the Pharmacy Deputy jj
B (cmail address:
I
sent to the e-mail || GG
I /o approval prior to invoice

issuance). Pharmacy reimbursable costs
must be invoiced separately.

Reimbursable costs will be approved within
20 business days of receipt of the request
for review from the PROVIDER/Pharmacy
Deputy. Invoicing documentation for the
Pharmacy reimbursable costs will be
approved in written by the BMS

representative ]
I -1d notification will be sent
to the PROVIDER’s accounting
department at |
Upon approval, PROVIDER will issue an
invoice for reimbursable costs and send to
SPONSOR for electronic or wet-ink
signature prior sending to Sponsor
designee. This will acknowledge that
invoice has been approved by SPONSOR
and Sponsor designee will proceed with
payment the invoice, as set out in this
Agreement.

SPONSOR DESIGNEE will receive
invoices from Payee/s and process
payments on behalf of SPONSOR, unless
otherwise agreed.

The fees referred to as “Study Related

CA266-0003_0248 Clinical Trial Agreement with Institution and PI —

fakturovény zvlast.

. Osoba povérfena ZADAVATELEM nepfijme

ani nezpracuje faktury, které obsahuji jak
platby za studijni navstévy subjektl studie,
tak Hrazené naklady (dale jen "smiSené
faktury"). V pfFipadé, Ze jsou smiSené
faktury pfedlozeny k Uhradé, bude
pFijemce/pfijemci o zamitnuti informovan.
PFijemce/pfijemci pfedlozi fakturu znovu
jako dvé samostatné faktury.

Uhrada nakladu Iékarny:

Platboy budou provadény pololetné.
Podpurna dokumentace k Uhradé nakladu
lékarny uvedena ve Smlouvé/Pfiloze A
bude pfipravena zastupkyni Iékarny:
I (¢ mailova adresa:
I a
zaslana na e-mail |G
] ke  schvaleni  pred

vystavenim faktury). Hrazené néklady pro
lékarnu je nutné fakturovat zvlast.

Uhrada nakladt bude schvalena do 20
pracovnich dnd od obdrzeni podpurné
dokumentace k uhradé nakladu zaslané od
POSKYTOVATELE/zastupce Iékarny.
Faktura¢ni dokumentace k Uhradé nakladu
lékarny bude pisemné  schvalena

zastupcem  BMS
I = oznémeni bude zaslano
ucetnimu oddéleni POSKYTOVATELE na
B Po  schvaleni
vystavi POSKYTOVATEL fakturu na
Uhradu hrazenych nakladl a pfed jejim
odeslanim povéfené osobé ZADAVATELE
ji zaSle ZADAVATELI k elektronickému ¢i
vlastnoruénimu podpisu. Timto krokem
bude potvrzeno, Ze faktura byla schvalena
ZADAVATELEM a povéfena osoba
ZADAVATELE nasledné pristoupi k uhradé
faktury tak, jak je uvedeno v této Smlouvé

Osoba povéfena ZADAVATELEM bude
pFijimat faktury od PFijemce (PFijemcl)
platby a tyto platby zpracovavat jménem
ZADAVATELE, pokud nebude dohodnuto
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Costs and Reimbursable Study Subject
Costs” (e.g., conditional procedures, pass
through costs, etc.) due under this
Agreement, have to be invoiced as per the
budget by the Payee/s to SPONSOR
DESIGNEE. Invoices for any additional
payments to those stated in the Agreement
(i.e., additional reimbursements) must also
be sent to SPONSOR DESIGNEE and
approved in writing by SPONSOR.

VI. Tax Information

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

VII. Study Drug(s)
a. The following Study Drug(s) will be
provided by SPONSOR or locally source
by PROVIDER:

jinak.

p. Platby oznadované jako ,Naklady spojené
se studii a Hrazené studijni naklady za
subjekt studie® (napf. podminéné IéCebné
ukony, preuctované naklady atd.), které
budou splatné podle této smlouvy, musi
Prijemce (PFijemci) platby osobé povéfené
ZADAVATELEM fakturovat v souladu s
rozpoctem. Faktury za jakékoli daldi platby
nad ramec plateb uvedenych ve smlouvé
(tj. dodate¢né uhrady) musi byt rovnéz
zaslany osobé povéfené ZADAVATELEM
a ZADAVATEL je musi pisemné
odsouhlasit.

VI. Informace ke zdanéni

V3echny zde uvedené naklady jsou Cisté naklady
bez dané (jakakoli dan z pfidané hodnoty / dan ze
zbozi a sluzeb, dan z obratu nebo jakakoli
ekvivalentni dan nebo clo vyZadované platnymi
pravnimi pfedpisy). Pfijemce/pfijemci budou
odpovédni za stanoveni a uplatnéni jakékoli
takové dané ze sluzeb, pokud to vyZzaduje zakon,
a musi splnit veSkeré formalni pravni pozadavky,
aby bylo zaruCeno pravo ZADAVATELE na
vraceni takové dané v ramci jakéhokoli
pfislusného postupu, pokud existuje. Aniz by tim
bylo dotéeno vySe uvedené, pfijemce (pfijemci)
na prislusné faktufe podrobné popiSe poskytnuté
sluzby v souladu se zakonem a v rozsahu
pozadovaném zakonem a oddélené a oddéli ty,
ke kterym je nebo ma byt pfipoltena nebo
uplatnéna dan.

VIl. Hodnoceny
(pfipravky)

lé¢ivy  pripravek

a. Nasledujici Hodnocené 1éCivé pfipravky
budou budto poskytnuty ZADAVATELEM
nebo zajistény lokalné
POSKYTOVATELEM:
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Locally sourced: none

Zajisténo lokalné: zadné

b. ZADAVATEL neodpovida =za dodani

b. SPONSOR is not responsible to supply nebo proplaceni nakladi na jiné l&givé
or reimburse the cost of any other drugs pFipravky pozadované Protokolem nez ty,
not mentioned above required by které jsou uvedeny vyse.
Protocol.

VIIl. Sponsor Study Data Expectations VIIL. ZADAVATELEM predpokladané

doruéeni studijnich udaja

a. Zadavani udaji do formulafe eCRF/CRF
musi byt dokon&eno do péti (5) pracovnich
dnl od uskute¢néni procedur spojenych
s navstévou, pokud v8ak neni v protokolu
stanoveno jinak.

a. The eCREF shall be completed within five (5)
business days after visit procedures have
been  completed, unless  otherwise
specified in the Protocol.

b. INVESTIGATOR/PROVIDER also agree to o
resolve queries within five (5) business b. ZKOUSEJICI/POSKYTOVETEL se rovnéz

days, preferably within twenty-four (24) zavazuji vyfeSit dotazy do péti (5)
hours of receipt, unless otherwise specified pracovnich dn, nejlépe vSak do dvacet
in the Protocol. ¢tyf (24) hodin od obdrzeni dotazu, pokud

v8ak neni v protokolu stanoveno jinak.
C. In the event INVESTIGATOR/PROVIDER

do not enter Study Data into the eCRF or . Pokud  ZKOUSEJiCI/POSKYTOVATEL

resolve queries in the timeframe set forth neviozi udaje o studii do eCRF nebo
for each above, SPONSOR shall provide nevyfesi dotazy ve Ihité stanovené pro
notification to INVESTIGATOR/PROVIDER kazdou z vySe uvedenych mozZnosti,
to seek resolution prior to taking corrective ZADAVATEL poskytne
actions. ZKOUSEJICIMU/POSKYTOVATELI

oznameni, aby pfed pfijetim napravnych
d. Local laboratory data should be entered in
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eCRF/CREF in accordance with the Protocol opatieni usiloval o vyfeSeni.
and local Laboratory references (analytes,
ranges, and units) should be entered in the
Local Lab Maintenance Module.

Udaje z lokalni laboratore by mély byt
zadany do eCRF/CRF v souladu
s protokolem a referenénimi rozmezi z
lokalni laboratofe (analyty, laboratorni
rozmezi a jednotky) by méla byt zadana do
Modulu pro spravu lokalni laboratore.
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Attachment A 1: Payment Intake Form (PIF) / Priloha A 1: Formular k prijeti platby
(PIF)

In order to receive payment, all payment information
fields outlined in the PIF below must be completed.

Aby bylo mozné obdrzet platbu, musi byt vypinéna
vSechna pole s informacemi o platbé uvedena nize
ve formulari PIF.

The payment information provided by the Payee will only
be used for payment services relating to the Study and
will not be disclosed to third parties except SPONSOR
DESIGNEE, who will take the appropriate security
measures for such purposes.

Platebni udaje poskytnuté pfijemcem budou pouzity
pouze pro platebni sluzby souvisejici se studii a nebudou
poskytnuty tretim stranam s vyjimkou osoby povéfené
ZADAVATELEM, ktera pro tyto ucely pfijme vhodna
bezpecnostni opatieni.

In case of changes in the Payee's address or bank
account number, Payee is obliged to inform SPONSOR
DESIGNEE in writing by sending an email to
I h Parties agree that in
case of changes in address which do not involve a
change of Payee, tax numbers, tax exempt status or
country location of bank account, no further amendments
are required. The Parties acknowledge that the
designated Payee is authorized to receive all of the
payments for the services performed under this
Agreement.

V pripadé zmény adresy nebo Cisla bankovniho uctu
prijemce je prijemce povinen pisemné informovat osobu
povérenou ZADAVATELEM zaslanim e-mailu na adresu
I Smiuvni strany  se
dohodly, ze v pripadé zmény adresy, ktera nezahrnuje
zmeénu prijemce, danového Eisla, statusu osvobozeni od
dané nebo zemé umisténi bankovniho uctu, nejsou
nutné zadné dalsi zmény. Smiuvni strany berou na
védomi, Zze ureny prijemce je opravnén prijimat vesSkeré
platby za sluzby poskytované na zakladé této smiouvy.

Investigator

1.) | First/ Given Name I
2.) | Last/Family Name [ ]
Contract Payee
Payee Name
3.) | (Must match name in the contract) Fakultni nemocnice Motol a Homolka
4) | VAT/Tax ID CZ00064203
Banking Information
5.) | Bank Name Ceska narodni banka
6.) | Bank Street Na Prikopé 28
7.) | Bank City Praha 1/ Prague
8.) | Bank State/Province N/A
9.) | Bank Postal Code 11503
10.
) Bank Country Czech Republic / Ceska republika
141
) Receiving Account Currency CZK / K& (Czech Crown)
12.
) IBAN (24 Digits) — Begins with CZ CZ42 0710 0000 0000 1793 7051
13.
) SWIFT Code (Must be 8 or 11 Digits) CNBACZPP
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14.
) Intentionally Blank

No Response Required

15.
) Intentionally Blank

No Response Required

If the contracted Payment Currency does not match your bank account, you may need to provide an
Intermediary Bank. Please contact your Financial institution for details. If an Intermediary bank is required,
please provide Bank Name, Account Number if applicable and SWIFT Code of Intermediary Bank along with
all other required Wire instructions. Pokud se smluvni ména pro platbu neshoduje s ménou vaseho
bankovniho Uctu, je mozné, Zze budete muset vyuzit zprostredkujici banku. Podrobnosti Vam sdéli vase
finanéni instituce. Pokud je nutna zprostiedkujici banka, uvedte prosim jeji nazev, €islo uctu (pokud je k
dispozici) a SWIFT kod s dalSimi pokyny, které jsou k bankovnimu prevodu nutné.

Contact Information

Name of Invoice Recipient* sending

16.) | invoices

17.) | Phone Number & Email

18.) | Language Preference Czech or English
Name of Payment Recipient** to receive

19.) | payment notification and details

20.) | Phone Number & Email

21) | Language Preference Czech or English

* The Invoice Recipient (non-US sites) is the person who
will be sending invoices to SPONSOR DESIGNEE.
Throughout the study SPONSOR DESIGNEE will be
sending the invoice recipient the payable visit activity
which should be invoiced to SPONSOR DESIGNEE to
receive payment.

* Prijemce faktury (mimo centra v USA) je osoba, ktera
bude zasilat faktury osobé povéfené ZADAVATELEM. V
prabéhu studie bude osoba povéfena ZADAVATELEM
zasilat prijemci faktury splatnou navstévu, ktera by méla
byt fakturovana osobé& povérené ZADAVATELEM, za
ucelem obdrzeni platby.

** The Payment Recipient is the person the Payee
selects to receive a payment notification email upon
processing of each payment and have access to the
IQVIA Site Portal for payment details. The email
notification will include a link to the IQVIA Site Portal
where Payment Recipient will be able to access details
of the payment.

** Prijemce platby je osoba, kterou si prijemce vybere,
aby mu byl pfi zpracovani kazdé platby zaslan e-mail s
oznamenim o platbé a aby mél pristup na portal IQVIA
Site s podrobnostmi o platbé. E-mailova notifikace bude
obsahovat odkaz na portal IQVIA Site, kde bude mit
prijemce platby pristup k podrobnostem o platbé.

For any questions or additional information, Payee
should contact SPONSOR DESIGNEE support at

Information regarding the SPONSOR DESIGNEE
process can be found within the Resource section of the
IQVIA Site Portal.

V pripadé jakychkoli dotazi nebo doplnujicich informaci

by mél prijemce kontaktovat osobu povérenou
ZADAVATELEM na adrese
Informace tykajici se procesu osoby povérené

ZADAVATELEM naleznete v sekci Zdroje na portalu
IQVIA Site.
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ATTACHMENT B / PRILOHA B

SPONSOR-PROVIDED EQUIPMENT/ VYBAVENi PREDLOZENE ZADAVATELEM

ATTACHMENT B

SPONSOR-PROVIDED EQUIPMENT

Subject to Section 1.6. (Sponsor-Provided

Equipment) of the Agreement, SPONSOR shall, in
its sole discretion and at its reasonable expense,
provide the Equipment specified below for use by
PROVIDER solely in the conduct or reporting of the
Study:

A tablet, the exact specification of which (i.e.,

PRILOHA B
VYBAVENi PREDLOZENE ZADAVATELEM

V souladu s oddilem 1.6. (Vybaveni poskytnuté
zadavatelem) smlouvy poskytne ZADAVATEL dle
svého vyhradniho uvazeni a na své pfiméfené
naklady nize wuvedené vybaveni Kk pouZiti
POSKYTOVATELI vyhradné pfi provadéni studie
nebo pfi podavani zprav o studii:

Tablet, jehoZz presna specifikace (tj., model a

model and serial number) shall be specified in the

vyrobni_&islo) bude uvedena v predavacim

handover protocol. The loan of one (1) tablet is

protokolu. Predpoklada se zapujéeni jednoho (1) ks

assumed.

For PROVIDER:

tabletu.

Pro POSKYTOVATELE:
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